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Plaintiffs-Petitioners, by and through their undersigned counsel, respectfully allege the 

following based on their own knowledge as to themselves, and on information and belief as to all 

other matters: 

PRELIMINARY STATEMENT 

1. In the spring of 2019, New York City experienced a rise in measles cases.  Measles 

is a childhood infection caused by a virus that, before the 1960s, nearly all children contracted 

before the age of 15.  Most measles cases are benign and are not reported.  (Ex. A).1  The mortality 

rate from measles declined by over 98% between 1900 and 1962 as living conditions improved in 

the United States.  (Exs. A and B).  In 1962, a year before the first measles vaccine, when there 

were approximately 4 million cases of measles each year, the Centers for Disease Control (“CDC”) 

reported a total of 408 deaths from measles in the entire United States.     

2. Between September 2018 and August 2019, 649 cases of measles were confirmed 

in New York City.  Since 2000, the annual number of reported measles cases for all of the United 

States ranged from 37 people in 2004 to 667 people in 2014.  While 600 cases in New York City 

alone was, relatively speaking, an unexpected increase in cases, it was a very small number in a 

city of over 8,000,000.   While over 1,200 cases of measles were reported in the tri-state area and 

likely far more unreported cases, there were no deaths.  This is the expected result since, for the 

majority of people, measles is a relatively benign childhood infection. 

3. Despite the small outbreak, the New York City Department of Health (“DOH”) 

overreacted to the 2019 increase in measles cases.  On Friday, April 9, 2019, Oxiris Barbot, the 

then New York City Commissioner of Health and Mental Hygiene (the “Commissioner”) issued 

 
1  All Exhibits referenced in this Petition, and in the jointly filed Affirmation of Elizabeth A. Brehm, are exhibits 
admitted without objection at the OATH hearing, described further herein, or are otherwise part of the administrative 
record.      
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an Order mandating that people receive the M-M-R-II, also known as the measles, mumps, rubella 

vaccine (“MMR”) manufactured and sold by Merck & Co., within forty-eight hours (the 

“Commissioner’s Order”).  (Ex. C).  The Commissioner’s Order though, was limited to only 

selected people in certain zip codes and was not evenly applied across the city. Specifically, the 

Order required MMR vaccination only of certain people: any person “older than six months of age 

who live[d], work[ed], or reside[d] within the 11205, 11206, 11211 and/or 11249 zip codes.”  Id.   

4. By its terms, the Commissioner’s Order expired on April 17, 2019.  (Ex. D at 

56:23-57:7; 63:23-64:2).  On that day, the Department of Health and Mental Hygiene of the City 

of New York Board of Health (the “Board”) created a resolution which, like the Commissioner’s 

Order, required administration of the MMR, but differed from the Commissioner’s Order in myriad 

ways.  These differences included: how it defined what the “nuisance” was that it was targeting, 

what categories of individuals it applied to, the age ranges to which it applied, the penalties for 

failure to vaccinate, and other material differences as detailed below (the “Resolution”).  (Ex. E).   

5. Between April 23, 2019, and June 14, 2019, the New York City Department of 

Health and Mental Hygiene (“DOH”) issued a Summons to each of the Plaintiffs-Petitioners, 

asserting that each had failed to have one of their minor children injected with the MMR (the 

“Summonses”).  The Summonses clearly and prominently alleged that this failure to vaccinate 

violated the Commissioner’s Order, not the Resolution.  However, the DOH issued each of the 

Summonses after the Commissioner’s Order expired, making each Summons facially invalid.   

(Ex. F).    

6. Plaintiffs-Petitioners had a reasonable and well-founded belief that they should not 

administer the MMR to their children (the “children”) for many reasons, including, inter alia:  

a. The clinical trials conducted on the MMR were severely lacking in adequate 
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safety studies because (i) the studies did not test the product against a 

placebo, (ii) the studies did not test the product on a large enough group of 

children of an appropriate age range, (iii) the studies did not review safety 

for an adequate time period, and, (iv) during the minimal safety review 

period, the safety studies showed concerning adverse events;  

b. Medical studies have shown that depriving children of having naturally 

occurring measles increases their risks of other adverse health outcomes; 

and  

c. The medical community has documented high rates of hospitalization and 

emergency room visits subsequent to MMR administration.   

Based on these concerns, Plaintiffs-Petitioners made the decision that the risks of the product 

outweigh the benefit, and that administering MMR to their children is not medically appropriate.   

7. Given the facial defects in the Summonses and their well-founded concerns about 

the MMR product, Plaintiffs-Petitioners fought the Summonses in OATH where, despite making 

compelling arguments and presenting unrebutted evidence supporting the above issues, the hearing 

officer upheld the Summonses, and the OATH Appeals Unit affirmed those decisions on April 24, 

2020.  (Ex. G).   

8. The hearing record, however, reflects that the Summonses should have been 

dismissed and that the Hearing Officer deprived Plaintiffs-Petitioners of full and fair hearings, 

made errors of law, and issued arbitrary and capricious decisions.  (Infra § First Cause of Action.) 

9. The OATH Appeals Unit should also have dismissed the Summonses in the interest 

of justice pursuant to NYCC § 1049(5)(a) because the undisputed evidence at the hearing 

demonstrated that the risk of administering the MMR to these children outweighed the benefits 
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and therefore it was not medically appropriate to inject them with this product.  (Infra § Second 

Cause of Action).   

10. By requiring the injection of a product whose risks outweigh the benefits for these 

children, Respondent’s Order and Resolution also violated Plaintiffs-Petitioners’ rights under the 

United States Constitution and New York State Constitution, including the right to bodily integrity, 

informed consent, parental choice, privacy, and other substantive due process and unenumerated 

rights.  (Infra § Third Cause of Action.)  

11. Plaintiffs-Petitioners thus bring this hybrid petition pursuant to CPLR §§ 7801-

7806 to set aside and vacate the Summonses. 

PARTIES 

12. Plaintiffs-Petitioners Ascher Berkowitz, Chava Biederman, Beila Englander, Israel 

Fishman, Judith Fried, Malka Friedman, Chanie Fulop, Rachel Guttman, Simon Josef, Baila Klein, 

and Malky Roth-Tabak (collectively “Plaintiffs-Petitioners”) reside in Brooklyn, NY and were 

issued a Summons for their respective child: Z.B., 4 years old; B.B., 2 years old; Z.E., 1 year old; 

A.F., 3 years old; H.F., 7 months old; Y.F., 5 years old; D.F., 11 months old; E.G., 2 years old; 

P.J., 4 years old; Z.K., 11 months old; C.R., 1 year old.  Many of the Plaintiffs-Petitioners have 

more than one child and many of the Plaintiffs-Petitioners vaccinate their other children.    

13. Defendant-Respondent the New York City Department of Health and Mental 

Hygiene (“Department of Health” or “DOH” or “Respondent”) is an administrative agency in 

the executive branch of the New York City. 

JURISDICTION AND VENUE 
 

14. This Court has subject matter jurisdiction to decide this Petition pursuant to CPLR 

§ 7803 because the decisions made by the OATH Appeals Unit are final determinations made in 
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violation of lawful procedure, affected by an error of law, and are arbitrary and capricious.  This 

Court also has jurisdiction to render a declaratory judgment pursuant to CPLR § 3001. 

15. This Court has personal jurisdiction over Respondent pursuant to CPLR § 302(a)(1) 

and venue lies in New York County pursuant to CPLR § 506(b) and §7804(b) because it is where 

material events giving rise to the petition took place; specifically, the OATH appellate decisions 

that are being challenged here were rendered in New York County. 

FIRST CAUSE OF ACTION: THERE WERE ERRORS OF LAW IN RESPONDENT’S 
FINAL DETERMINATIONS 

(Relief Under Article 78 of the CPLR) 
 

16. Plaintiffs-Petitioners repeat and reallege the preceding paragraphs as though fully 

set forth herein.  

17. It is black letter law that a summons must identify the exact law, regulation, or order 

that the charging officer claims the recipient violated.  RCNY § 6-08(c)(2) and (c)(3).  It is equally 

well established that such a law, regulation, or order must be in effect at the time of the alleged 

violation.  Here, the Summonses failed on both accounts.   

18. The DOH issued the Summonses between April 23, 2019 and June 14, 2019.  The 

charging language of the Summonses provides that Plaintiffs-Petitioners were in violation of the 

Commissioner’s Order.  However, the Commissioner’s Order by its terms expired on April 17, 

2019.  Given this defect, the OATH Appeals Unit reasoned that the Summonses were actually 

issued under the Board’s Resolution, but that is not what the Summonses say, and the Resolution 

is significantly different from the Order in a number of ways.  Thus, the Summons either cite an 

order that had expired, or they cited to the wrong order.  Either way, the Summonses are facially 

deficient and should have been dismissed.   
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19. The narrative portions of the Summonses specifically reference both the 

Commissioner’s April 9, 2019 Order, which they define as the “Order”, and the Board’s April 17, 

2019 resolution, defining it as the “Resolution.”  (Ex. F). 2  Nevertheless, the charging language 

of the Summonses identifies the violation as being a violation of the Order, providing in full that: 

“Respondent has failed to vaccinate child [] or otherwise submit acceptable proof of immunity in 

violation of the Order.” Id. (emphasis added.)   As such, the summonses are clear that they allege 

a violation of the Order, and not of the Resolution.  (Ex. F).   

20. During the hearings on the Summonses, the DOH conceded that the 

Commissioner’s Order expired on April 17, 2019.  (Ex. D at 56:34-57:7; 63:23-64:2).   The 

Commissioner’s Order expired because the New York City Health Code provides that an 

emergency action “shall be effective only until the next meeting of the Board, which meeting shall 

be held within five business days of the Commissioner’s declaration[.]”  Health Code of the City 

of New York, 24 RCNY § 3.01(d).  The Board convened on April 17, 2019; thus, the 

Commissioner’s Order expired on that date.   

 
2 The full text of the “Violation Description” provides as follows and clearly defines both the Resolution and the 
Commissioner’s Order, recognizing them as separate, but then choose to only state that the Plaintiffs-Petitioners are 
in violation of the Order: “In response to the active measles outbreak in certain parts of Brooklyn, the NYC 
Commissioner of Health declared a public health emergency on April 9, 2019 and published a Commissioner’s Order 
(“Order”) pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or attend school within 
ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against measles within forty eight hours of the Order. On 
April 17, 2019, the NYC Board of Health unanimously approved a Resolution (“Resolution”) continuing the public 
health emergency and requirement that all persons living, working or attending school in these affected ZIP codes be 
vaccinated against measles.  The Resolution further provides that any person who is not vaccinated, or the parent 
and/or guardian of a child who is not vaccinated, shall be fined unless they demonstrate proof of immunity or that 
immunization is not medically appropriate.  A copy of the Order and Resolution are attached to this Summons for 
reference.  A review of Department records shows that Respondent’s child, [initials], who is at least six months old, 
lives at: [address] which is located in one of the affected zip codes listed in the Order.  On [date], a review of the 
Department’s Citywide Immunization Registry, which collects immunization records for all children receiving 
vaccines in NYC and is required to be updated by medical providers, found that child [initials] has no record of measles 
immunization.  Respondent has failed to vaccinate child [initials] or otherwise submit proof of immunity in violation 
of the Order.”  (Ex. F) (emphasis added). 
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21. The Summonses each listed a “Date and Time of Occurrence” after April 17, 2019.3  

(Ex. F).  Therefore, the Order had expired by the time the Summonses were issued, and it was an 

error of law for the Hearing Officer and Appeals Unit to affirm the Summonses because the 

Commissioner’s Order had expired by the date of the occurrence listed on the Summonses.  (Exs. 

C and F).  On this basis, the Summonses must be dismissed.   

22. During the hearing, the DOH argued that despite the fact that the Order expired 

before the Summonses were issued, the Resolution continued the Commissioner’s Order, and thus 

the Commissioner’s Order was still valid on the date of occurrence on the Summons.  This 

argument is plainly incorrect.  The New York City Health Code provides that “the Board may 

continue or rescind” the Order.  Health Code of the City of New York, 24 RCNY § 3.01(d) 

(emphasis added).  On its face, that section allows the Board only to continue the order “as is” or 

to rescind the order and issue a new order.  Nothing in that section states that the Board may amend 

the emergency order.   

23. In this instance, the Board did not continue the Commissioner’s Order.  Even 

though the Resolution acknowledges the Commissioner’s Order in the preamble, nothing in the 

Resolution states it is continuing the Commissioner’s Order.  Instead, the Board allowed the 

Commissioner’s Order to expire and subsequently issued the Resolution, which was a new order, 

with materially different terms.  Even a cursory examination of a few of these terms establishes 

that the Commissioner’s Order and the Resolution, although they address the same topic, are two 

different directives, and as such, one is not a continuation of the other.   

 
3 Plaintiffs-Petitioners’ Summonses listed the following “Date and Time of Occurrence:” Berkowitz Summons: June 
4, 2019; Biederman Summons: April 29, 2019; Englander Summons: May 1, 2019; Fishman Summons: June 12, 2019; 
Fried Summons: May 10, 2019; Friedman Summons: June 4, 2019; Fulop Summons: May 22, 2019; Guttman 
Summons: June 13, 2019; Josef Summons: June 4, 2019; Klein Summons: May 1, 2019; Roth-Tabak Summons: April 
21, 2019.  (Ex. F). 
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24. First, the Resolution redefines what constitutes a nuisance.  The Order defines the 

nuisance as the presence of a person who was not vaccinated with MMR.4  The Resolution defines 

the nuisance as the measles outbreak.5     

25. Second, the Resolution materially changed who must receive an MMR vaccination, 

as well as the grounds and method for being excluded from this requirement:  

a. The Commissioner’s Order does not include children who attend school, preschool, 

or child care in the affected zip codes (it only includes “any child older than six 

months of age who live[], work[] or reside[] within the” affected zip codes), 

whereas the Resolution explicitly includes children who “attend[] school, preschool 

or child care within the affected zip codes.” (Ex. C).   

b. The Commissioner’s Order applies to children “older than six months,” but the 

Resolution applies to children “six months of age and older.” (Exs. C and E).  

Therefore, under the Commissioner’s Order, children who were six months old 

were not required to be vaccinated, whereas under the Resolution, six-month-old 

babies were required to be vaccinated.   

c. The Commissioner’s Order includes people who “live, work, or reside[]” in the 

affected zip codes, but the Resolution only includes individuals who “live[] or 

work[]” in the affected zip codes.  (Exs. C and E).  The Board’s decision to not 

include people who “reside” in the zip code is important.  Merriam-Webster’s 

 
4 “WHEREAS, I also find that the presence of any person in Williamsburg lacking the MMR vaccine, unless that 
vaccine is otherwise medically contra-indicated or such person has demonstrated immunity against measles, creates 
an unnecessary and avoidable risk of continuing the outbreak and is therefore a nuisance, as defined in New York City 
Administrative Code §17-142[.]”  (Ex. C).   
5 “WHEREAS, the Board of Health regards the aforesaid reports of over 300 cases of measles as sufficient proof to 
authorize the declaration that an outbreak of measles is occurring in Williamsburg that threatens the health and safety 
of New Yorkers and is immediately dangerous to human life and health and constitutes a public nuisance[.]”  (Ex. E).  
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dictionary defines “reside” to mean: “to dwell permanently or continuously: occupy 

a place as one’s legal domicile.”6  Conversely, that same dictionary defines “live” 

as: “to pass through or spend the duration of[.]”7  Thus, the Commissioner’s Order, 

by use of the term “reside,” includes people who were not actually living in the zip 

codes at the time of the Order, but who maintain their legal domicile there (e.g., 

people who were away for the summer, or who live abroad for a period of time); in 

contrast, the Resolution is limited to the people who are physically present in the 

area.   

d. The Commissioner’s Order exempts children whose parents or guardians provide 

documentation showing that MMR is not medically appropriate, whereas the 

Resolution is more onerous and requires that such documentation meet the 

satisfaction of the DOH.8      

26. Third, the penalties for the Commissioner’s Order are different than the penalties 

for the Resolution.  The Commissioner’s Order includes a “warning” that “[f]ailure to comply with 

this Order is a violation of §3.05 of the New York City Health Code, and a misdemeanor for which 

you may be subject to civil and/or criminal fines, forfeitures and penalties, including 

imprisonment.”  (Ex. C).  The Resolution, however, did not include this language and opted to 

enhance the civil penalty by adopting the provision of NY City Health Code, 24 RCNY § 3.11(a), 

and subjecting violators to fines for each family member and for each day a person violates the 

 
6 Merriam-Webster’s Online Dictionary, available at https://www.merriam-webster.com/dictionary/reside.   
7 Merriam-Webster’s Online Dictionary, available at https://www.merriam-webster.com/dictionary/live.   
8 The terminology may seem similar between the Commissioner’s Order and the Resolution; however, it has a legal 
distinction.  Otherwise, the Board would not have gone through the effort of amending the language in its Resolution.  
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Resolution. This “enhanced” civil penalty did not appear in the Commissioner’s Order but is 

included in the “resolved” language of the Resolution. 9 

27. In sum, the Resolution materially changed the Commissioner’s Order, including 

the prohibited conduct, the population subject to the order, and the penalty.  This is precisely why 

nowhere in the Resolution does it ever state that it is continuing the Commissioner’s Order.  The 

Resolution plainly created a new and distinct order, which means that per the requirements of the 

Health Code of the City of New York, 24 RCNY § 3.01(d) , the Commissioner’s Order expired on 

April 17, 2019.10   Thus, the Board’s assertion that the Plaintiffs-Petitioners violated the Order was 

per se unlawful.  

28. Despite the clear differences between the Order and the Resolution, the Hearing 

Officer still held in his written decision that the “April 17, 2019 Resolution continued the 

Commissioner’s exercise of emergency authority, which operated to continue the validity of the 

Commissioner’s April 9, 2019 Order.”  (Ex. G).  As shown, this finding is not supported by the 

facts and law.  The Hearing Officer could not even quote any language from the Resolution stating 

it continues the Order, because such language does not exist; that is why he resorted to stating that 

the “Resolution continued the Commissioner’s exercise of emergency authority.”  As noted, that 

 
9 “RESOLVED, that any person required by this declaration to be immunized against measles, or any parent or 
guardian required by it to immunize his or her child, shall be violating this order and be subject to the fines authorized 
by applicable law, rule and regulations each day that he, she, or such child continues to reside, work or attend school, 
preschool or child care in any of the affected zip codes without having been vaccinated against measles until such 
time that this outbreak is declared to be over by the Commissioner of the Department of Health and Mental Hygiene.”  
(Ex. E). 
10 The Summons issued to one of the Plaintiffs-Petitioners was not properly served.  The Summons issued to Plaintiff-
Petitioner Chava Biederman (“Ms. Biederman”) should be dismissed because Ms. Biederman does not reside at the 
address listed on the Summons as the “Place of Occurrence” and Ms. Biederman was not present at the “Place of 
Occurrence” when the alleged violation took place on April 29, 2019.  Ms. Biederman presented sufficient and reliable 
evidence at the hearing that she did not live or reside at the “Place of Occurrence” as listed on the Summons and was 
not present at that location on the time and date of occurrence.  (Ex. H).  Therefore, it was an error of law for the 
Hearing Officer and Appeals Unit to sustain the Summons because no violation existed as alleged, and thus the 
Summons issued to Ms. Biederman must be dismissed.   
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is not what the law provides. The Order as it was written must either be continued or rescinded; 

the Board cannot choose to continue the Order in concept while changing most of its terms.   

29. This case provides a ready example of why the Board was not allowed to amend an 

existing order, because otherwise a summons recipient could be told he or she violated one order, 

choose to mount a defense to that order, but only later learn that they actually are being charged 

with violating and being punished under a materially different order.  This presents a problem here 

because the Order and the Resolution provided conflicting provisions as to, inter alia, the 

individuals who were required to receive MMR, the penalties for not receiving the MMR, and the 

method and grounds for obtaining a medical exemption.  As a matter of both fact and common 

sense, they both cannot exist in the same time and space.  This bait-and-switch version of justice, 

where a litigant does not have proper notice of what they are accused of, flies in the face of the 

basic presumptions of due process. 

30. Tellingly, the OATH Appellate Unit did not affirm the OATH Hearing Officer’s 

flawed conclusion that the Resolution continued the Order.  The OATH Appellate Unit apparently 

found it to be without merit.  Instead, the OATH Appellate Unit decided that since the children 

presumably did not have the MMR during the period the Order was in effect (giving no 

consideration to the period after the Order expired), then it would uphold the Summonses by 

effectively rewriting them; instead of the “Date and Time of Occurrence” for the violation listed 

on the Summonses, the OATH Appellate Unit decided it would simply find the Plaintiffs-

Petitioners in violation for a completely different time period: the 48 hours specified in the Order.   

31. The problem with the OATH Appellate Unit’s decision is that it apparently changed 

the Summonses that were being adjudicated ex post facto - after the hearing record was closed -

which it cannot do.  
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32. It is elementary and critical to due process that a respondent only be judged on and 

punished for what the summons charges.  Here, that charge was for violation of the Order on a 

date after it expired, not for a violation that occurred on some other date first raised in a decision 

by an appellate body.  That is the antithesis of due process and the orderly manner in which justice 

is supposed to proceed.    

SECOND CAUSE OF ACTION: NYCC § 1049(5)(a) CALLS FOR THE DISMISSAL OF 
THE SUMMONSES IN THE INTEREST OF JUSTICE 

(Relief Under Article 78 of the CPLR) 
 

33. Plaintiffs-Petitioners repeat and reallege the preceding paragraphs as though fully 

set forth herein. 

34. Section 1049(5)(a) of the NYCC provides:  

An administrative law judge or hearing officer may dismiss a notice 
of violation in the interest of justice when, even though there may be 
no basis for dismissal as a matter of law, such dismissal is 
appropriate as a matter of discretion due to the existence of one or 
more compelling factors, considerations, or circumstances clearly 
demonstrating that finding the respondent in violation of the 
provision at issue would constitute or result in injustice.  
 

35. The Summonses should have been dismissed pursuant to NYCC § 1049(5)(a) 

because the undisputed evidence entered at the hearing reflected that the risk of injecting the MMR 

into these children outweighs any benefits.  Plaintiffs-Petitioners presented significant evidence 

establishing this as a fact, and the DOH never once objected to or refuted any of that evidence.  

Therefore, for purposes of this matter, it is an established fact that MMR presents greater dangers 

than the benefits it brings.  If the interest of justice does not tip in favor of dismissal when the 

evidence incontrovertibly reflects the injustice of a risk of increased harm to a child, then the 

safeguard afforded by NYCC § 1049(5)(a) is meaningless.   
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36. The first vaccine for measles was licensed in the United States in 1963.  (Ex. A).  

According to the CDC, the mortality rate from measles declined by over 98% between 1900 and 

1962.  (Exs. A and B).  In 1962, the CDC reported a total of 408 deaths from measles in the United 

States.  (Ex. D at 207:18-21).   The CDC reported a similar total number of measles deaths in the 

United States for a number of years prior to 1962.  (Ex. B).  What this means is that prior to 1962, 

at a time when virtually every American had the measles, the CDC’s data makes clear that the 

annual death rate from measles was 1 in 500,000 Americans.  

37. There would likely be even fewer deaths from measles today, since medical care 

has made significant advances since 1962.  But even assuming the same medical care today as in 

1962, the unrebutted science admitted at the hearing makes clear that the measles vaccine MMR 

causes more deaths every year than the 400 individuals lives it theoretically saves annually. 

38. Indeed, eliminating measles has demonstrably and measurably increased certain 

cancer rates as well as the risk of heart disease.11  The International Agency for Research on Cancer 

has confirmed that those who never had measles had a 66% increased rate of Non-Hodgkin 

Lymphoma and a 233% increased rate of Hodgkin Lymphoma.  (Exs. L-P).  These two cancers 

killed 20,960 Americans in 2018.  Id.  Plaintiffs-Petitioners presented copious evidence supporting 

this conclusion at the hearing without objection and the DOH never attempted to rebut that 

evidence.   

39. Likewise, researchers at the Department of Health Care and Epidemiology at the 

University of British Columbia and the Department of Biology at the University of Victoria have 

confirmed that those who never had measles had a 50% increased rate of ovarian cancer, which 

 
11 Additionally, Exs. I-K reflect that children who have had measles have far less allergies and atopic diseases, such 
as asthma, and adults who had measles have a reduced risk of Parkinson’s Disease.  It is not medically appropriate or 
just to increase an individual’s risk of allergies, atopic diseases, or Parkinson’s Disease.  
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killed 14,070 Americans in 2018.  (Exs. Q-R).  Again, this was accepted at the hearing without 

objection and remained unrebutted.   

40. Even more troubling was the fact that the nation of Japan concluded, after tracking 

over 100,000 of its citizens for more than 22 years, that having measles and mumps was 

“associated with lower risks of mortality from heart disease,” which killed 610,000 Americans in 

2018.  (Exs. S-T).  Once again, Plaintiffs-Petitioners presented the evidence establishing this fact 

on the record without objection, and Defendant-Respondent never once presented anything to rebut 

that evidence. 

41. Until the introduction of the vaccine, measles was considered a mild childhood 

infection, like the chickenpox used to be.  The ecological relationship humans developed with 

measles over millennia did not eliminate measles or ensure that only those that survived were those 

that were immune to the disease because it conferred benefits for survival that exceeded its 

negative effects.  

42. Hence, the unrebutted evidence shows that eliminating measles has likely caused 

far more deaths annually in the United States from cancer and heart disease than the potentially 

few hundred lives saved from the elimination of measles.   

43. The foregoing facts presented at the hearing demand that the Summonses be 

dismissed because the accepted and unrebutted evidence demonstrates an increased, not decreased, 

risk of mortality from complying with the Order.  The DOH was given every opportunity to rebut 

this evidence yet it chose not to do so.12   

 
12 The DOH and Dr. Rosen objected to none of the admitted evidence at the hearing nor did they rebut any evidence.  
They had myriad opportunities to oppose, contest, or dispute this evidence being entered into the record and they did 
not: 

MR. LEUNG: Well, let me just say something. These are both hearings and 
attorney statements. When you come in, it is testimony to the extent that your 
introducing these documents. And you can testify in place of your client.  
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44. The DOH brought Dr. Jennifer Rosen to the OATH hearings to testify as the 

agency’s physician.13  Dr. Rosen’s resume shows that she had significant training and experience 

in childhood immunization, including through her work at the Howard Hughes Medical Institute, 

and the CDC.  Since 2009, Dr. Rosen has been at the New York City Department of Health and is 

currently the Director of Epidemiology and Surveillance for the Bureau of Immunizations.  There, 

she oversees surveillance and outbreak investigations for vaccines and preventable diseases, 

including measles.    

 
MR. SIRI: Okay.  
MR. LEUNG: You can testify in place of the client’s doctor. You can testify -- 
triple hearsay is permitted. Whatever you need to say, I’m taking into 
consideration. Everything is testimony  
… 
MR. LEUNG: …. The documents that have been admitted so far all the way up 
to Respondent’s 39. Department of Health, any objections? Any objections to 
those being admitted into evidence?  
MR. MERRILL: No objections.  
MR. LEUNG: Okay. They’re admitted into evidence.  
… 
MR. LEUNG: But you spoke at length and I want to give the Department of 
Health, Mr. Merrill, an opportunity to address all the issues that they have. Is there 
anything else that you want to add?  
MR. MERRILL: No.  
… 
MR. LEUNG: … I have given a chance to the Department of Health to review 
that. Any objection going up to R-45?  
MR. MERRILL: No, your Honor.  
MR. LEUNG: Hearing no objections, these are admitted into evidence. And 
hearing nothing further from either parties; is that correct.  
MR. MERRILL: That’s right.  
(Ex. D at 211:7-20; 226:24-227:11; 239:2-9; 242:9-243:7). 

 
13 Because of the proven potential for adverse events following this product, and because the Summons calls for a fine 
to Plaintiffs-Petitioners “unless they demonstrate…that immunization is not medically appropriate,” counsel for 
Plaintiffs-Petitioners proffered that cross-examination of the issuing officer was necessary in order to establish 
whether the MMR was medically appropriate for the child and whether proof of a medical exemption was requested 
before the Summons was issued.  “A respondent may request the [issuing officer’s] appearance if it makes an offer of 
proof to refute the allegations on a summons and it persuades the Hearing Officer that cross-examining the [issuing 
officer] about a disputed fact would be helpful.”  NYC v. Vantage Associates, Inc. (Appeal No. 1100746, October 27, 
2011).  The Defendant-Respondent objected and argued the issuing officer was not necessary since Dr. Rosen was 
available and could answer any questions.  (Ex. D at 9:1-9:20).  Based on same, the Hearing Officer declined 
Plaintiffs-Petitioners’ application to cross-examine the issuing officer, holding that Dr. Rosen was available and could 
answer any questions regarding these disputed facts.  (Ex. D at 14:4-22).   
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45. Not only did the DOH and Dr. Rosen not object to, nor provide any evidence to 

contradict, what Plaintiffs-Petitioners presented during the first hearing date, August 28, 2019, but 

they also did not do so when they had a second bite at the apple during the follow-up hearing date, 

September 25, 2019.   

46. The fact that this evidence went unrebutted means that, based on the record 

presented during the hearing, Plaintiffs-Petitioners established that the Order requires Plaintiffs-

Petitioners to inject a product into their children that has been medically established to increase 

mortality, and will expose their children to far greater risks of a number of conditions later in their 

lives.   

47. In addition, the following facts regarding the harms from this product also remained 

unrebutted.14 

48. The Order requires injection of M-M-R-II,15 a product which was licensed by the 

FDA based on clinical trials which had a total of 834 children, had no placebo control, and only 

reviewed safety for 42 days after injection.  (Ex. BB).  Putting aside the lack of placebo control, 

even if the clinical trials were properly controlled, they did not have enough individuals to assess 

safety; nor did they review safety for long enough.  They also included children of limited ages: 

most were ages 11 months to 8 years old, while the Order is seeking to have M-M-R-II used by 

children aged 6 months.16   

 
14 Physicians have separately detailed the benefits and risks of the MMR in Ex. A. 
15 Ex. V lists the excipient and media contained in the MMR, including but not limited to, chick embryo cell culture, 
WI-38 human diploid lung fibroblasts, human albumin, bovine calf serum, and neomycin.  Exs. W-Y are product 
descriptions and history of the use of these ingredients and excipients.  Ex. Z-AA explain the existence of aborted 
fetal cells’ use in vaccines and the potential adverse effects of such use. 
16 It was, therefore, arbitrary and capricious for the Hearing Officer to sustain the Summonses mandating the MMR 
for a child less than twelve months old.  Plaintiff-Petitioner Judith Fried’s (“Ms. Fried”) child was 9 months old at 
the time of the alleged violation.  (Ex. CC).  However, the Food and Drug Administration (“FDA”) has not licensed 
MMR for children less than twelve months old.   Ms.  Fried presented undisputed evidence at the hearing that the 
MMR is not licensed for this age group and that the “safety and effectiveness of mumps and rubella vaccine in infants 
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49. Despite the fact that approximately a third of the children in the clinical trials 

developed gastrointestinal issues and respiratory issues within 42 days of receiving the MMR, due 

to their underpowered size and lack of follow-up, they were able to avoid this being a roadblock 

to licensure.  Despite MMR being licensed, the clinical trials clearly did not, as they could not, 

confirm that the product was safe, and certainly not for any period longer than 42 days, nor for 

even the 42 days they did review safety.  For example, the below table is the safety data from one 

of the largest clinical trials, which had a total of just 102 children injected with MMR, relied upon 

to license MMR: 

 
less than 12 months of age have not been established.”  (Ex. DD).  Therefore, the Summons and the Hearing Officer’s 
order are both saying that Ms. Fried’s child must receive the MMR even though the FDA has not determined that it is 
safe or effective for the child.  This is patently arbitrary and capricious because there is no reasonable basis for the 
Hearing Officer to uphold a violation for failure to inject a child with MMR where the vaccine is not licensed for use 
in the child.  Finally, the Hearing Officer failed to address this argument in his written decision, further making the 
decision arbitrary and capricious.   

 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 1 RECEIVED NYSCEF: 08/24/2020

19 of 38



Tab1 -0
C1LalcalcomptntntsneportedAnom:ChildrenwhoRecotveda0.5Minoseof CoahinedLiveNeasles-Humps-Rubclla(RA27/3) VirusV.ucciate,tot No.621/C-D763(Studyfie])

ClinicalComplaint .V.,ceI,.-.tion No.91th D.vsPost-Vaccnation U. utth0-4 5-12 13-18 19-28 29-42Complatnt0-4 5-12 13-18 19-28 29-42Cornlaint
Sorenessat Injectionsite 4 I 5 2 2(4.2Z) . (1,o) (3.0)
Lymphadenopathy. 2 3 2 2 6 1 1 2 2 3(2.1) (3.1) (2.1) (2.1) (1.3) (1.5) (3.0) (3.0)
Neasles-LikeRash 1 g 6 1 11 1 7 5 1 9(1.0) (9.4) (6.2) (1..0) (1.5) (10.4) (7.5) (1.5)
Arthrainia I 1 1 1 I 1(1.0) (1.D) (1.5) (1.5)
Myalgia

(1.,0) (1.5)
Trrltability 3 . 3 1 1 1 4 2 2 1 1(1.0) (3.0) (1.0) (1.0) (1.0) (2.9) (2.9) (1.5) (1.5)
Ileadache 2 2 2 2 2(2.1) (2.1) (].0) (3.0)

0titis 1 7 2 . 5 4 14 1 4 2 3 2 9(1.0) (7.3) (2.1) (5.2) (4.2) (1.5) (6.0) (3.0) (4.5) (3.0)
Dphthalmnpathy 2 3 2 4 2 6 2 3 2 4 2 6(2.1) (3.1) (2.1) (4.2) (2.1) (3.0) (4.5) (3.0) (6.0) (3.O)M S B 3 5 5. MAIB WIM MIB WAB
Anorexia 13 19 B 10 13 28 10 12 6 9 11 20(13.5) (19-8) (8.3) (10.4) (13.5) (14.9) (17.9) (9.0) (13.4) (16.4) *
FatIgoe ] 1 1 1(1.0) (1.3)
Reh-Chafing.Diaper,Heat, 4 4 1 4 5 12 3 4 1 3 3 9Itcrpes (4.2) (4.2) (1.0) (4.2) (S.21 (4.5) (6.0) (1.5) (4.5) (4.5)
Allergy,asthem 1 2 3 2 3 6 1 2 t 3. (1.0) (2.1) (3.1) (2.1) (3.1) (1.5) (].0) (1.5)
Fever 1 1 2 1 4 2(1.0) (1.0) (2.1) (1.D) (1.5) (1,$)
sudorests 1 1(1.0) (1.5)
Teething 1 3 6(3.0) (1.0) (3.0) (4.4) (i.5) (4.4)

PersonswithComplaints: 50 50 33 43 44 78 38 38 2 12 55
PersonswithsoComplaints: 6 3 5 18 9 9 Ñ 1 9
e t hysicianSurveillance 6 6 6 6 6

5/G11)

The table above shows that of 102 children injected with MMR, 64 of them, or nearly 63%,

experienced gastrointestinal illness and that 43, or 42%, of the children experienced upper

respiratory illness within the first 42 days following adn±ishtion. All of the foregoing was

accepted without objection during the hearing.

50. The following unrebutted facts confirm that there are also numerous safety issues

with this product that have arisen after E=sze.17

17 EXS. EE-II are reports from the IOM which looked at the components of the MMR. The IOM looked at the 22
most ^^--r¹y claimed serious adverse reacticñs after the MMR and reported that, for 18 of the 22, the they were
not able to determine whether or not the MMR compeernis caused them due to a lack of science. The IOM stated:
"The lack of adecpte data regazdhg many of the adverse events under study was a major concern to the c^-- "- "

The IOM further avp½Med that "most individuals who experience an adverse reac6en to vaccines have a preeristing
18
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51. Federal law expressly provides that the package insert for a vaccine like M-M-R-II 

should include “only those adverse events for which there is some basis to believe there is a causal 

relationship between the drug and the occurrence of the adverse event.”   (Ex. D at 217:19-218:16). 

The package insert for M-M-R-II lists approximately 60 such adverse reactions that Merck has 

identified, many of which are serious and debilitating.  (Ex. DD).  For instance, during the hearing, 

Plaintiffs-Petitioners introduced into evidence two examples of Merck recently adding adverse 

reactions to its M-M-R-II package insert.  The first was the addition of “transverse myelitis” 

(neurological dysfunction of the spinal cord) which was added to the list in 2014; and “Henoch-

Schonlein purpua” (a vascular disease that primarily affects small blood vessels) and “acute 

hemorrhagic edema of infancy” (a type of leukocytoclastic vasculitis which manifests with fever, 

large palpable purpuric skin lesions, and edema) which were added to the list in 2017.  (Ex. JJ).    

52. The CDC even discloses that MMR can cause deafness, long term seizure, coma, 

and brain damage.18  (Ex. KK).   An example of such an injury was presented at the hearing 

involving a $100 million award to the victim of an MMR injury was presented at the hearing.  (Ex. 

LL).  The CDC and FDA also jointly operate the Vaccine Adverse Events Reporting System 

(“VAERS”) which, as an example provided at the OATH hearing, reflected 1,256 hospitalizations 

and/or emergency room visits in one year following MMR vaccination.  A report from Harvard 

researchers, under a federal grant, stated that VAERS reflects fewer than 1% of vaccine adverse 

events.  

53. This high rate of hospitalization and emergency room visits from MMR is likewise 

confirmed in a study conducted by Canadian health authorities of 271,495 children after their 12-

 
susceptibility” yet no studies have been conducted to identify those who are susceptible.   
18 And like most vaccines, the MMR has never been evaluated for its potential to cause cancer, to mutate genes, or to 
cause infertility.  (Ex. DD). 
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month MMR.  The Canadian health authorities set out to confirm the safety of MMR, but what 

they found instead was that “[t]here was a significantly elevated risk of primary emergency room 

visits approximately one to two weeks following 12- and 18-month vaccination.”  (Ex. MM).  This 

amounted to an additional “one event for every 158 vaccinated” children receiving MMR.  

Extrapolating these figures to the United States, it means that 63,291 additional children would be 

going to the hospital each year from MMR after their MMR vaccine (based on the CDC’s 

representation that, each year in the United States, nearly 10 million doses of MMR are 

distributed).  

54. Dr. Rosen also did not refute or even dispute any of the evidence regarding post-

marketing safety issues with MMR at the hearing; in fact, all this evidence was accepted without 

objection.19 

55. After the current MMR’s licensure in 1978, its use in children steadily increased 

and lawsuits from injuries from this product also began to snowball.  Indeed, by the mid-1980s – 

when the only two commonly injected childhood vaccines were MMR and DTP – pharmaceutical 

companies were facing crippling liability from their vaccine products due to lawsuits brought by 

parents whose children were injured by these products.  (Ex. D at 184:24-186:18, Ex. NN).  As 

the United States Supreme Court explained in Bruesewitz v. Wyeth LLC, 562 U.S. 223, 227 (2011): 

“by the mid-1980’s … the remaining [vaccine] manufacturer estimated that its potential tort 

liability exceeded its annual sales by a factor of 200.”   

56. Instead of letting the usual market forces drive pharmaceutical companies to 

 
19 See paragraphs 42-45, supra.  Additionally, Dr. Rosen was not able to rebut that the risks outweigh the benefits for 
these children even though most of the hearing time was devoted to the Hearing Officer improperly interjecting to 
protect Dr. Rosen from difficult questions and/or Dr. Rosen refusing to provide responsive answers to questions.  (Ex. 
D at 153:14-18 and generally).   
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develop safer vaccines, Congress passed the National Childhood Vaccine Injury Act, codified at 

42 U.S.C. §§ 300aa-1 through 300aa-34 (the “1986 Act”), in 1986, which virtually eliminated 

economic liability for pharmaceutical companies for injuries caused by their vaccine products.20 

57. While the manufacturers of the MMR and other childhood vaccines have paid 

billions of dollars for misconduct and injuries related to their drug products, these same companies 

cannot be held accountable for misconduct and injuries resulting from their vaccine products, 

including the MMR.  (Ex. OO).  Dr. Jennifer Rosen, the DOH’s physician who testified at the 

OATH hearing and who the DOH said could answer any questions Plaintiffs-Petitioners had, was 

not aware of this fact.21  

58. When provided an opportunity to rebut any of the foregoing evidence, the DOH 

declined to proffer any evidence in rebuttal, accepted the foregoing evidence without objection, 

and despite prodding from the Hearing Officer, neither the DOH nor Dr. Rosen had any additional 

argument, statement or evidence to present to rebut any of the foregoing.   

59. Indeed, when provided multiple opportunities to object to any of this evidence, the 

DOH declined to do so.  The Hearing Officer repeatedly asked for objections: “Department of 

Health, any objections?  Any objections to those being admitted into evidence?”  DOH’s attorney 

repeatedly responded: “No objections.”  (Ex. D at 227:6-11).  After additional evidence was 

 
20 42 U.S.C. § 300aa-11 (“No person may bring a civil action for damages in the amount greater than $1,000 or in an 
unspecified amount against a vaccine administrator or manufacturer in a State or Federal court for damages arising 
from a vaccine-related injury or death.”); Bruesewitz v. Wyeth LLC, 562 U.S. 223, 243 (2011) (“we hold that the 
National Childhood Vaccine Injury Act preempts all design-defect claims against vaccine manufacturers brought by 
plaintiffs who seek compensation for injury or death caused by vaccine side effects”). 
21 “Q. So you are not aware that the manufacturer of the MMR vaccine, Merck, cannot be sued for injuries caused by 
their MMR vaccine?  A. I am not familiar with the process for manufacturing companies.  Q. Are you aware -- but are 
you aware that -- if you could answer yes or no on that one.  A. No, I am not aware.  Q. You are not aware of that.  So 
you are not aware that Merck can[not] be sued for injuries caused by the MMR vaccine?  A. No.” (Ex. D at 101:24-
102:12). 
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entered, the Hearing Officer again gave the DOH the chance to object: “Any objection going up 

to R-45?”  DOH’s attorney responded, “No, your Honor.”  (Ex. D at 242:9-17).   

60. Thus, the undisputed evidence reflects that the mandated MMR was not medically 

appropriate for the children, as the risks of injecting this product into the children outweigh the 

benefits.22  

61. For these reasons, the record here reflects that the DOH is seeking to mandate 

injection of a liability-free product that has not been proven to be safe and whose risks outweigh 

any believed benefit.  The potential adverse events that can follow the administration of the MMR 

and the lack of support for their benefit overshadow any rash overreaction by the DOH.  Imposing 

a fine on these families for choosing what the evidence reflects is best for their children’s overall 

health is unjust.  The Court should, therefore, find that Respondent’s final determinations are 

affected by an error of law and are arbitrary and capricious.23  

THIRD CAUSE OF ACTION: REQUIRING INJECTION OF M-M-R-II VIOLATES 
THE UNITED STATES AND THE NEW YORK CONSTITUTIONS 

(Declaratory Relief Under Article 30 of the CPLR) 
 

62. Plaintiffs-Petitioners repeat and reallege the preceding paragraphs as though fully 

set forth herein. 

63. The Commissioner’s Order and Resolution violate the New York and United States 

Constitutions.   

 
22 Indeed, the one study that looked at health outcomes of children who were vaccinated versus children who were not 
vaccinated found that vaccinated individuals had a higher rate of several forms of chronic illness and 
neurodevelopmental disorders than the unvaccinated.  See Ex. PP.  It is not medically appropriate or just to force an 
individual to trade avoidance of a limited infection for a chronic health condition. 
23 Plaintiffs-Petitioners admitted additional, unrebutted evidence at the OATH hearings.  Those exhibits are appended 
at Exs. QQ-XX. 
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64. Because the unrebutted record reflects that the risk of injecting a medical product 

outweigh its benefits, including a significant increased risk of mortality from being injected with 

the product, the United States Constitution and New York State Constitution extend their shield of 

protection to prevent the government from requiring such an injection. 

65. Specifically, requiring injection of M-M-R-II into the bodies of the Plaintiffs-

Petitioners’ children violates both federal and state constitutional rights to substantive due process, 

bodily integrity, informed consent, parental choice, privacy, unlawful search and seizure, other 

unenumerated rights, and the First Amendment protection of freedom of religion.   

A. Substantive Due Process and Fundamental Rights to Life and Liberty 
 

66. The United States and the New York State Constitutions guarantee substantive due 

process rights to life and liberty which cannot be infringed upon without a compelling state interest 

that is implemented in the least restrictive means.   

67. The absence of any effective exemption to the Order or the Resolution denies 

Plaintiffs-Petitioners and their children of these rights to life and liberty.  

68. It is a deprivation of the right to liberty, of both Plaintiffs-Petitioners and their 

children, to coerce a parent, under threat of a violation and civil punishment, to inject their child 

with a product when their informed decision based on review of the existing literature regarding 

this product, their religious beliefs, and their intimate knowledge of their child, including the 

child’s medical and familial history, is to not inject their child with this product. 

69. Threatening a violation and civil punishment upon the refusal to inject a product 

that a parent has not consented to and, where the unrebutted science reflects it will increase 

mortality, infringes upon Plaintiffs-Petitioners’ and their children’s substantive right to life.  

B. Fourth Amendment  
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70. The Fourth Amendment to the United States Constitution, as well as the New York 

State Constitution, guarantee Plaintiffs-Petitioners the right “to be secure in their persons…against 

unreasonable searches and seizures.” 

71.   It is a deprivation of the right to protection from an unreasonable seizure to force 

an injection by piercing the skin in order to inject a product that was licensed without inadequate 

clinical trials. It is an unreasonable seizure of one’s person and one’s naïve immune system when 

a parent’s informed decision – based on review of the existing literature regarding this product, 

their religious beliefs, and their intimate knowledge of their child, including the child’s medical 

and familial history – is to not inject their child with this product. 

72. Threatening a violation and civil punishment upon the refusal to inject a product 

that a parent has not consented to, and one for which the unrebutted record reflects an increased 

risk of mortality, infringes upon Plaintiffs-Petitioners’ and their children’s right to freedom from 

unreasonable seizure.  

C. Excessive Fines 
 

73. Both the United States and New York Constitutions prohibit excessive fines. 

74. The offense alleged here is the refusal of parents to inject their child with a product 

that a parent has not consented to, and one for which the record reflects will increase mortality, 

was not proven safe prior to licensure, and has numerous serious post-licensure adverse reactions.  

The mandate is not related to any privilege the parents or the children wish to enjoy; it is quite 

plainly a mandate for them to simply continue existing in their homes with their families.  The 

civil penalty – here, a fine of $1,000 – is a hefty one for Plaintiffs-Petitioners who are working-

class families and generally live paycheck to paycheck.  The fine bears no relationship to the 

gravity of the offense: existing in their homes without injecting their children.  
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D. Unenumerated Rights 
 

75. The Ninth Amendment to the United States Constitution guarantees that “the 

enumeration in the Constitution, of certain rights, shall not be construed to deny or disparage others 

retained by the people.” 

i. The Right to Privacy 
 

76. One of those unenumerated rights retained by the people is the right to privacy.  

Plaintiffs-Petitioners were issued Summonses at their homes – some with police officers delivering 

them, others with Summonses taped to their doors for all to see – alleging a violation for a private 

choice made by their families or in consultation with their doctors or religious leaders.   

77. The Commissioner’s Order and the Resolution invaded that privacy, made 

Plaintiffs-Petitioners’ children’s vaccination statuses widely known, and attempted to 

commandeer the private decisions of these families.   

78. Violating Plaintiffs-Petitioners’ right to privacy in their medical and religious 

decisions is a violation of the Ninth Amendment.   

ii. The Right to Informed Consent 
 

79. Holding the Plaintiffs-Petitioners in violation for simply existing in their homes in 

the state in which they were born and for not injecting their children with a product that is not 

medically appropriate against their informed consent violates additional unenumerated 

constitutional rights, including the right to informed consent under the New York State 

Constitution and the United States Constitution.  It further violates the long upheld constitutional 

rights to parental choice and bodily integrity under the New York State Constitution and the United 

States Constitution.  
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80. The United States Constitution and the New York State Constitution guarantee the 

right to informed consent prior to administering a medical procedure.  This right cannot be 

infringed upon without a compelling state interest that is implemented in the least restrictive 

means. 

81. Informed consent requires that an individual be informed of the risks and benefits 

of a medical procedure and then be provided the uncoerced discretion to decide whether to consent 

to the medical procedure.  Plaintiffs-Petitioners have reviewed the risks and benefits of the MMR 

and, based on that review and their intimate knowledge of their child, including their child’s 

medical and family history, cannot consent to injecting this product into their children. 

82. Threatening violations and civil penalties upon the refusal to inject a child with 

MMR where the child’s parent has made an informed decision to not administer this product to 

their child infringes upon the well-established and valuable right to informed consent. 

iii. The Right to Parental Choice 
 

83. The United States Constitution and the New York State Constitution guarantee the 

recognized right to parental choice, which cannot be infringed upon without a compelling state 

interest that is implemented in the least restrictive means. 

84. Coercing a parent to vaccinate their child by threatening violations and civil 

penalties upon the refusal to inject the MMR, where the child’s parent has chosen to not administer 

this product to their child, infringes upon their protected right to parental choice. 

iv. The Right to Bodily Integrity 
 

85. The United States Constitution and the New York State Constitution guarantee the 

right to bodily integrity.  That right cannot be infringed upon without a compelling state interest 

that is implemented in the least restrictive means.   
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86. Plaintiffs-Petitioners are each fully competent and able to make decisions based on 

the best interests of their child.  Based on their intimate knowledge of their child, including their 

child’s individual medical and familial histories, their religious beliefs, and their knowledge 

regarding the MMR, Plaintiffs-Petitioners and their children oppose injecting this product into 

their bodies. 

87. Threatening violations and civil penalties by way of the Commissioner’s Order and 

the Resolution conditioned upon the injection of MMR, when the child and the child’s parents 

object to this injection, infringes upon the right to bodily integrity. 

E. First Amendment Right to Free Exercise of Religion 
 

88. The First Amendment to the United States Constitution unequivocally protects the 

right to the free exercise of religion.  Likewise, the New York State Constitution provides that the 

free exercise of religion “shall forever be allowed in this state to all mankind.”   

89. The free exercise clauses recognize the right of each person to engage in the free 

exercise of his or her religion and not to be compelled to engage in affirmative acts which violate 

their religious beliefs.  A key feature of this right is that it grants a religious individual an 

exemption from statutes or regulations which impose a burden on his or her beliefs.     

90. Many of the Plaintiffs-Petitioners have sincerely held religious beliefs which 

prevent them from engaging in an act that they believe will harm their children.24   

91. The research has not yet been done to know which children are susceptible to be 

seriously injured or die from this product.  Plaintiffs-Petitioners’ informed assessment is that the 

risk of serious injury or death from this product to their child is greater than the risk of serious 

 
24 Plaintiffs-Petitioners that hold religious beliefs against vaccination are Plaintiffs-Petitioners Ascher Berkowitz, 
Chava Biederman, Israel Fishman, Judith Fried, Malka Friedman, Chanie Fulop, Rachel Guttman, Simon Josef, and 
Malky Roth-Tabak. 
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injury or death from measles and hence, administering this product to their child violates their 

religious beliefs.  

92. At the time of the supposed violations, many of the Plaintiffs-Petitioners held 

statutorily protected religious exemptions from vaccinations from their children’s schools.     

93. Mandating an injection that directly contradicts Plaintiffs-Petitioners’ religious 

beliefs is compelling them to act in a manner that plainly violates their right to freely exercise their 

religion; both the United States and the New York State Constitution protect Plaintiffs-Petitioners 

in refraining from an action that their religious beliefs prevent them from taking.  

94. Indeed, Plaintiffs-Petitioners were held in violation for simply existing in their 

homes, with their families, in the state that God created them. 

RELIEF REQUESTED 

WHEREFORE, Plaintiffs-Petitioners request that this Court enter an Order: 

(a) Declaring, pursuant to CPLR § 7803, that Defendant-Respondent acted arbitrarily, 

capriciously, and contrary to law by issuing its final determinations in the manner described herein;  

(b) Declaring, pursuant to CPLR § 3001 and all other grounds by which a state act can 

be declared unconstitutional, that the Commissioner’s Order and the Resolution violate the New 

York and United States Constitutions; 

(c) Setting aside and vacating the Summonses;  

(d) Awarding Plaintiffs-Petitioners reasonable attorney’s fees, costs and disbursements 

pursuant to CPLR § 8101, 42 U.S.C.A. § 1983, any other applicable statutory, common law or 

equitable provision, and that any defense as to the validity of the Summonses is without merit; and 
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(e) Granting such other and further relief as the Court deems just and proper. 

 
Dated: August 24, 2020 

SIRI & GLIMSTAD LLP 

 

_________________________ 
Aaron Siri 
Elizabeth A. Brehm 
200 Park Avenue Seventeenth Floor 
New York, New York 10166 
Tel: (212) 531-1091 
aaron@sirillp.com 
ebrehm@sirillp.com  

 

Counsel for Plaintiffs-Petitioners 
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VERIFICATION

STATE OFNEW YORK )

) ss:

COUNTY OF f i tttt/ )

Pursuant to CPLR $ 3020, ISRAEL FISHMAN, being duly sworn, deposes and says:

I have read the foregoing petition and know the contents thereof as to ISRAEL FISHMAN

and my minor child, that the same is true to my own knowledge, except as to matters therein

alleged on information and belief, and that as to those matters I believe them to be true.

Sworn to me this ~~
dey

of August, 2020

Notary Public

TS> BlKOS FOUTOULtS

Notary P iblic, State of New York

k:-
S245404

Qualitied irt Richmond County
Commission Expires July18, 20
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VERIFICATION

STATEOFNEWYORK )

) ss:
COUNTY OF NEW YORK )

Pursuant to CPLR § 3020, Judith Fried, being duly sworn, deposes and says:

I have read the foregoing petition and know the contents thereof as to Judith Fried and my

minor child, that the same is true to my own knowledge, except as to matters therein alleged

on informatinñ and belief, and that as to those matters I believe them to be true.

Judith Fried

. . .

Sworn to me this day
of August, 2020

Notary
Publ'

SOLOMON ITZKOWITZ
NOTARY PUBUC, STATE OF NEW YORK

Registration No. 01lT4795441
Qualified in KingsCounty

Ocamiscion Expires July 30, 2022
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VERIFICATION

STATEOFNEWYORK )
) ss:

COUNTY OF )

"Fuisuant to CPLR § 3020, RACHEL GUTTMAN, being duly sworn, deposes and says:

I have read the foregoing petition and know the contents thereof as to RACHEL

GUTTMAN and my minor child, that the same is true to my own knowledge, except as to matters

therein alleged on information and belief, and that as to those matters I believe them to be true.

Sworn to me this 2 ay
of August, 2020

Notary Public

PADRAM M-lÄLNOTARYPURLIC,SMTE CF NEW YORKRegmiraHonNo 01FF630f·/64QinMed in Kings CountyCommission Expires June 9, 2022
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VERIFICATION

STATE OFNEWYORK )

) ss:

COUNTY OF )

Pursuant to CPLR § 3020, CHANIE FULOP, being duly sworn, deposes and says:

I have read the foregoing petition and know the contents thereof as to CHANIE FULOP

and my minor child, that the same is true to my own knowledge, except as to matters therein

alleged on information and belief, and that as to those matters I believe them to be true.

Sworn to me this day
of August, 2020

Notary Pub

SOLOMON ITZKOWITZ

NOTARY PUBLIC, STATE OF NEW YORK

Registration No. 011T4795441

Qualified in Kings County
Commission Expires July 30, 2022
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VERIFICATION

STATEOFNEW YORK )

) ss:

COUNTY OF )

Pursuant to CPLR § 3020, SIMON JOSEF, being duly sworn, deposes and says:

I have read the foregoing petition and know the contents thereof as to SIMON JOSEF and

my minor child, that the same is true to my own knowledge, except as to matters therein alleged

on information and belief, and that as to those matters I believe them to be true.

Sworn to me this ell/ day
of August, 2020

Notary Public

ZVIFiscH
gwew Yort

Hotary Public s ea26389
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VERIFICATION

STATEOFNEWYORK )

) ss:

COUNTY OF S¼\

Pursuant to CPLR § 3020, BAILA KLEIN, being duly sworn, deposes and says:

I have read the foregoing petition and know the contents the eof as to BAILA KLEIN and

my minor child, that the same is true to my own knowledge, except as to matters therein alleged on

information and belief, and that as to those matters I believe them to be true.

Sworn to me this 2 day

of August, 2020

.

No -c

ROSEMARIE LEE

Notary Public, State of New York

No.01LE6018825

0ualified in Dutchess County

Commission Empiree June 29, 20 e
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VERIFICATION

STATEOFNEWYORK )

) ss:

COUNTY OF )

Pursuant to CPLR § 3020, MALKY ROTH-TABAK, being-thclysworn,.deposes and says:

I have read the foregoing petition and know the contents thereof as to MALKY ROTH-

TABAK and my minor child, that the same is true to my own knowledge, except as to matters

therein alleged on information and belief, and that as to those matters I believe them to be true.

wom.to me this W day
of August, 2020

Notary Public

JO-ANN BEDDOE
NOTARY PUBLIC-STATE OF NEW YORK

No. 01BE6172751
Qualified in Queens County

My Commission Expires 08-13-20
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SUPREME COURT OF THE STATE OF NEW YORK 
COUNTY OF NEW YORK 

Ascher Berkowitz, Chava Biederman, Beila Englander, 
Israel Fishman, Judith Fried, Malka Friedman, Chanie 
Fulop, Rachel Guttman, Simon Josef, Baila Klein, Malky 
Roth-Tabak, 

Plaintiffs-Petitioners, 

v.  

Dept. of Health & Mental Hygiene of the City of New 
York, 

Defendant-Respondent. 

NOTICE OF VERIFIED 
ARTICLE 78 AND 

DECLARATORY JUDGMENT 
PETITION 

PLEASE TAKE NOTICE, that upon the annexed Verified Article 78 and Declaratory 

Judgment Petition and Exhibits A through PP annexed thereto, the accompanying Memorandum 

of Law, and the accompanying Request for Judicial Intervention, Petitioners will move this Court 

at an Article 78 Term at the New York County Courthouse, 60 Centre Street, New York, on the 

28th day of September, 2020 in the forenoon of that day, or as soon thereafter as counsel may be 

heard, for an order pursuant to Sections 7803, 3001, and 8101 of the New York Civil Practice Law 

and Rules (“CPLR”) and 42 U.S.C.A. § 1983: 

a) declaring, pursuant to CPLR § 7803, that Defendant-Respondent acted arbitrarily,

capriciously, and contrary to law by issuing its final determinations in the manner

described herein;

b) declaring, pursuant to CPLR § 3001 and all other grounds by which a state act can

be declared unconstitutional, that the Commissioner’s Order and the Resolution

violate the New York and United States Constitutions;

c) setting aside and vacating the Summonses;
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d) awarding Plaintiffs-Petitioners reasonable attorney’s fees, costs and disbursements 

pursuant to CPLR § 8101, 42 U.S.C.A. § 1983, any other applicable statutory, 

common law or equitable provision, and that any defense as to the validity of the 

Summonses is without merit; and  

e) granting such other and further relief as the Court deems just and proper. 

PLEASE TAKE FURTHER NOTICE that you must serve a verified answer, any 

supporting affidavits and documents, and a certified transcript of the record of proceedings at least 

five days before this application is made.   

Plaintiff-Petitioner designates New York County as the place of trial.  The basis of venue 

is because New York County is where material events giving rise to the petition took place; 

specifically, the OATH appellate decisions that are being challenged here were rendered in New 

York County. 

 
Dated: August 24, 2020     
 

SIRI & GLIMSTAD LLP 

 
_____________________ 
Aaron Siri 
Elizabeth A. Brehm 
200 Park Avenue Seventeenth Floor 
New York, New York 10166 
Tel: (212) 531-1091 
aaron@sirillp.com 
ebrehm@sirillp.com  

 

Counsel for Plaintiffs-Petitioners 
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SUPREME COURT OF THE STATE OF NEW YORK 
COUNTY OF NEW YORK 

Ascher Berkowitz, Chava Biederman, Beila Englander, 
Israel Fishman, Judith Fried, Malka Friedman, Chanie 
Fulop, Rachel Guttman, Simon Josef, Baila Klein, Malky 
Roth-Tabak, 

Plaintiffs-Petitioners, 

v.  

Dept. of Health & Mental Hygiene of the City of New 
York, 

Defendant-Respondent. 

    No.____________________ 

AFFIRMATION OF 
ELIZABETH A. BREHM IN 

SUPPORT OF VERIFIED 
ARTICLE 78 AND 

DECLARATORY JUDGMENT 
PETITION 

Elizabeth A. Brehm, an attorney duly admitted to practice before the Courts of the State of 

New York and not a party to the above-captioned special proceeding, hereby affirms the following 

to be true, under penalty of perjury, pursuant to CPLR § 2106: 

1. I am an attorney for the above captioned Plaintiffs-Petitioners.1

2. All Exhibits referenced in the filed Verified Article 78 and Declaratory Judgment

Petition and herein are exhibits admitted without objection at the OATH hearing or are otherwise 

part of the administrative record.      

3. Attached as Exhibit A is a true and correct copy of Hearing Exhibit 39 – Physicians

for Informed Consent, Measles: What Parents Need to Know (detailing the benefits and risks of 

the MMR vaccine). 

1 Defined terms used herein shall have the meaning ascribed to them in the accompanying Verified Article 78 and 
Declaratory Judgment Petition. 
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4. Attached as Exhibit B is a true and correct copy of Hearing Exhibit 43 –  CDC, 

Vital Statistics of the United States, 1940-1960 (showing that the death rate from measles in the 

United States declined by over 98 percent between 1900 and 1962). 

5. Attached as Exhibit C is a true and correct copy of the Department of Health’s 

Hearing Exhibit 1, Commissioner’s Order (“Order”) dated April 9, 2019. 

6. Attached as Exhibit D is a true and correct copy of New York City Department of 

Mental Health and Hygiene v. Malky Roth Tabak, Summons No. 30198-19LO hearing transcript 

dated August 28, 2019. 

7. Attached as Exhibit E is a true and correct copy of the Department of Health’s 

Hearing Exhibit 2, Resolution of the Board of Health of the Department of Health and Mental 

Hygiene of the City of New York, adopted on April 17, 2019. 

8. Attached as Exhibit F is a true and correct copy of the Summonses issued to 

Plaintiffs-Respondents. 

9. Attached as Exhibit G is a true and correct copy of the OATH Appeal Decision for 

each Plaintiff-Petitioner, dated April 24, 2020. 

10. Attached as Exhibit H is a true and correct copy of Hearing Exhibit 60, Declaration 

of Chava Biederman.  

11. Attached as Exhibit I is a true and correct copy of Hearing Exhibit 27 – Pediatrics, 

Allergic Disease and Atopic Sensitization in Children in Relation to Measles Vaccination and 

Measles Infection (finding that measles infection may protect against allergic disease in children). 

12. Attached as Exhibit J is a true and correct copy of Hearing Exhibit 28 –  

Allergologia et Immunopathologia, Frequency of allergic diseases following measles (finding that 

allergic diseases are less frequent in children with a history of measles). 
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13. Attached as Exhibit K is a true and correct copy of Hearing Exhibit 29 – American 

Journal of Epidemiology, Measles Infection and Parkinson's Disease (finding a statistically 

significant reduced risk of Parkinson’s disease for those who had measles during childhood).   

14. Attached as Exhibit L is a true and correct copy of Hearing Exhibit 20 –  Leukemia 

Research, Do childhood diseases affect NHL and HL risk? A case-control study from northern and 

southern Italy (finding that participants who did not have a history of measles infection had a 66 

percent increased rate of Non-Hodgkin’s Lymphoma and 233 percent increase of Hodgkin’s 

Lymphoma).   

15. Attached as Exhibit M is a true and correct copy of Hearing Exhibit 21 –  Medical 

Hypotheses, Febrile history infections of cancer childhood diseases in the patients and matched 

controls (finding a history of febrile infectious childhood disease, such as measles, lowers the risk 

for cancer).   

16. Attached as Exhibit N is a true and correct copy of Hearing Exhibit 22 – British 

Medical Journal, Infantile Hodgkin's Disease: Remission after Measles (describing remission of 

cancer after a measles infection).   

17. Attached as Exhibit O is a true and correct copy of Hearing Exhibit 23 – NIH, 

Cancer Stat Facts: Non-Hodgkin Lymphoma (reporting 74,200 new cases of Non-Hodgkin 

Lymphoma in 2019).   

18. Attached as Exhibit P is a true and correct copy of Hearing Exhibit 24 – NIH, 

Cancer Stat Facts: Hodgkin Lymphoma (indicating 8,110 new cases of Hodgkin Lymphoma in 

2019).   

19. Attached as Exhibit Q is a true and correct copy of Hearing Exhibit 25 – Cancer 

Detection and Prevention, Acute infections as a means of cancer prevention: Opposing effects to 
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chronic infections? (finding that exposures to febrile infectious childhood diseases, including 

measles, were associated with subsequently reduced risks for melanoma, ovary, and multiple 

cancers combined).   

20. Attached as Exhibit R is a true and correct copy of Hearing Exhibit 26 – NIH, 

Cancer Stat Facts: Ovarian Cancer (reporting 22,530 new cases of ovarian cancer in 2019).   

21. Attached as Exhibit S is a true and correct copy of Hearing Exhibit 18 –  

Atherosclerosis, Association of measles and mumps with cardiovascular disease:  The Japan 

Collaborative Cohort (JACC) study (finding that having had measles and/or mumps significantly 

lowed the risk of mortality from cardiovascular disease).   

22. Attached as Exhibit T is a true and correct copy of Hearing Exhibit 19 –  CDC, 

Heart Disease Facts & Statistics (indicating that 610,000 people die of heart disease in the United 

States every year).   

23. Attached as Exhibit U is a true and correct copy of Hearing Exhibit 20 –  Leukemia 

Research, Do childhood diseases affect NHL and HL risk? A case-control study from northern and 

southern Italy (finding that participants who did not have a history of measles infection had a 66 

percent increased rate of Non-Hodgkin’s Lymphoma and 233 percent increase of Hodgkin’s 

Lymphoma).   

24. Attached as Exhibit V is a true and correct copy of Hearing Exhibit 12 – CDC, 

Vaccine Excipient & Media Summary (listing the excipient and media contained in the MMR 

vaccine, including but not limited to, chick embryo cell culture, WI-38 human diploid lung 

fibroblasts, MRC-5 cells (a line of human diploid cells), human albumin, bovine calf serum, and 

neomycin).   
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25. Attached as Exhibit W is a true and correct copy of Hearing Exhibit 13 –  ATTC, 

MRC-5 (showing that the MRC-5 cell line is derived from the lung tissue of a 14-week-old male 

fetus).   

26. Attached as Exhibit X is a true and correct copy of Hearing Exhibit 14 –  ATTC, 

WI-38 (describing that the WI-38 cell line was derived from a 3-month-old female fetus).   

27. Attached as Exhibit Y is a true and correct copy of Hearing Exhibit 15 –  The 

National Catholic Bioethics Quarterly, A Brief History of Human Diploid Cell Strains (describing 

how dozens of fetuses were used to develop fetal cell lines for use in vaccines).   

28. Attached as Exhibit Z is a true and correct copy of Hearing Exhibit 16 –  

Proceedings of the Society of Experimental Biology and Medicine, Cytological Virological and 

Chromosomal Studies of Cell Strains from Aborted Human Fetuses (revealing that 80 aborted 

fetuses were used to create the rubella component of the MMR vaccine).   

29. Attached as Exhibit AA is a true and correct copy of Hearing Exhibit 17 – Sound 

Choice Pharmaceutical Institute, Open Letter to Legislators Regarding Fetal Cell DNA in Vaccines 

(discussing fetal DNA contaminants in the MMR vaccine). 

30. Attached as Exhibit BB is a true and correct copy of Hearing Exhibit 3 – FDA, 

Summary of Clinical Investigation Studies of [MMR] for Purposes of Support for License 

(reflecting that only around 800 children participated in the underpowered pre-licensing study, no-

placebo control group, and a safety review period of a mere 42 days) and Hearing Exhibit 4 – 

FDA, ibid (summarizing the 215-pages of Exhibit 3 and including charts that show the high rate 

of upper respiratory infection and gastrointestinal illnesses, among other adverse events, for trial 

participants).   
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31. Attached as Exhibit CC is a true and correct copy of the Declaration of Judith 

Fried. 

32. Attached as Exhibit DD is a true and correct copy of Hearing Exhibit 30 – Merck, 

MMR Manufacturers’ Package Insert (“M-M-R II has not been evaluated for carcinogenic or 

mutagenic potential, or potential to impair fertility”).   

33. Attached as Exhibit EE is a true and correct copy of Hearing Exhibit 5 –  Institute 

of Medicine (“IOM”), Adverse Effects of Pertussis and Rubella Vaccines (demonstrating a causal 

relationship between the rubella vaccine and chronic and acute arthritis).   

34. Attached as Exhibit FF is a true and correct copy of Hearing Exhibit 6 –  IOM, 

Adverse Events Associated with Childhood Vaccines, 1994 (revealing that for 18 of 22 commonly 

reported adverse events following MMR, the CDC had not conducted the science to determine if 

the MMR was causally linked to the adverse events while the available science did show that MMR 

was causally linked to anaphylaxis, thrombocytopenia, and death).   

35. Attached as Exhibit GG is a true and correct copy of Hearing Exhibit 7 –  IOM, 

Adverse Effects of Vaccines, Evidence and Causality (showing that as late as 2012, the CDC had 

not conducted the science to determine if 23 of 31 commonly claimed injuries from the MMR 

vaccine were causally linked to the vaccine).   

36. Attached as Exhibit HH is a true and correct copy of Hearing Exhibit 8 –  IOM, 

Adverse Events Associated with Childhood Vaccines, 1994 (finding scant science researching why 

some people react negatively to vaccines and encouraging CDC to conduct the science).   

37. Attached as Exhibit II is a true and correct copy of Hearing Exhibit 9 – IOM, 

Adverse Effects of Vaccines, Evidence and Causality, 2012 (stating that the CDC still has not 

conducted the science to determine which children may be injured by vaccination).   
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38. Attached as Exhibit JJ is a true and correct copy of Hearing Exhibit 32 – FDA, 

Supplemental Approval Letter for MMR (adding to the Adverse Reactions section of the MMR 

package insert “transverse myelitis” in 2014 and “Henoch-Schonlein purpua” and “acute 

hemorrhagic edema of infancy” in 2017).   

39. Attached as Exhibit KK is a true and correct copy of Hearing Exhibit 2 – CDC, 

MMR Vaccine Information Statement (listing some of the side effects of the MMR vaccine, 

including seizure, full-body rash, deafness, long-term seizures, coma, lowered consciousness, and 

brain damage).   

40. Attached as Exhibit LL is a true and correct copy of Hearing Exhibit 11 – $101 

Million Award for Encephalopathy from MMR Vaccine (reporting payment of $101 million to 

parents of a child injured by the MMR vaccine).   

41. Attached as Exhibit MM is a true and correct copy of Hearing Exhibit 31 – PloS 

One, Adverse Events following 12 and 18 Month Vaccinations: a Population-Based, Self-

Controlled Case Series Analysis (finding significantly elevated risks of emergency room visits one 

to two weeks following 12- and 18-month MMR vaccination).   

42. Attached as Exhibit NN is a true and correct copy of Hearing Exhibit 36 –  42 USC 

300aa-27, Mandate for safer childhood vaccines (statutory section underpinning vaccine safety in 

this country which required the United States Department of Health and Human Services (“HHS”) 

to submit a biennial report to Congress detailing improvements made regarding vaccine safety).   

43. Attached as Exhibit OO is a true and correct copy of Hearing Exhibit 38 – HHS, 

Response to Freedom of Information Act Request (admitting that the Task Force for Safer 

Childhood Vaccines required by 42 USC 300aa-27 was disbanded in 1998).   
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44. Attached as Exhibit PP is a true and correct copy of Hearing Exhibit 33 – Journal 

of Translational Science, Pilot comparative study on the health of vaccinated and unvaccinated 6- 

to 12-year-old U.S. children (finding that vaccinated individuals had a higher rate of several forms 

of chronic illness and neurodevelopmental disorders).   

45. Attached as Exhibit QQ is a true and correct copy of Hearing Exhibit 10 – Nature 

Genetics, Common variants associated with general and MMR vaccine-related febrile seizures 

(identifying specific genetic markers for when a child will have seizures after MMR vaccination).   

46. Attached as Exhibit RR is a true and correct copy of Hearing Exhibit 34 – U.S. 

House of Representatives, Committee on Government Reform, Conflicts of Interest in Vaccine 

Policy Making, June 15, 2000 (discussing the conflicts of interest that vaccine policy-makers have 

with pharmaceutical companies).   

47. Attached as Exhibit SS is a true and correct copy of Hearing Exhibit 35 – CDC, 

Notice to Readers: Recommended Childhood Immunization Schedule -- United States, 2000 

(reflecting that the MMR vaccine was on the childhood immunization schedule when the 

Committee on Government Reform issued its Majority Staff Report regarding conflicts of interest 

in June 2000).   

48. Attached as Exhibit TT is a true and correct copy of Hearing Exhibit 37 – Informed 

Consent Action Network v. HHS, 18-cv-03215, Stipulation & Order, dated July 6, 2018 

(evidencing that HHS has never once submitted a report to congress as required by 42 USC 300aa-

27).   

49. Attached as Exhibit UU is a true and correct copy of Hearing Exhibit 40 – Archives 

of Pediatrics & Adolescent Medicine, Persistence of Measles Antibodies After 2 Doses of Measles 
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Vaccine in a Postelimination Environment (finding that measles antibodies wane over time in the 

absence of circulating wild-type measles).   

50. Attached as Exhibit VV is a true and correct copy of Hearing Exhibit 41 – The 

Lancet, Measles Virus Infection Without Rash In Childhood Is Related To Disease In Adult Life 

(evidencing association between not having had measles and the development of immunoreactive 

diseases, sebaceous skin diseases, degenerative diseases of bone and cartilage, and certain tumors).   

51. Attached as Exhibit WW is a true and correct copy of Hearing Exhibit 42 – CDC, 

Vaccine Adverse Event Reporting System (VAERS) Results (results of the number of individuals 

receiving a measles-containing vaccine in 2013 that required a hospital, medical office, or 

emergency room visit after vaccination) Elexctronic Support for Public Health – Vaccine Advese 

Event Reporting System by Harvard Pilgrim Health Care, Inc. (stating that “fewer than 1% of 

vaccine adverse events are reported.”).  

52. Attached as Exhibit XX is a true and correct copy of Hearing Exhibit 44 – Brain 

& Development, Spontaneous improvement of intractable epileptic seizures following acute viral 

infections (showing that seizures disappeared within two weeks after viral infections such as 

measles).   

WHEREAS, Plaintiffs-Petitioners request that this Court enter an Order:  

a) declaring, pursuant to CPLR § 7803, that Respondent acted arbitrarily, 

capriciously, and contrary to law by issuing its final determinations in the manner 

described herein;  

b)  declaring, pursuant to CPLR § 3001 and all other grounds by which a state act can 

be declared unconstitutional, that the Commissioner’s Order and the Resolution 

violate the New York and United States Constitutions;  
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c) setting aside and vacating the Summonses;  

d) awarding Plaintiffs-Petitioners reasonable attorney’s fees, costs and disbursements 

pursuant to CPLR § 8101, 42 U.S.C.A. § 1983, any other applicable statutory, 

common law or equitable provision, and that any defense as to the validity of the 

Summonses is without merit; and  

e) granting such other and further relief as the Court deems just and proper. 

 

Dated: August 24, 2020     
 

_______________________________ 
       ELIZABETH A. BREHM 
 
 

 
 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 3 RECEIVED NYSCEF: 08/24/2020

10 of 10



	

	

	

Exhibit A 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 4 RECEIVED NYSCEF: 08/24/2020



MEASLES - DISEASE INFORMATION STATEMENT (DIS)

M SEASLE

PHYSICIANS

FORINFORMED
CONSENT

What Parents Need to Know ( Available in Spanish at / Disponible en español en
physiciansforinformedconsent.org/measles

1. WHAT IS MEASLES? 2. WHAT ARE THE RISKS?

Meas!es is a self-limiting childhood viral infection. In the modem era, it is rare to suffer permanent

disability or death from measles in the United
• Meas!es symptoms include a piudicmal (initial) phase States. Between 1900 and 1963, the mortality rate of

of cough, runny nose, eye irritation and fever, followed measles dropped from 13.3 per 100,000 to 0.2
by a generalized rash on days 4-10 of the illness.1

per 100,000 in the population, due to advancements

in living conditions, nutrition, and health care-
• Measles is contagious during the prodromal phase

a 98% decline (Fig. 1).2·6 Malnutrition, especiallyand for 3-4 days after rash onset.1
vitamin A deficiency, is a primary cause of about

• Most measles cases are benign and not reported 90,000 measles deaths annually in underdeveloped

to public health departments.2 nations.6 In the U.S. and other developed countries,
75-92% of hospitalized measles cases are low in

• Before the measles mass vaccination program was vitamin A.7·8

introduced, nearly everyone contracted measles and

obtained lifetime immunity by age 15.' Research studies and national tracking of measles

• In rare situations, measles can cause brain damage

and death.3.4 • 1 in 10,000 or 0.01% of measles cases are fatal.3

• 3 to 3.5 in 10,000 or 0.03-0.035% of measles

Centers for Disease Control and Prevention (CDC)
cases s n s z

publishes ma=clac case-fatality rates based on reported • 1 in 20,000 or 0.005% of measles cases result in

cases. However, nearly 90% of meastes cases are benign measles encephalitis.4

and not reported to the CDC.2
Calculating case-fatality . 1 in 80,000 or 0.00125% of cases result in per-

rates based on reported cases (that constitute only 10% manent disability from measles encephalitis.4
of all cases) results in a case-fatality rate that is 10 times

higher than what it actually is in the general population. • 7 in 1,000 or 0.7% of cases are hospitalized.¹°

Data analysis herein is based on total measles cases • 6 to 22 in 1,000,000 or 0.0006-0.0022% of
(both reported and unreported). cases result in subacute sclerosing

pan-

encephalitis (SSPE).11

Decliñê in Measles Mortality
1900-19632·5

16

14
O

Measles vaccine
¹° introduced
a . in 1963

Figure 1: Measles death declined 98% from 1900 to 1963, before the measles vaccine was introduced.

© 2018 Physicians for Informed consent, an independent 501(c)(3) nonprofit educational organization.
All rights reserved. For more nformation, visit physiciansforinformedconsent.org.
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MEASLES - DISEASE INFORMATION STATEMENT (DIS)

O 3. WHAT TREATMENTS ARE AVAILABLE as a reduced risk of atopic diseases such as hay

FOR MEASLES? fever, eczema and asthma.¹*¹8 In addition, measles

infections are associated with a lower risk of mortality
Because measles resolves on its own in almost all from cardiovascular disease in adulthood.'9

Moreover,
cases, usually only supportive treatment is necessary· infants born to mothers who have had naturally
As such, treatment options include the following: acquired measles are protected from measles via
• Rest maternal immunity longer than infants born to

• Hydration
vaccinated mothers.20

• High-dose vitamin A12

• Immune globulin (available for immunocompromised 5. WHAT ABOUT THE VACCINE

patients, such as those on chemotherapy)13 FOR MEASLES?

The measles vaccine was introduced in the U.S. inh A 1963 and is now only available as a component of

The World Health Organization (WHO) recommends
the measles, mumps, and rubella (MMR) vaccine. It

that seriotts measles cases be treated with high- has significantly reduced the Incidence of measles;

dose vitamin A, 50,000-200,000 IU, orally on two however, the vaccine is not capable of preventing all

consecutive days.'s cases of measles, as failures have been reported.21 The

manufacturer's package insert contains information

about vaccine ingredients, adverse reactions, and
4. ARE THERE ANY BENEFITS FROM vaccine evaluations. For example, "M-M-R II vaccine

GETTING MEASLES? has not been evaluated for carcinogenic or mutagenic

potential, or potential to impair fertility."11
Furthermore,

There are studies that suggest a link betwêên naturally the risk of permanent injury and death from the MMR
acquired measles infection and a reduced risk of vaccine has not been proven to be less than that of

Hodgkin's and non-Hodgkin's lymphomas, as well measles (Fig. 2).22-23

Meas!es Mortality vs. Leading Causes of Death in Children Under Age 10 (per 100,000 Popu!ation)22 25

Pre-Vaccine Measles 0.9

Homicide

cancer 2.0

Sudden Infant Death Gyn±ome
(SIDS)

3.9

Unintentional Injury (vehicle 8.2
accident. drown ng, falls, fires, etc.)

Congenital Anomolies (malforma- 13.6
tions.chromosomal abnormalities,etc.)

MMR Vaccine insufficient dat available

O 2 4 6 8 10 12 14

Figure 2: This graph shows the measles death rate before the vaccine was introduced, when measles was a common childhood viral
infection, and compares it to the leading causes of death in children under age 10 today. Hence, in the pre-vaccine era, the measles death
rate per 100,000 was 0.9 for children under age 10. In 2015, the death rate per 100,000 for homicide was 1.3, followed by cancer (2.0), SIDS
(3.9), unintentional injury (8.2), and congenital anomalies (13.6). The rate of death or permanent injury from the MMR vaccine is unknown
because the research studies available are not able to measure it with sufficient accuracy.22 23

All references and the Measles Vaccine Risk h (VRS) are availablP at µl ly di uildt-i ll.ui yi

These statements are intended for --EE--2! purposes only and should not be construed as personal medical advice.

© 2018 Physicians for Informed consent, an independent 501(c)(3) nonprofit educational organization.
All rights reserved. For more nformation, visit physiciansforinformedconsent.org. Updated Sept 2018.
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MEASLES - DISEASE INFORMATION STATEMENT (DIS)
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CHARTs . 85

Figiate 19.-Death Rates for Me=!aa: Death-reg!:tr=tiers States,
1900-32, and U:ñted States, 1933-60

(Rates per 100,000 pop ).
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TABLE 65.-Death rates for dataGed causes: DM 7.±ation States, 1900-1932, and United States, 1988--60

Section A, 1900-1909

CRatamaradeathspar100,000population.NumbarabeforecausesofdeatherecategorytunnhersofTirstBedstonoftheIracr.-".cmûLists]

Int.
Iâst Causeordeath 1900 1991 1902 1Q08 1904 1905 1906 1907 19DB 1909
No.

Altoauses____..________............_._____.....____ 1,719.1 1,641.5 1,648.1 1,5cs.8 1,640.0 1,588,g I,871.8 1,809.5 1,468.2 1,42£7

L-Generaldiseases..___..__..-----.........______............. 486.5 456.0 412.2 42L4 430.1 408.a 4116 416.8 89L5 3713
1 Typhold tever dominaltyphus)-............-----__..........______... SLS 9t.6 26.4 26.6 28.9 22.4 80 9 28.2 22.4 20.2
9 Exanthematio hus_.......__....___...--..._,..----............--.... 0.0 - 0.0 - 0.0 0.d - 0.0 - 0.0
3 RelapsEng .._____-.._...-------.---...-._____....---.. 0.0 0.0 0.0 G.0 0.0 - O.0 - O.O -
4 Intermittentfeverand malarlaleachexia.-----..___.__________ 8.2 10 4.0 3.0 2.9 15 18 LB LS 1.4
5 ......__...___________.____...--.____...____.. 6,3 & 6 6.5 1.5 0.8 c.6 0.9 0.1 0.2 0.1
6 _,,_.....___________.__..__..___.__..________ 18,8 7.4 9.3 8.8 LLS 7.4 119 9.6 1066 10.0
7 ,____..._....__...._____.__.....___.._______ 9.6 18,4 1L9 113 1L6 6.8 7.3 9.3 12.4 11.1
8 Whooingeough.........-----.........__.....__...__..__________.... 112 &7 114 14.8 5.8 8.9 16.1 1L8 IRT 10.0
0 Di hherlannderoup_____---.....--........------_______.. 40.8 83,5 29.8 SL1 29.S 23,5 28.8 24.$ 2L9 19.9

10 uenza..,......................._..______.-__.........._____....... 26,7 S&5 10..4 19.2 2L6 20.5 ID.9 25.0 21.1 13.8
11 Miliary fever........,......______,---.................-........-........... - - 0.0 e.o d.0 - - - 0.0 -
IS Asia.ticeholera.....,,,.........---.................___.........__...... - - - - - - - - - -
18 Choleranostras.....,____....______-___...__......____... 2.8 18 1.4 L2 1.2 L4 Le 10 1.1 0.8
24 D5'sentery_____....................___________________.._____,.... 110 111 10.1 7.3 8,1 8.8 8.0 6.1 6.1 5.4
15 Bubonleplague.......___....__..___........................__..._,_. - 0.d - - - - - 0.2 0.0 0.0
16 Yellowlever__..._______....-_____...._...........____....., 0.0 O.6 0.0 - - o.0 - -
17 Leprosy...........,----......-.._______.....-........-__....... - û,0 0.0 e.o Q.o 0,û 0.0 0.0 O.0 O.0
18 Erysipeles...________........_____..._.............____ .,__. 8.4 4.5 4.1 4.0 6.1 4.7 4.8 4.4 3.8 8.9
19 Otherepidemiediseases..__.-......................__..... -.--- G.2 G.1 e.$ o.2 0.2 G.2 0.4 0.3 0.3 0.8
20 Perulentinfectionand septicemia____.........__..........,,---- 7.9 19 &9 4.7 4,9 4.4 8.8 8.7 3.2 2.9
91 Glandersand farey........--........__....................---..,.___ O.0 0,0 0.0 p.0 o.o 0.0 0.0 e.0 0.0 0.0
22 Malignantpustule---.......-----.............--..--___.__,...-----.. 0.1 0.1 0.f 0.1 0.f 0.f 0.f 0.1 0.0 0.0
SS Rabies..............________.........____..,,.,,....___...__......_______ 0,f 0.1 0.f 0.1 0.0 0.1 0.2 0.2 0.3 0.1
24 Actinomycosis,trichinosis,ete...-.......................-___........ 0.0 C,6 0.9 o.o Q,1 0.1 0.0 0.0 0.1 0.1
25 Pallagra___..._._...___....___..__..................------.... 0.0 - - 0.0 - - - - - 0.0

Tuberculosis lforms).,.....______......................... 194.4 190.0 174.9 177.2 188.1 179.9 175.8 174.2 162,1 156.8
26 Tuberculosisofthe ..........................________..___.. I.2 L6 1.6 L5 L6 1.6 L 5 L6 1.5 1.6
27 Tuberculosisofthe gs......._.__ . ................._........ 173.8 167.9 159.8 154,2 104.2 155.5 3BLB 1644 188,S 188.8
28 Tuberculosisofthemeninges._,..,-,____..............._..___....... 9.4 0.1 9.9 9,.6 9.8 9.9 9.8 9.8 9.4 9.1
29 Abdomineltuberculosis......___________....,,,s....._______...... 4.0 5.4 5.1 8,2 5.8 5.8 6.0 6.8 5.7 5.9
30 Pott'sdisease............_____.......,-,............_.______________ L5 L4 14 L5 L6 L 6 L5 L4 La 1.4
31 Cold abscess,abseessbycongestion.................___....________.... 0.1 e l 0.1 0.2 0.2 0.2 0.1 0.2 0.2 0.1
SS WhiteswelUng....................................______............ 0.6 & 6 0.6 0.6 0.7 0.8 0.8 0.6 0.8 0.7 Cn
83 Tuberculos[sofotherorgans.....__.,-,--..........-......--....... LO 19 1.1 1.4 1.6 L5 Le L6 L7 LT CA34 Generaltuberculosis....--............................-................._... 18 17 14 8.0 2.7 3.0 2,0 18 18 2.3 cc
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TABIan 65.-Death rates,for detailed ca.uses: Death-registration States, 1900-1982, and United States, 1988-60-Continued cm

Bection F, 1949--1960-CmtMuad

Oguseof death 1940 1950 1951 1952 1953 19fi4 1855 1956 1957 1986 1920 1900

L-In'e,tiya and parasitia dheases-Continued |
syphtnsanditssequelan-conunned

Other syphllis of central notyoussyst0ID.........-.........---,,,,_.....920 0.6 0.tl 0,ð 0.4 0.8 0.5 0.5 0.2 0.3 0.3 0.2 Dil
Allotherayp11018.,,....-....,__........__.___......-,._____,...027-D29 0.3 0.2 0,3 0.1 0.1 0.1 0.1 0.1 00 9.0 0.0 0,0

Gonococcolinfection..,,-,,____...._..-____________-...080985 0.0 0.0 0.0 o,0 0.c 0.0 0.0 0.0 0,0 O.0 00 0.0
Typhold fever..........,-.._...._......._____________..---,,0t0 0.1 0.1 0.1 0 1 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0
PmatypholdfeverandomerBalmonellaintactions......_____......-011,012 0.0 0.0 0.0 0.0 0.0 0.0 00 0,0 0.0 AO 0.0 0.0
Oholera_.....,-,-..---...._.._..-------........,....--..---...-.._.....013 - - - - - - -
Brucellosis(undulantfever)_ .._______________..---..---..._..014 a0 0.0 0.0 he 0.0 9,.0 0.0 O.O 0.0 0,O 0.0 0.0
Dysentety,all forses......,--.... ......................,-,,_............--..015-018 LD 0.6 0.7 0 6 0.0 0.4 0.3 0.3 0.3 0,S 0,2 0.2
Food isoning (infection and intoxication)......,,____..._....____.....-010 0.2 0.1 0.1 0 1 0.1 0.1 0 :L a A 0.0 a0 0.0 0.0
Scarle fever......- ..,...........___...____...,-....,,.,.,___,..--....__,__,....050 0.0 0.0 0.0 0.0 0.0 0.0 %¹} 0,e 0.0 0.0 0.0 0.0 m

soluthroat _,-..____.-,..---_..,,,.-----..____...051 0,3 0.2 0.2 0.2 0.1 0..1 4:L 0.1 0.1 al 0.1 0.1 i-B
B e1as_,_____..____,,,,--,__....,..__.____...,,..,,,.,,-,,_____.052 0,0 0.0 0.0 0.0 0.0 0..0 M 6,0 0.0 So 0.0 0.0 4-
So nand premia_........-..-.----.. .053 0.4 0.4 0.4 0.5 0.5 0.6 0.4 0.7 0.8 I,0 L 0 1 1
D her(a.,_____...,......_..........._____...____......-,.,__,.,__,_055 0.4 0.8 0 S 0.1 0.1 0.1 D.1 0.1 0.0 0.0 0 0 0.0
Whooping couglt.....,--.....___..____,-...____.._.....-..,_____,.056 0.5 0.7 16 0.3 U.2 0..9 0.8 0.2 0.1 0,1 69 0.1
IWeningococcalinfections.........______..__...______,.....,_____,_____057 0.6 0.0 0.7 0L9 0.8 0.8 0,6 0.5 0 5 0.4 R4 0 4
Plague,..,,..,,.....___.........___,____...._____.._,...,,.._____......__,_.-,,058 0.0 0.0 - - O,.0 0.0 -
Leprosy...................,_..___.............__..,____..______......____..---,,,,000 0.0 0.0 0.0 0,0 O.0 0.0 0.0 O,.9 0.0 O0 | 0.0 9,0
Totanus,,,....___.._..,_........,,_......___,__.._____....__,...061 0.8 0£9 0.8 0.2 0,2 as Ow9 0.1 0.9 0.9 SS 0.1
Antiner..,,.....__......_...._.....,_______,________.....062 - 0.0 0.0 0.0 - - - - 0.0 9,0
Acuts pokomyelitis.....__.._........-,,,_,,,.__,...............__.......,..080 LS 1,3 L0 2,0 Os9 0S 0 6 0.8 0.1 0.1 0.8 0.1
Late eBeetsof noute poliomyelitis,-...,-..-,,....-,...,.,,..,,,.............._,.......081 0.0 0.1 0.1 aI 0 1 0.1 0 1 0.I 0.1 0.1 0.1 0.1
Aente infections rl-.a1‡.a,.....__.....____,___,,,...,__...................-,_089 0.8 0.3 0.3 a3 0.2 0.8 2 0.8 0.8 0.8 0.3 0.3
Late eHectaofacuteÏtteetious encephalitia,_..__,_,.,......,-,..,..,......-.083 0.I 0.1 0.1 0.1 0.1 0.1 0.1 0 1 0.1 0.1 0.1 0.0
Shnallpox..... ____.,____,___,_,_______.,,_,____.--,_________084 0.0 0,0 AD - 0.0 - - - - - -
Measles....,. _____________._____.,.........,_,__..___,_,,____,__.....085 &B 0.S 0 4 0.4 0.3 0.3 0.2 as 0.9 0L8 0.9 0 2
Tellow lever...............,...--..,_.__...__,.............,__,.,,,.......,.,..,.....001 - - - - -
Infectious hepatitis.___..................._.,_.__..-__.,....,,,..................002 04 0,,4 0.4 0.5 0.5 0.5 0..5 0.S 0.5 0 5 as 45
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NEW YORK CITY DEPARTMENT OF  

HEALTH AND MENTAL HYGIENE 

Oxiris Barbot, M.D. 

Commissioner 

 

 
 

ORDER OF THE COMMISSIONER 
 
TO: All persons who reside, work or attend school in the neighborhood of Williamsburg, 

Brooklyn, New York and to the parents and/or guardians of any child who resides, 

works or attends school in the neighborhood of Williamsburg, Brooklyn, New York   

 

 

  WHEREAS, there is an active outbreak of measles among people residing in the 
neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205, 11206, 
11211 and 11249.  Since September 2018, more than 250 cases of measles have been 
documented among people living in Williamsburg and that number continues to grow as new 
cases are still occurring; and 

 WHEREAS, measles is a highly contagious viral disease that can result in serious health 
complications, such as pneumonia and swelling of the brain.  About a third of reported measles 
cases have at least one complication and in some cases, measles can cause death. Measles can be 
serious in all age groups. However, infants, young children, pregnant persons, people whose 
immune systems are weak and adults are more likely to suffer from measles complications; and 

WHEREAS, measles is easily transmitted from a sickened person to others who lack 
immunity to the disease.  The virus can live for up to two hours in air or on surfaces where an  
infected person coughed or sneezed and people who lack immunity are highly likely to become 
sick if they are in contact with an infectious person or near where an infectious person recently 
has been; and 

WHEREAS, although measles is highly contagious, the Measles-Mumps-Rubella (MMR) 
vaccine is an effective and safe vaccine that will prevent its transmission.  While measles remains 
one of the leading causes of death among young children in parts of the world where the 
vaccination is not available, the disease until this outbreak was largely eliminated in the United 
States; and  
 
 WHEREAS, the measles outbreak persists in Williamsburg despite other efforts taken by 
the Department of Health and Mental Hygiene to stop it, including orders excluding 
unvaccinated children from attending preschools and daycare programs, because a high rate of 
people living within Williamsburg have not been vaccinated against measles; and            

 
 WHEREAS, pursuant to section 556 of the Charter of the City of New York, the 
Department is responsible for controlling communicable diseases within the City of New York 
and for supervising the abatement of nuisances that affect or are likely to affect the public health; 
and 
 

WHEREAS, pursuant to section 3.01 of the New York City Health Code, I am 
authorized to declare a public health emergency and issue orders and take actions that I deem 
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necessary for the health and safety of the City and its residents when urgent public health action 
is necessary to protect the public health against an existing threat; and  

 
WHEREAS, I find the ongoing measles outbreak in Williamsburg to be an existing 

threat to public health in the City of New York; and 
 
WHEREAS, I also find that the presence of any person in Williamsburg lacking the 

MMR vaccine, unless that vaccine is otherwise medically contra-indicated or such person has 
demonstrated immunity against measles, creates an unnecessary and avoidable risk of continuing 
the outbreak and is therefore a nuisance, as defined in New York City Administrative Code §17-
142; and 
 

 WHEREAS, pursuant to New York City Health Code §3.07, no person “shall do or 
assist in any act which is or may be detrimental to the public health or to the life or health of any 
individual… or …shall fail to do any reasonable act or take any necessary precaution to protect 
human life and health.”  
 
             IT IS HEREBY ORDERED that any person who lives, works or resides within the 
11205, 11206, 11211 and/or 11249 zip codes and who has not received the MMR vaccine within 
forty eight (48) hours of this Order being signed by me shall be vaccinated against measles 
unless such person can demonstrate immunity to the disease or document to the satisfaction of 
the Department that he or she should be medically exempt from this requirement.  
 

IT IS FURTHER ORDERED that the parent or guardian of any child older than six 
months of age who lives, works or resides within the 11205, 11206, 11211 and/or 11249 zip 
codes and who has not received the MMR vaccine within forty eight (48) hours of this order 
being signed by me shall cause such child to be vaccinated against measles unless such parent or 
guardian can demonstrate that the child has immunity to the disease or document that he or she 
should be medically exempt from this requirement. 

 
THIS ORDER shall remain in effect until the next meeting of the New York City Board 

of Health scheduled for April 17, 2019 at which time it may be continued or rescinded by the 
Board.  

  
 
 

        
 

            Dated:   April 9, 2019                 Oxiris Barbot, M.D. 
       Commissioner of Health 
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WARNING 

 

Failure to comply with this Order is a violation of §3.05 of the New York City Health Code, and 
a misdemeanor for which you may be subject to civil and/or criminal fines, forfeitures and 
penalties, including imprisonment.  
 

Anyone wishing to object to the order, please write or fax Thomas G. Merrill, General Counsel, 
New York City Department of Health and Mental Hygiene, 42-09 28th Street (WS 14-38) Long 
Island City NY 11101-4132; tmerrill@health.nyc.gov telephone: 347-396-6116; fax: 347-396-
6087,  providing a statement of the reasons for your objection to the order. If you have any 
questions about how to comply with this Order, please telephone Jane R. Zucker, M.D., M.Sc., 
Assistant Commissioner, Bureau of Immunization at 347-396-2471. 
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NYC OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS 

COUNTY OF NEW YORK 

- X 

NEW YORK CITY DEPARTMENT OF HEALTH AND MENTAL 

HYGIENE, 

Petitioner, 

Summons No. 30198-19L0 

-against-

MALKY ROTH TABAK, 

Respondent. 

BEFORE: 

66 John Street 
New York, New York 

August 28, 2019 
10:11 a.m. 

HONORABLE DAVID LEUNG. 

- x. 
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APPEARANCES: 

General Counsel, 
NYC Department of Health and Hygiene 

BY: THOMAS MERRILL, ESQ. 
LORAINE PEONE, ESQ. 

AARON SIRI, ESQ. 
ATTORNEY for the Respondent 
200 Park Avenue, 17th Floor 
New York, New York 

ALSO PRESENT: 

Dr. Jennifer Rosen 
Joseph Russo 
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MR. LEUNG: Okay. We are on 

the record. The recording has begun. 

My name is David Leung, Hearing 

Officer. It's August 28th, 2019, 

10:11 in the morning. We are here 

today on the Health Department Issue 

Summons Complaint No. 30198-19L0 -

or is that LO -- it looks like LO -

issued to Malky Tabak at 585 Marcy 

Avenue, apartment 2A. 

We have attorneys and 

representatives from the Department 

of Health. Can you put your name on 

the record and spell it, please. 

MR. MERRILL: The Department of 

Health, Thomas Merrill, 

M-E-R-R-I-L-L. 

MR. LEUNG: And who else is 

here from the Department of Health? 

MS. PEONE: Loraine Peone, 

L-O-R-A-I-N-E P-E-O-N-E, attorney for 

the Department of Health. 

MR. LEUNG: Okay. Mr. Merrill, 

what is your position with the DOH? 

MR. MERRILL: I am the general 

Nexdep On-Demand Court Reporters 
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counsel. 

MR. LEUNG: General counsel. 

Okay. And who else who else is here 

from the Department of Health? 

MS. ROSEN: Jennifer Rosen, 

R-O-S-E-N. 

MR. LEUNG: And what is your 

position with the DOH? 

MS. ROSEN: Physician at the 

Department of Health. 

MR. LEUNG: Physician. Okay. 

MR. RUSSO: And Joseph Russo, 

R-U-S-S-O, paralegal, observing. 

MR. LEUNG: Okay. And for the 

Respondent? 

MR. SIRI: Good morning, your 

Honor, Aaron Siri, A-A-R-O-N S-I-R-I. 

take 

sure. 

MR. LEUNG: Okay. 

MR. SIRI: Is it okay 

MR. LEUNG: Go ahead. 

MR. SIRI: Is it okay if we 

up some of your real estate? 

MR. LEUNG: Absolutely. 

MR. SIRI: I just want to make 

Nexdep On-Demand Court Reporters 
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MR. LEUNG: No, no, thank you. 

Make sure you use whatever space you 

need. 

Counsel, do you swear the 

testimony you will give will be the 

truth? Okay. Thank you. 

Mr. Siri, I have to -- I am 

going to go over these rights, and 

for all of the hearings that follow, 

if you will, just -- just to save -

you have a right to have an 

interpreter. You don't need one; is 

that correct? 

MR. SIRI: That's right. 

MR. LEUNG: And do you waive 

the need to have the actual officer 

or inspector that wrote the ticket 

appear at the hearing? 

You have a right to have that 

inspector present to cross examine 

him or her. 

MR. SIRI: No, I don't. 

MR. LEUNG: So you are okay to 

proceed without the inspector? 

MR. MERRILL: No, I don't waive 

Nexdep On-Demand Court Reporters 
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the right. 

MR. LEUNG: Okay. You don't 

waive the right. Okay. Are you 

demanding the presence of the issuing 

officer? 

MR. SIRI: Yes. 

MR. LEUNG: Who is the issuing 

officer on this summons -- I mean the 

inspector? 

(Indiscernible.) 

MR. LEUNG: Counsel, I am going 

to ask you to put on the record the 

basis for requesting the issuing 

officer. 

MR. SIRI: Sure. In this 

summons, your Honor, it says the 

issuing officer is the one that 

swears the accuracy of the violation. 

MR. LEUNG: Right. 

MR. SIRI: The violation 

claims, under penalty of perjury, 

that Respondent has failed to 

vaccinate child, C.R., and otherwise 

to admit acceptable proof of immunity 

in violation of the order. 
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800-757-2148 I NEXDEP.COM 

6 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

I believe that the issuing 

officer should be able to -- should 

be here to explain how they arrived 

at the definitive conclusion that the 

Respondent didn't submit acceptable 

proof of immunity. 

Was Respondent requested to 

submit the proof of immunity? 

MR. LEUNG: Okay. Let me just 

let me just --

MR. SIRI: Yeah. 

MR. LEUNG: What happens is you 

have under oath rules, hearing rules, 

you have a right to ask that the 

hearing officer appear, I have to 

make a determination as to whether 

MR. SIRI: I understand. 

MR. LEUNG: -- as to whether the 

issuing officer's appearance is 

necessary for you, as the Respondent, 

to get a fair hearing, so I am going 

to turn to the Petitioner. 

Counsel for Respondent has made 

an application to request that the 

issuing officer appear on the basis 

Nexdep On-Demand Court Reporters 
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of -- and if I summarize it 

incorrectly, let me know -- that the 

sworn allegations are made out by the 

issuing officer and that you believe 

that you should have an opportunity 

to cross examine him or her as to the 

basis 

MR. SIRI: Her. 

MR. LEUNG: -- her as to the 

basis of how she made the allegations 

as written in the summons; is that 

correct? 

MR. SIRI: Yes, including that 

it was, you know, including regarding 

the medical appropriateness to 

provide this injection, as well as, 

as I said, the DOH violation. 

Yeah, I am going to leave it at 

that. 

MR. LEUNG: Okay. 

MR. SIRI: We will get into 

specifics if you want. 

MR. LEUNG: Right. I am going 

to turn it over to DOH and ask you to 

respond as to the --

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

8 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

MR. MERRILL: Sure, your Honor. 

So I don't believe -- I think 

that anything that the Petitioner 

wants or the Respondent wants, Dr. 

Rosen is here to explain. 

The allegations were the 

NOVs were issued based on the DOH 

there was an order that he be 

immunized. 

The allegations were issued --

excuse me the NOV was issued after 

the check of the official records for 

vaccinations was done and I think Dr. 

Rosen can testify about that as well. 

Dr. Rosen can also testify 

about the various terms, in reaching 

out for contact, and in terms of 

explaining the medical necessity of 

the vaccine. She is more capable of 

doing that. 

MR. LEUNG: And, Mr. Siri, how 

do you respond to that? 

MR. SIRI: Well, it's about the 

medical appropriateness for this 

particular respondent. 
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MR. LEUNG: Okay. 

MR. SIRI: Not vaccines in 

general, right? Like every drug, not 

everybody can have penicillin. 

MR. LEUNG: Do you want the 

testimony to reflect what she put 

down in the -- you are saying that 

you want to put the inspector to the 

burden of proving how she alleged 

what she alleged? 

MR. SIRI: Right. I mean she 

she, you know, under this 

violation, she says that my client 

did not submit acceptable proof of 

immunity. 

I believe that the, you know, 

the issuing officer who swore to that 

should be able to substantiate, for 

example, was that ever requested and 

how did she determine that there was 

no acceptable proof of immunity. 

And, also, that the, again, and 

most importantly, I think, is that it 

was medically appropriate for this 

child to be immunized. 
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MR. LEUNG: I am going to turn 

to the Department of Health. 

Was this allegation failure to 

comply? 

MR. MERRILL: Failure to be 

immunized. 

MR. LEUNG: Failure to be 

immunized? 

MR. MERRILL: Yeah, failure to 

be immunized that was issued to 

residents of Williamsburg. 

MR. LEUNG: So failure to 

comply with the Commissioner's 

MR. MERRILL: Correct. 

Correct. 

If the child had been 

immunized, that would have been in 

the immunity 

registry. 

in the immunization 

That is something that 

maintained and that, again, Ms. 

Kaplan checked and which Dr. Rosen 

checked -- or will testify about. 

In terms of the medical 

necessity, the matter of the fact is 
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that, you know, the vaccine is safe 

and medically appropriate for the 

vast majority of people. 

When there are, you know, rare 

instances, medical exemptions or 

physicians may say that an 

immunization is medically 

inappropriate, they reach out, we do 

review, we are doing that for a 

couple of other clients. 

There has been no indication 

that this particular child has one of 

the rare conditions that makes this 

vaccine inappropriate for this child. 

MR. LEUNG: Okay. Mr. Siri? 

MR. SIRI: I agree that the 

vast majority of people receive this 

-- the MMR product that they are 

demanding. It's true. Most 

MR. LEUNG: What we are going 

to do -- I think we are going into 

the facts of the case, which I -

this is just a preliminary ruling. 

You have made an application to 

request that the issuing officer 
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appear. 

Before we begin the hearing, I 

have to address this hurdle. 

MR. SIRI: I understand. 

MR. LEUNG: And I have to make 

a ruling. That's why I am giving you 

an application. 

And, Counsel, based upon -

first off, I am just going -- under 

oath, trial and hearing rules, 

hearsay is permissible. It's really 

liberal. You can have triple and 

double hearsay. It's really liberal. 

So the necessity of an issuing 

officer, the reason why I asked you 

for the application is that you have 

to make a good cause showing that the 

issuing officer is required to appear 

in order for you to get a fair and 

impartial hearing. 

In other words, nothing that 

any of these parties that are here 

today, including counsel for DOH, you 

need to argue and establish, can 

substitute for the in-person 
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testimony of the issuing officer. 

That's why I asked you to make the 

application. 

Based upon hearing both sides, 

I am going to rule that the hearing 

today to go forward. In other words, 

that the I am going to rule that 

the issuing officer is not required 

for you to get a fair hearing because 

what she wrote on the on the 

summons is -- again, and the rule is 

established on -- in other words, we 

have people here to present a case 

and you can make an argument and 

testify on behalf of your client and 

make arguments or call witnesses to 

(Indiscernible.) 

So I am going to make a ruling 

that the issuing officer is not 

required for you to get a fair and 

impartial hearing. 

I am going to give you one 

additional opportunity to -- because 

you look perplexed as to why 
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MR. SIRI: No, no, I 

understand. 

MR. LEUNG: No, no, but that's 

the standard, which is --

MR. SIRI: I understand 

MR. LEUNG: -- the inability of 

your client and yourself to get a 

fair and impartial hearing. 

Is there anything that you wish 

to add or supplement in the 

application that you have made? 

MR. SIRI: Yeah. Just my, you 

know, my -- I -- I think I made my 

arguments on the record and I just 

stand with those. 

MR. LEUNG: Okay. Okay. No 

problem. 

MR. SIRI: I think the hearing 

officer was necessary to establish 

medical appropriateness, but I 

understand, your Honor, so ... 

MR. LEUNG: Okay. 

MR. MERRILL: I would like to 

add one thing, your Honor. 

MR. LEUNG: Sure. 
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MR. MERRILL: Along with the 

NOV, there was a frequently asked 

question that served as well on 

everyone in that order. 

And in that, there were 

questions and answers about, you 

know, submitting proof of immunity or 

proof of a medical exemption, and we 

have not received any of these -- we 

certainly cannot 

MR. SIRI: I believe, your 

Honor, that it's the, you know, that 

that should have been done before the 

violation -- meaning the violation is 

issued. If it's not medically 

appropriate, it should have been 

established or determined before the 

before the violation was issued. 

Also, it is not as simple as, 

you know, going to good doctors, 

getting genetic testing, getting 

various -- doing the type of work 

that's sometimes required. My burden 

is it's not as simple as just 

submitting a piece of paper. 
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MR. LEUNG: Mr. Siri, before we 

get into the meat of the hearing --

MR. SIRI: Yes. 

MR. LEUNG: -- there is a couple 

of other things, and this gets 

tedious, but I have to advise you the 

penalty of this sole charge, if you 

are found in violation, is $1,000. 

MR. SIRI: My client's dollars. 

MR. LEUNG: $1,000 for your 

client, right. 

If you are -- when I say "you", 

I mean the Respondent. I'm sorry. 

MR. SIRI: Yes. No problem. 

MR. LEUNG: And I need to 

advise you that if you disagree with 

my written decision, which you will 

get within 30 days, you have a right 

to appeal my decision. 

And if I dismiss the summons or 

reduce it in any way, the Department 

of Health has an equal right to 

appeal my decision if they disagree 

with it, okay, sir? 

MR. SIRI: Yes. 
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MR. LEUNG: All right. We are 

going to get to the meat of the 

hearing. Let me just -- okay. 

The summons alleges that on 

April 21st, 2019, at 9:00 in the 

morning, during an inspection that 

occurred at 585 Marcy Avenue, 

apartment 2E, Brooklyn, New York, a 

violation of New York City Health 

Code 3.05, the penalty for this 

violation is found in violation of 

$1,000. 

The inspector wrote, in 

response, the act of measles outbreak 

in certain parts of Brooklyn, the New 

York City Commissioner of Health 

declared a public health emergency on 

April 9th, 2019 and it published the 

commissioner's order pursuant to 

Article 3 of the New York City Health 

Code ordering all persons who live, 

work, or attend school within zip 

codes 11205, 11206, 11211, and 11249 

to be vaccinated against measles 

within 48 hours of the order. 
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On April 17th 2019, a New York 

City Board of Health unanimously 

approved the resolution to the health 

-- the public health emergency and 

requirement that all persons living, 

working, or attending school in these 

affected zip codes be vaccinated. 

The resolution further provides 

that any person that is not 

vaccinated or any parent and/or 

guardian of the child who is not 

vaccinated shall be fined unless they 

demonstrate proof of immunity or that 

the immunization is not medically 

appropriate. 

A copy of the order and 

resolution are attached to this 

summons for reference. 

A review of Department of 

Records shows that Respondent, child, 

C.R., who is at least 6-months-old, 

lives at 585 Marcy Avenue, apartment 

2E, Brooklyn, New York 11216, which 

is located in one of the affected zip 

codes listed in the order. 
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On April 21st, 2019, a review 

of the department's central 

immunization registry, which collects 

immunization records for all children 

receiving vaccines in New York City 

and is required to be updated by 

medical providers, found the child 

here has no record of measles 

immunization. Respondent failed to 

vaccinate child, C.R., or otherwise 

submit acceptable proof of immunity 

in violation of the order. 

I am going to first turn to the 

Department of Health and ask if they 

have any documents or evidence that 

you want to present. 

MR. MERRILL: Yes, your Honor, 

I have in my file I apologize --

but I have a copy of the order of the 

Commissioner, which was issued on 

April 9th -

(Indiscernible.) 

MR. MERRILL: I also have, for 

the record, as a reference, the Board 

of Health resolution dated 
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April 17th, and this is 

MR. LEUNG: Okay. I am going 

to mark the Commissioner's order as 

Petitioner's 1 and the Board's 

resolution as Petitioner's 2. 

I am going to show them to Mr. 

Siri and ask do you have any 

objections to those being submitted 

into evidence? 

MR. SIRI: I have no objection 

other than -- I have no objection, 

your Honor. 

MR. LEUNG: Okay. Those are 

admitted into evidence. 

(Whereupon, two documents were 

marked individually as Petitioner's 

Exhibits 1 and 2, for identification, as 

of this date.) 

MR. LEUNG: Anything else from 

the Department of Health? 

MR. MERRILL: In terms of 

documents, no, your Honor. 

MR. LEUNG: Okay. Do you have 

any testimony that you want to 

provide? 
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MR. MERRILL: Yes. 

You know, again, this was -

the order was issued on April 9th 

directing all residents, children who 

live, go to school, that reside in 

Williamsburg, be immunized. 

After a case investigation, 

this -- the registry, which has a 

record of all vaccinations of 

children in the city, was checked on 

April 19th, and the Respondent's 

child was found not to be vaccinated. 

The NOV was issued and found 

not submitted any proof or records of 

immunity, there is no record for 

medical exemption, the child's state 

remains unvaccinated. 

(Indiscernible.) 

MR. LEUNG: Okay. Is that all 

of the evidence that you are going to 

present? 

MR. MERRILL: Yes. 

MR. LEUNG: Okay. Sir, do you 

have any cross examination before we 

present your argument or evidence? 
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MR. SIRI: Do you want me to 

cross examine the attorney? 

MR. LEUNG: You can ask the 

attorney questions or 

MR. SIRI: Because I -- the 

witness -- I mean 

MR. LEUNG: Go ahead. 

MR. SIRI: It depends on the 

fashion. We may 

to her. 

I may deflect it 

MR. LEUNG: It's pretty 

liberal. If your question is a 

medical question directed at the 

attorney --

MR. SIRI: Yeah. 

MR. LEUNG: -- they are allowed 

to -- to have the doctor testify and 

then 

MR. SIRI: Yeah. 

MR. LEUNG: -- which then 

addresses the question and then you 

have an opportunity to ask the doctor 

questions. 

MR. SIRI: I would love, by the 

way, to cross examine Tom, but I am 
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sure he would like that too much. 

MR. LEUNG: I guess if you have 

any questions is more appropriate. 

MR. SIRI: Mr. Merrill, excuse 

me, that said, I would -- I have got 

a few preliminary arguments in the 

form of motions to dismiss, as it 

were, and I can present those. 

MR. LEUNG: You sure can. 

MR. SIRI: Okay. And then I 

have -- and then I would like to get 

into the meat. 

MR. LEUNG: Okay. 

MR. SIRI: If, you know -

MR. LEUNG: Sure. 

MR. SIRI: If you don't believe 

those should be ruled on, I don't 

know if you rule on those on the spot 

or not, but in the same way that you 

ruled on the application before, you 

could rule on these applications. 

MR. LEUNG: Yeah. None of your 

motions to dismiss I can rule on the 

spot, I have to make a decision 

ruling for that. 
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So what we are going to do is, 

assuming we are going to go 

through the entire possibilities. 

So it's factually, we are going 

to do it, and we are going to do it 

procedurally, so go ahead. 

MR. SIRI: That will make it 

long. Okay. All right. Wonderful. 

So, in terms of, first, I won't 

call it an application to get a 

ruling on now, but, I guess, the 

first ground to dismiss this summons, 

if you look at the summons, your 

Honor, the operative language at the 

end provides that, you know, and I 

believe this is, you know, this is 

what the violation is, the Respondent 

failed to vaccinate child, C.R., or 

otherwise submitting proof of 

immunity in violation of the order 

it uses the word "order", "order" is 

a defined term in the summons, okay? 

MR. LEUNG: Right. 

MR. SIRI: And the order was 

issued on April 9th. 
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MR. LEUNG: Yes. 

MR. SIRI: And by operation of 

law, expired on April 17th. Okay. 

Because under the applicable charter 

provision, an order of the 

Commissioner remains effective until 

the next meeting of the Board of 

Health. Okay. 

I have the -- I can just read 

the statutory part of the provision, 

since I have it here. 

MR. LEUNG: Okay. If I can 

just I think I understand what 

your I think I understand what 

your, you know, your argument is. 

Your argument is that the order 

expired. If you want to address 

this, I will address your ultimate 

argument. 

MR. SIRI: Sure. 

MR. LEUNG: It's that the 

Section 305, as alleged by the 

Petitioner, alleges in the 

alternative. They are saying it 

violated the Commissioner's order and 
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the Health Board's resolution -

MR. SIRI: First, your Honor, 

respectfully, I don't see that it 

violated the resolution. 

MR. LEUNG: Okay. 

MR. SIRI: Which is completely 

different than the order. 

MR. LEUNG: Sure. 

MR. SIRI: Substantively, in 

many ways. 

MR. LEUNG: You are right, in 

that sense. It's technically -

okay. You address the issue that the 

they are alleging that the Board, 

on April 17th, if you look at the 

summons, and I am just -- I am not 

making the argument for them, I just 

want you to address it to save time, 

because it's a question that I am 

going to ask. 

Ultimately, on April 7th -- it 

says on the summons, on April 17th, 

2019, the New York City Board of 

Health unanimously approved a 

resolution continuing the public 
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health emergency and requirements. 

So you are saying that the 

continuing --

MR. SIRI: Yeah. 

MR. LEUNG: -- the continuing of 

the health emergency is one thing, 

but the actual order to comply 

expired on April 17th? 

MR. SIRI: Well, I am actually 

going to say two things. 

MR. LEUNG: Yeah. 

MR. SIRI: The first one, your 

Honor, it only alleged violation of 

the order. And the order, despite 

even though this violation, if you 

look, it says that it continues the 

public health emergency. It doesn't 

say continued by way of the order. 

And when you actually look at 

the order and the resolution, nothing 

in the resolution continued the 

order. 

And in fact, they apply to 

different ages, to different people 

in different situations, you know, 
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under the charter, okay, Section -

Article 3.05 --

MR. LEUNG: Counsel --

MR. SIRI: No problem. No 

problem. 

MR. LEUNG: No, no, I am 

listening. 

MR. SIRI: You are more 

talented than I am. 

MR. LEUNG: Go ahead. 

MR. SIRI: So I've got -- it's 

in Article 3, Section 3.0 of the 

charter, it says that, you know, the 

Commissioner's order is that -- that 

the exercise of that power -- so, to 

quote, "Any such acts of power shall 

be effective only until the next 

meeting of the Board". Okay. So, by 

operation of law, it ends at the next 

board meeting. 

Unless, now, the Section 3.0 

says the Board may may -- continue 

or rescind, okay, the Commissioner's 

let's just call it order, okay? 

They have that choice. They could 
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have continued or rescinded. 

Interestingly, it doesn't say 

modified. They could have said 

they could have done it but they 

didn't. The resolution, nowhere 

therein, says they are continuing or 

rescinding the order. 

Instead, they did something of 

their own making. And they have 

every right. They can, I guess, do 

that. 

But what they didn't do was 

provide in there that they are 

continuing the order, nor provide 

that they are rescinding the order. 

And the only thing that's been 

alleged in the violation, you can see 

it in the summons, is the violation 

of the order. And that order, by its 

terms, expired -- by operation, it 

expired on the 17th of April, the 

violation at issue here, your Honor, 

was issued -- was for occurrence on 

April -- April 21, which would have 

been four days after the expiration 
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of the order, hence, there cannot be 

there cannot be a violation of an 

order on that date since it was no 

longer in existence. 

MR. LEUNG: Okay. I am going 

to turn to counsel for DOH and ask 

how you respond. 

MR. MERRILL: I am going to 

start with the citation of the health 

code, which is 305, and it says it is 

in violation of the order 

(indiscernible) 305. 

They would be in violation of 

the Commissioner's order or it can be 

a violation of any order for the 

basis 

(Indiscernible.) 

MR. LEUNG: And you are 

referring to the actual statute, 

3.05? 

MR. MERRILL: Correct, the 

health code section. 

MR. LEUNG: Okay. 

MR. MERRILL: And then in terms 

of -- how is it the Commissioner 
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exercised, pursuant to the emergency, 

was the Board's power, which exists 

there, in 78 -- 148 -- 142 of the -

code. 

The Commissioner did that on 

April 9th in her power to declare an 

emergency exists, only until the 

Board meeting. But at the Board 

meeting, it did issue an order that 

requires all residents of 

Williamsburg to be vaccinated. 

The fact that it may have 

the Board -- the Board, in any such 

exercise of its authority, under the 

administrative code and charter, the 

difference might be in the language 

of that order, it doesn't change the 

fact that the order, issued on 

April 9th -- that was on April 15th 

whatever date the Board met 

MR. LEUNG: 17th. 

MR. MERRILL: The 17th. 

required all residents to be 

vaccinated and that this person 

violated that order as charged in the 
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-- as required by the that Health 

Code Section 3.05. 

MR. SIRI: I don't -- I don't 

dispute, at all, that Section 3.05, 

exactly as opposing counsel stated, 

yeah, it -- it permits issuing 

violations for violating any order, 

resolution, anything. It could have 

been for having rats in your 

restaurant, right? 

But you are only going to be 

charged -- you have to be noticed of 

what you are charged and the charging 

language here was not for violating 

the resolution, it was for violating 

the order. That's what it 

MR. LEUNG: Respond to that. 

MR. SIRI: May I make one more 

point, your Honor? 

MR. LEUNG: Yeah. 

MR. SIRI: And I think it is 

very telling that counsel kept 

talking about the, you know, the 

resolution applies to residents, 

right? 
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Well, you know, it's a great 

point to show you the difference 

between the order and the resolution. 

Because in the order, to be sure, 

counsel's correct. It did apply. It 

did apply to a resident. It 

specifically provides that it applies 

to any person who lives, works, or 

resides within these certain zip 

codes. 

But if you look at the 

resolution, it didn't include 

residents, it only included the 

the people who live or work 

MR. LEUNG: Where are you 

looking on the resolution? This 

little paragraph? 

MR. SIRI: Absolutely. So in 

the order, if you look at the first 

ordered paragraph, okay, and the very 

first sentence says that any person 

who lives, works, or resides 

page. 

MR. LEUNG: Right. 

MR. SIRI: It's on the second 
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MR. LEUNG: Got you. 

MR. SIRI: So first, second 

page, the operative ordered language 

of the order --

MR. LEUNG: I got you. I got 

you. 

MR. SIRI: And go to 

resolution, and you go and you look 

at the -- to the resolved language, 

and you, please, look at the second 

resolve paragraph, it says that the 

Board hereby -- any person who lives 

or works within the affected zones. 

They left out people who are 

residents, meaning, if you reside in 

there, and you have left, you are not 

living there, right? So if you went 

upstate, you are good, where the 

order did apply to people who resided 

there. So even if you left, you 

were, apparently, still in violation, 

amazingly. 

I mean, so, you know, it's a 

great, you know, it's a great 

highlight to how what the Board did 
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was different than what the 

Commissioner did. 

MR. LEUNG: How do you -- I am 

just looking at it briefly, to the 

second to last resolve paragraph 

MR. SIRI: Please. 

MR. LEUNG: -- and resolution. 

MR. SIRI: That's right. 

MR. MERRILL: I am looking at 

the third -- the fourth one -- it 

says the Board hereby declares that 

any person who lives and works within 

the affected zip codes shall be 

vaccinated. 

MR. LEUNG: Just tell me what 

you are reading, is it the resolution 

MR. MERRILL: I am reading the 

order. I am reading the order, the 

Board of Health resolution. 

MR. LEUNG: And which resolve? 

MR. MERRILL: The second page 

at the very bottom. 

MR. LEUNG: Okay. Under 

"resolved"? 
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MR. MERRILL: Correct. 

MR. LEUNG: First, second, 

third, fourth --

MR. MERRILL: No, second 

resolved. 

The Board of Health hereby 

declares that any person who lives, 

who works within the affected zip 

code shall be vaccinated. So it --

that's residents, people who live or 

work within. 

The next one goes onto -- it 

does cover people who live --

MR. LEUNG: He pointed that 

out, how do you want to respond? 

MR. SIRI: Right. I think 

there is a distinction between 

children and adults, right? So ... 

MR. MERRILL: Any person. I 

mean a think a person is a person. I 

don't 

MR. SIRI: Well, in the way I 

read it isn't that it -- it goes into 

it -- it's a semantical point to 

be sure, right? 
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MR. LEUNG: Okay. 

MR. SIRI: But the operative 

point -- you understand the argument? 

MR. LEUNG: I understand the 

argument. 

Counsel for DOH says -- is 

pointing to the second resolve, and 

you are pointing at the second 

resolve, saying you interpret it one 

way 

MR. SIRI: Right. But the 

but the obviously more important 

point is that, you know, the alleged 

violation, as per the order, the 

order was not in effect on the date 

of the issuance of the summons. 

And it wasn't, by anything, I 

mean I don't see any language in the 

resolution saying the order is hereby 

continued. 

MR. MERRILL: To respond to 

that, if you go into the middle of 

the NOV, I mean especially in the 

resolution, again, with the fact that 

on April 17th, the Board approved the 
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resolution continuing the public 

health emergency and the requirement 

that all persons living or working or 

attending schools in these affected 

zip codes be vaccinated against 

measles. 

The resolution further provides 

that any person who is not vaccinated 

by a parent or guardian of a child 

who is not vaccinated shall be find 

unless they demonstrate proof of 

immunity. I think that NOV clearly 

puts on the notice that the 

resolutions and the facts, that they 

are being charged with violating the 

resolution. 

MR. SIRI: I did not hear 

anywhere in there that the resolution 

was continued -- that the order was 

continued from what was just read. 

I mean I 

MR. MERRILL: I think that's 

Section 3.05 --

MR. SIRI: I don't think that 

applies. I think if you are going to 
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charge people and require them to 

inject something into their 

children's body, you should be clear 

about, you know, whether the order is 

continued. 

You know, this section, the 

charter is clear. They can continue 

it or they can rescind it. The Board 

didn't choose to do either of those. 

It chose to issue -- I will give you 

a few examples, just a few quick 

examples, that I do know, of clear 

differences. 

I jumped on the resident point, 

but I will -- so, for example, in the 

order, okay, the order applied to 

those over six months of age. The 

resolution included those six months 

of age. 

MR. LEUNG: Can you just point 

to --

MR. SIRI: Absolutely. 

So if you look at the -- if you 

look at the order, in the -- in -- it 

is further ordered that the parent or 
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guardian of any child older than six 

months of age --

MR. LEUNG: What paragraph are 

you referring to? 

MR. SIRI: It's the number 

paragraph, it's the second to last 

paragraph of the order, "it is 

further ordered" 

MR. LEUNG: Okay. I see that. 

MR. SIRI: Older than six 

months. And then 

MR. LEUNG: Any child over six 

months of age, okay. 

MR. SIRI: And then if you look 

at the resolution, it says that in 

this -- and this is in the third to 

last resolved paragraph, I don't know 

the technical term for that --

(Indiscernible.) 

MR. SIRI: Sorry, third to last 

resolved paragraph, it says that the 

parent or guardian of any child six 

months of age or older. So you have 

a difference in terms of the age of 

that -- that it applies to between 
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the resolution and the order. They 

are saying that --

MR. LEUNG: You are saying 

there is a month difference --

MR. SIRI: A month difference. 

MR. LEUNG: Sorry, say it one 

more time. 

MR. SIRI: One month 

difference. So the order did not 

apply to six-month-olds. 

MR. LEUNG: So when the child 

is six months of age or older and we 

estimate that child to be under 

whatever how many days six months is, 

are you saying that the statute is 

written -- it has to -- by month 

increments? I mean --

MR. SIRI: I'm just saying they 

are different. I'm saying they are 

different. 

MR. LEUNG: Right. 

MR. SIRI: I am saying that 

what the Board did is different than 

what the order did. I'll give you 

some other changes. 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

42 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

MR. LEUNG: Go ahead. Okay. I 

am going to make -- let the record 

reflect that I understand your 

argument regarding the six months 

reference in the order and the six 

months reference in the resolution. 

MR. SIRI: Is it clear -- so 

the order did not apply to 

six-month-olds, meaning, they 

couldn't issue a violation, a child 

that was six months of age under the 

order for not having an annual --

MR. LEUNG: Do you mean the 

resolution --

MR. SIRI: Under the -- under 

the order. The order of six months 

was older than six months. The 

resolution said six months or older. 

So the --

MR. MERRILL: The resolution 

brings in one extra day 

MR. SIRI: The resolution does 

allow providing violations to those 

who are six months of age. 

MR. LEUNG: Okay. 
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MR. SIRI: Okay but what the 

order does --

MR. LEUNG: And, Counsel, the 

significance of that is what? 

MR. SIRI: Well, for this 

client, I have violations -- but for 

this client, the significance is that 

-- is that the Board didn't just 

first of all, it never says in the 

resolution we are continuing the 

order. 

MR. LEUNG: Right. I 

understand that 

MR. SIRI: Second and -- and 

there are differences. It doesn't 

say, okay, what you did, in the 

order, we are continuing it. No, it 

says, okay, we are going to have 

different resolve language. 

One is, we are going to apply a 

different age group, two is, and this 

also is critical, the order refers 

calls the people who are not 

receiving the MMR the nuisance. 

MR. LEUNG: Say that one more 
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time. 

MR. SIRI: The order -- the 

order characterizes the nuisance as 

those who haven't received an MMR 

shot. 

MR. LEUNG: What paragraph are 

you referring to? 

MR. SIRI: So it's the -- okay. 

So it's the second to last whereas 

clause in the order. 

MR. LEUNG: Okay. 

MR. SIRI: I find that the 

presence of any person in 

Williamsburg lacking the MMR 

vaccine ... is therefore a nuisance. 

MR. LEUNG: That's in the New 

York City Health Administration Code 

17-442, okay. 

What do you want to point out 

that's different in the order -- the 

resolution? 

MR. SIRI: And then the 

resolution, if you look at the first 

resolved paragraph, it says that the 

outbreak poses a public nuisance. 
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So the, you know, the -- I will 

let you find it. 

MR. LEUNG: No, no, I found it. 

MR. SIRI: So, you know, the 

Board characterizes the outbreak as 

the nuisance. The order 

characterizes the folks who didn't 

receive the MMR vaccine as the 

nuisance, as just another example of 

the difference. 

I will give you another 

example. The order --

MR. LEUNG: Counsel, I am going 

to ask you to do two things. 

Number one, I understand that 

there is differences in language 

between the order and the resolution, 

I want you to go one step further and 

give me a conclusion. And, therefore 

MR. SIRI: Okay. 

MR. LEUNG: give me the 

significance of the difference in 

language, how it supports your 

argument. 
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MR. SIRI: Absolutely. Can I 

just point out for the record another 

MR. LEUNG: Sure. Yeah. 

MR. SIRI: The order did not 

apply to schools, preschools, or 

child care. 

MR. LEUNG: What are you 

looking at here, just point to 

MR. SIRI: Sure. If you look 

at the order language on the order, 

if you look at the two order 

paragraphs, it doesn't say anything 

about school, preschool, child care. 

It just said people who live, work, 

or reside, okay? 

MR. LEUNG: Okay. 

MR. SIRI: Versus look at the 

third to last resolved paragraph in 

the resolution, it does include those 

who are attending school, preschool, 

or child care. 

So you didn't have to live, 

work, or reside in the affected zip 

codes, okay? 
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MR. LEUNG: I understand your 

argument. 

MR. SIRI: Those are the few 

other differences. 

MR. LEUNG: Sure. No. Whatever 

you want to put, I am not going to 

cut you short --

MR. SIRI: Sure. 

MR. LEUNG: What other things 

do you want to point out that's a 

difference between them? 

MR. SIRI: Okay. And, so, the 

order provided for criminal finds, 

forfeiture --

MR. LEUNG: Which page are you 

referring to? 

MR. SIRI: Sure. Absolutely. 

The last page under the warning. 

MR. LEUNG: Right. 

MR. SIRI: It provides for 

criminal finds, forfeiture, and 

imprisonment for not complying with 

the order. 

MR. LEUNG: What paragraph are 

you referring to? 
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MR. SIRI: Under the warning 

oh, flip that page over. They are 

saving the trees, that's good. 

MR. LEUNG: Yes. 

MR. SIRI: In the first 

paragraph, under warnings --

MR. LEUNG: Got you. 

MR. SIRI: The resolution 

not provide for forfeiture, for 

criminal finds, or imprisonment. 

does 

MR. LEUNG: Okay. Well, let me 

just say this. The warning isn't -

I mean I am just making an 

observation, how do you address the 

fact that this warning isn't the law? 

I mean it's just pointing out what 

the law provides and it's almost like 

a label saying, hey, the law provides 

that. 

I mean the absence of this 

warning doesn't mean that the law is 

in effect and the presence of this 

warning doesn't make the law in 

effect. The law is what the law is. 

MR. SIRI: Well, respectfully, 
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the Health Code provides discretion 

to the Health Department to choose 

the penalty. 

MR. LEUNG: So you are saying 

that the presence of this warning, 

which gives you the warning that this 

is a misdemeanor, that's in your 

in the absence of that warning in the 

resolution is what you are pointing 

out to? Is that what you are 

pointing out? 

MR. SIRI: I'll point out the 

following words. 

MR. LEUNG: Sure. 

MR. SIRI: Right before that. 

It's not just that this is the law. 

It says that failure to comply with 

this order is a violation and a 

misdemeanor for which you may be 

subject to these things. 

MR. LEUNG: So where 

MR. SIRI: So it wasn't just 

the general law. 

MR. LEUNG: Right. 

MR. SIRI: The point is that 
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that is what is being threatened 

under the order 

MR. LEUNG: Right. 

MR. SIRI: -- absent from the 

resolution. Just another -- there 

are other distinctions. I will -- I 

can see them -- I can get to the end 

if you want. 

MR. LEUNG: No, you can -- you 

can -- I just have to -- because I 

have to write the decision, I have to 

understand it all. 

MR. SIRI: Yes. Sure. So that 

is another -- is there -- so that is 

another obviously, what the 

penalty is 

MR. LEUNG: Can you just -

MR. SIRI: Yes. 

MR. LEUNG: Can you explain to 

me how you are pointing out 

differences between the order and the 

resolution? 

MR. SIRI: Yes. 

MR. LEUNG: To what end is that 

supporting your motion to dismiss, 
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what is your --

MR. SIRI: Absolutely. What it 

points out is this. I believe 

counsel was saying that, well, you 

know, the resolution talks about the 

order itself, it continued it 

somehow. 

But the resolution never says 

it continues it. And not only does 

it not say that it continues it, 

which is critical in continuing an 

order, you have to say you continued 

it or you withdrew it, they didn't do 

either of those, right? It actually 

has all kinds of differences. 

The Board chose to do something 

different, and that's fine, it chose 

to do that. And, so, you have a 

resolution that stands on its own. 

You have an order that stands on its 

own, okay? 

This resolution 

MR. LEUNG: Can a resolution 

add things and do things and also 

continue the order, in your opinion? 
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MR. SIRI: If you look, and 

it's not my opinion, if you look at 

the charter provision, Section 3.01, 

it says that the Board may continue 

or rescind as soon as the 

Commissioner's order -- it doesn't 

say modify, it doesn't say amend, it 

says continue or rescind it, and it 

could have chose to do that 

Section 3.01 -- sorry, it's under the 

Admission Code. It's under the 

rules 

MR. LEUNG: It's the health 

code. 

MR. SIRI: Oh, it's the health 

code. Well, they can leave here and 

change it, if they want, I guess. 

MR. LEUNG: You said what? You 

have to give -- before we forget 

everything you said, do you want to 

address --

MR. MERRILL: I think Mr. Siri 

is coming at this a little bit 

backwards. If you look at 3.01, the 

-- what he is saying, his position is 
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the Commissioner can act in an 

emergency and then the Board's hands 

are tied to do only what the 

Commissioner has done or to rescind 

in entirety. 

But if you look at 3.01, what 

that does is it gives the 

Commissioner the authority in an 

emergency to step up and to act and 

use the Board's power, because of the 

emergency, to, among other things, 

exercise its powers to prevent, 

mitigate, control, in cases of 

emergency, provided that that will be 

effective until the next Board of 

Health meeting. 

And the purpose is, if you look 

at -- the chief's playing the role of 

the Board, the Board comes in and 

there is nothing that limits the 

Board's authority and ability to take 

whatever it deems to be appropriate 

action to, you know, address that 

emergency or that order. 

So I agree that the orders are 
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not 100 percent amendable. There are 

minor differences in them. But the 

bottom line is with what was true and 

that there was a resolution in effect 

by the Board of Health, under its 

power, to abate nuisances in the 

city, directing all residents of 

Williamsburg to be immunized. That 

was violated and it is in the NOV. 

I will point out one of the 

differences here, you know, in terms 

of the criminal language, which is 

standard language we have in all of 

our orders, even though we typically 

won't enforce the penalty, the reason 

it is not in there anymore is that we 

are challenged, the Board's authority 

was challenged in the Supreme Court. 

And in the course of that 

argument, what people were claiming, 

we are going to be arresting people, 

no, we never intended -- we were 

going to enforce that civilly. And 

that was going on at the same time 

while we were going on between, you 
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know, the order and the Board's 

action. 

And, so, the Board's action 

doesn't reference criminal stuff 

reference sanctions because we 

acknowledge when the authority of the 

Board was being challenged and the 

authority was being held by the 

Supreme Court, that we were going to 

be enforcing that document. 

The bottom line is I don't 

agree with Mr. Siri, that the order 

-- that there is anything that 

requires the Board's resolution/order 

to be identical in form to the 

Commissioner's because it has the 

authority, and she was using its 

authority, to take the actions it 

deems appropriate. And it did that 

when it issued its resolution 

continuing that people be vaccinated 

and that's what this person violated. 

MR. SIRI: Your Honor, I think, 

maybe, we are agreeing then that the 

order was null on the 17th and all 
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that remains 

MR. MERRILL: Was an order of 

the Board. 

MR. SIRI: -- was a resolution 

of the Board --

MR. MERRILL: Which is an order 

which directs all people. 

MR. SIRI: But that's not 

what's alleged in this. They are 

alleging a violation of the order, 

which is only the Commissioner's 

order, not the resolution. 

MR. MERRILL: The NOV clearly 

says that you are required to be 

vaccinated by the Board of Health 

resolution. 3.05 references 

resolution, the Board action, she 

violated the Board action. 

MR. SIRI: Yeah but the 

violation -- the summons clearly 

states says Respondent failed to 

vaccinate child or submit acceptable 

proof in violation of the, capital 

"O", order, and order is defined as 

the Commissioner's order. 
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And that was a nullity at the 

time that this summons was issued, 

irrespective of this, you know, the 

nuisances are going to be modified. 

The point is that order is gone. 

MR. LEUNG: Do you want to 

respond to that? 

MR. MERRILL: Again, I think 

there are semantics here. The 

resolution is an order. 

So if you read this NOV, it 

clearly puts you on notice that there 

is a requirement that you be 

vaccinated that you are violating. 

So I mean, you know, we can, 

again, you know, the fact of the 

matter is the resolution the use 

of resolution -- the use of order, 

there was a requirement that you be 

vaccinated that's in this NOV that 

wasn't complied with. 

And 3.05 makes it clear that 

the Board directs you to take action, 

and you violate that, that is a 

violation of 3.05. 
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MR. SIRI: I think the 

violation alleges clearly what they 

are alleging was violated and it only 

says order. 

MR. LEUNG: Before -- I think I 

have enough to make a decision -- I 

just want to clarify, factually, Mr. 

Siri, there was an argument you made 

regarding the child being either -

the order -- the difference between 

the order and the resolution, one 

being six months or older, and the 

other one being 

MR. SIRI: I think that's a 

secondary point. 

MR. LEUNG: No, but I need to 

establish for the record. 

MR. SIRI: Yeah. 

MR. LEUNG: Do you believe that 

your client, again, your client, I 

don't know if it's the parent or the 

child, but do you believe that the 

child at issue here falls factually 

within that -- in other words, do you 

believe that at the time of the 
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summons, that the child was exactly 

at six-months-old or six months plus 

one day? 

MR. SIRI: No, I am not making 

that argument based upon -- this 

client was not six months of age. 

MR. LEUNG: Or six months and 

one day, correct? 

MR. SIRI: No, that is not the 

issue. The issue is that they are 

charging that my client violated an 

order on the 23rd -- on the 21st of 

April, but that order was a nullity 

by the April 17th. That's the issue. 

The rest of it is window dressing, 

everything else around it. 

MR. LEUNG: So I have enough to 

make a decision. I am just going to 

summarize, and I will allow both 

sides to make arguments, the issue in 

this case appears to be whether or 

not the -- first off, the 

Petitioner's 1, which is the order of 

the Health Department Commissioner 

issued on April 9th, 2019, which 
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everyone agrees remained in effect 

until the next scheduled Board of 

Health meeting, which was on 

April 17th. Petitioner's 2 is the 

Board of Health resolution dated 

April 17th. 

There is a dispute as to 

whether the language of the Board of 

Health resolution, number one, 

continued the order issued by the 

health commissioner. 

The record should reflect that 

counsel, Mr. Siri, has made an 

argument that there is no explicit 

language in the resolution, P2, which 

directly states, in sum and 

substance, that the Commissioner's 

order is hereby continued. There is 

nothing expressed in that and that is 

agreed that -- from the Health 

Department -- that there is nothing 

expressed. 

The issue as to whether or not 

continued is a factual issue, 

irrespective of whether or not the 
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Department of Health conceives that, 

I understand your argument. 

The second issue is whether or 

not the resolution, on its own, 

Petitioner's 2, was something that 

was alleged in the summons, putting 

Respondent on notice that he needed 

to comply with P2, the resolution. 

And I understand both sides, 

that's why we are here, and I will 

allow both sides to make an argument. 

Mr. Siri, is there anything 

that you want to add? 

MR. SIRI: Yeah, just to say 

that even though it references the 

resolution -- in fact, by referencing 

resolution, it defines resolution in 

this violation. It specifically 

defines the word, if you look at 

violation. 

MR. LEUNG: Just for the 

record, what are you reading, what 

are you looking at? 

MR. SIRI: Right. If you are 

looking at the Summons --
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MR. LEUNG: We are looking at 

the summons. Go ahead. 

MR. SIRI: You can see it 

starts by referencing the 

Commissioner's and it defines the 

word "order"; do you see that? 

MR. LEUNG: Just tell us 

state the language you are reading. 

MR. SIRI: Absolutely. It says 

-- so the violation description 

begins: In response to the active 

measles outbreak in certain parts of 

Brooklyn and New York, City 

Commissioner of Health declared a 

public health emergency on April 9th, 

2019 and published a commissioner's 

order. 

MR. LEUNG: Right. 

MR. SIRI: Defined as order, 

brackets, parenthesis, order, closed 

parenthesis, closed bracket. 

MR. LEUNG: Right. 

MR. SIRI: So order means the 

Commissioner's order. That expired 

by operation of law on April 17th. I 
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believe there is no dispute about 

that. 

MR. LEUNG: Can I stop you 

there? 

MR. SIRI: Yeah. 

MR. LEUNG: And I understand 

your argument. 

MR. SIRI: Yeah. 

MR. LEUNG: Can you address 

this argument? Because ultimately, I 

have to write a decision, and this is 

something that I want both sides to 

address. 

The following sentence on the 

summons, which is the second full 

sentence, on April 17th, 2019, a New 

York City Board of Health unanimously 

approved the resolution continuing 

the public health emergency and 

requirement that all persons living, 

working, or attending school in these 

affected zip codes be vaccinated 

against measles --

MR. MERRILL: I would like to 

make reference, your Honor, to that 
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one too, as well, which is the 

resolution further provides that any 

person who is not vaccinated or the 

parent or guardian of a child shall 

be fined unless they demonstrate 

proof of immunity or that 

immunization is not appropriate or --

MR. LEUNG: I guess the 

question that I have is --

MR. SIRI: I would like to 

continue reading it, your Honor, 

because it goes on it and it says 

and I agree --

MR. LEUNG: No, no, I 

understand you agree. Go ahead. 

MR. SIRI: Yeah. And then it 

goes on and it says in review of the 

records. And then it ends by saying 

that Respondents failed to vaccinate 

-- in violation of the order. It is 

alleging a violation of the order. 

That is all that this violation 

MR. LEUNG: Mr. Siri, I 

understand your argument that a 

portion of the allegation on the 
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summons refers only to the order. 

What I would like to address in my 

question is the following sentence, 

on April 17th, 2019, the New York 

City Board of Health unanimously 

approved a resolution --

MR. SIRI: That's right. 

MR. LEUNG: And resolution is 

in the paragraph 

MR. SIRI: That's right. 

MR. LEUNG: Continuing the 

public health emergency and 

requirement that all persons living, 

working, or attending school be 

vaccinated against measles. 

The resolution further provides 

that any person who is not vaccinated 

or the parent and/or guardian of the 

child who is not vaccinated shall be 

fined unless they demonstrate proof 

of immunity or that immunization is 

not medically appropriate. 

How do those two sentences not 

put your client on notice that they 

were to comply with the resolution, 
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irrespective of your argument that 

the final sentence only refers to the 

order? 

MR. SIRI: Because, your Honor, 

words have meaning. And in the 

violation description, it has to tell 

you what you are in violation of. 

The fact that it has -- I think 

the fact that it even defined the 

word resolution further supports why 

they chose, your Honor, to say, at 

the end, you are in violation of the 

order, I don't know. That's their 

choice. But that's what they chose 

to say that my client was in 

violation of. 

It did not say my client was in 

violation of the resolution in this 

violation description. I think if 

you want to -- we are not talking 

here about giving somebody a little, 

you know, you are talking here about 

requiring an injection of a product 

into somebody's body. 

I think you need to give some 
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very clear and explicit notice of 

what you are alleging they are 

violating. I think if you don't 

reference the right order, code, 

section, that's on them. 

That's the least, your Honor, a 

minimum safeguard to due process 

minimal safeguard to due process 

a 

required you to make clear what is it 

is you are violating. 

They wrote you violated the 

order, they chose to do that, you 

know, that's it. If they wanted to 

say you violated a resolution, they 

could have done that. 

It shouldn't have to be -- my 

client is not a lawyer, who is not an 

attorney, who doesn't speak English 

that well, to try to figure out 

precisely what it is, you know, they 

are being claimed they are in 

violation of. They should be able to 

read it and say, okay, it says I am 

violating the order, okay? Period. 

MR. LEUNG: Okay. I don't know 
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if you answered my question but I 

think you did. 

You are saying that the final 

sentence, because it contains the 

alleged violation of the order, 

controls because there is no sub 

there is no equivalent allegation. 

In other words, there is no 

Respondent failed to vaccinate child 

or otherwise submit acceptable 

immunity in violation of the order or 

resolution, which is what you are 

saying is required, if they are going 

to allege that he violated the 

resolution; is that a correct 

summation? 

MR. SIRI: Right. It should 

say -- the charge should say, you 

know, if you look at charging 

documents, it says in charging 

documents in criminal court, this is 

what you violated. 

you violated. 

It tells you what 

It doesn't say in here my 

client violated the order. It 
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doesn't say in here that they 

violated the resolution. That's not 

what's alleged. 

MR. LEUNG: Anything else from 

the other side? 

MR. MERRILL: Your Honor, the 

NOV is only -- to the extent that it 

puts you on notice of the resolution, 

it does that, and it cites 3.05, and 

that's the doctor's 

MR. LEUNG: I have enough to 

make a decision. Is there anything 

else anyone wants to put on the 

record before I close the hearing? 

MR. SIRI: On just that 

argument -- I have lots of other 

arguments, that's just the first. 

MR. LEUNG: You have other 

things? 

MR. SIRI: Oh, yeah, that's 

just the first. That's just the 

first argument. I have lots of 

arguments. Oh, no. 

MR. LEUNG: Let's move on -

MR. SIRI: You said you are 
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going to rule on that argument? 

MR. LEUNG: No, I don't rule on 

anything. I take things under the 

advisement and I make decisions in 

30 days. 

The only thing that I ruled 

here today was your request to have 

the 

MR. SIRI: The hearing officer 

MR. LEUNG: The issuing 

officer --

MR. SIRI: I apologize, the 

issuing officer. 

MR. LEUNG: Because of that 

hurdle, obviously, by rule, that you 

are entitled to it, but I am going to 

adjourn the hearing. 

So whether or not we have the 

hearing is determining on making that 

decision. That's why --

But everything else, the motion 

to dismiss, your arguments, I am 

going to take under advertisement. 

Since you have many other 
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decisions and we have many other 

cases, I am going to ask you to move 

on to your next argument. 

MR. SIRI: Yes. Absolutely. 

Okay. 

So, the second ground, your 

Honor, that we move on to that this 

summons was not properly issued is 

that pursuant to the New York 

Administrative Code Section 17-148C, 

okay, it provides that the Board's 

resolution must be published for 

three days before the public is 

deemed to be on notice of the 

requirements of the resolution. 

MR. LEUNG: Okay. 

MR. SIRI: Okay. If, your 

Honor, would like, I can read into 

the record the provision. 

MR. LEUNG: I have it. You 

don't need to read it. 

MR. SIRI: Wonderful. I'll 

keep going. 

MR. LEUNG: So you are saying 

it failed to do that? 
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MR. SIRI: Right. And I would 

like to put into evidence -- do you 

have the publications notice? 

I so have the -- so I am going 

to be handing, your Honor, a copy of 

the city register, Notice of 

Publication of the Resolution. 

MR. LEUNG: I am going to mark 

this as Respondent's -- did you put 

anything else into evidence at all? 

MR. SIRI: Not yet. 

MR. LEUNG: Let the record 

reflect that Respondent's 1 is a 

printout of the New York City Record 

of Online Reports for the Board of 

Health Measles Resolutions, dated 

4/17/2019, publication date lists 

here as 4/22 to 4/24/2019. 

Any objection for this coming 

into evidence? The Department of 

Health does not object. Respondent's 

1 has been submitted into evidence. 

(Whereupon, a document was marked 

as Respondent's Exhibit 1, for 

identification, as of this date.) 
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MR. LEUNG: What would you like 

to comment upon this Rl? 

MR. SIRI: Sure. So the 

publication, the three days, ended on 

April 24th. But, yet, the violation 

was issued on April 21st, that's the 

date and time of occurrence written 

on the summons, your Honor, which 

means it was issued, not even during 

the three days, which, itself, 

wouldn't have been valid. 

It was issued even before the 

three days of notice that was 

required for publishing the 

resolution. 

MR. LEUNG: Counsel for DOH? 

MR. MERRILL: I just want -

(Indiscernible.) 

MR. MERRILL: I think you can't 

have it -- so, you know, if he is 

going to say that the Board of Health 

resolution was in effect, then the 

order is still in effect. It can't 

be -- it can't be that there is this 

gap. So either one has to be -- it 
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can't be one or the other. 

MR. SIRI: Two quick things. 

Obviously, this is an argument in the 

alternative, correct, in that -- I 

just want to make it very clear for 

the record that our position is the 

resolution is not alleged to be 

violated in this order excuse me 

-- in this summons. 

So I am arguing on the term 

that that to the extent that you 

found the resolution to actually be 

in effect and that the resolution --

excuse me -- was alleged to have been 

violated in the summons, despite it 

not saying that in the summons. 

It was not that effective 

that it was improper to have issued 

this violation on the date of 

issuance. 

MR. LEUNG: Are you going to 

respond --

MR. SIRI: And, now, to 

directly to respond to Mr. Merrill's 

point, the Board is free to pass the 
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resolution when it did, but that 

doesn't change the notice 

requirements, as we now --

MR. LEUNG: I understand what 

you are saying, that the issue was on 

4/21 and that the notice, provided by 

this publication, was first published 

for three days, beginning on April 

22nd and ending on April 24th, and 

that any summons should have been 

issued on April 26th or 27th. The 

fact that it was issued before it was 

even published is insufficient notice 

in terms of how it pertains to the 

resolution. I understand your 

argument and I understand your 

position. 

MR. MERRILL: It would be that 

the order's date of effectiveness 

and when the resolution becomes 

effective -- because the risk is 

required and is put into effect and 

you can't have it both ways --

MR. SIRI: Mr. Merrill may not 

like the policy result of the way the 
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law works but that's what the law 

provides. It says any -- the Board 

power will be effective only until 

the next meeting of the Board. It 

was done at the Board meeting. It 

was over. 

The fact that there is a gap 

between the Board meeting, right, and 

when the notice is done -- and then 

it issues summonses again --

MR. LEUNG: Can I ask a 

relevant question? 

MR. SIRI: Yes. 

MR. LEUNG: Because that's what 

I am going to look at at the hearing 

MR. SIRI: Yes. 

MR. LEUNG: The resolution was 

valid, in effect, there wasn't 

notice I'm sorry. 

How do you deal with the issue 

of -- the possible issue that 

Petitioner might raise that the 

Board, on the 19th, acted to continue 

the Commissioner's April 9th order. 
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And although -- and on 

April 21st, when your client was 

served with the summons, the order 

I'm not saying -- I'm just saying 

the order was in effect --

MR. SIRI: There was no 

evidence. I assume counsel is, you 

know, he is an attorney speaking, 

there is no evidence on record, that 

I'm aware of, here today so far that 

shows that the resolution continued 

the order, right? 

Is it -- the only thing that 

they pointed to is the resolution 

language itself; is that correct? 

MR. LEUNG: The resolution, the 

summons, and the original order, so 

all of the evidence that we have. 

MR. SIRI: Right -

MR. LEUNG: And then 

MR. SIRI: Right. So, 

nothing -- right. I would love to 

see the language. I have read it a 

few times. I don't see anything in 

there that says the order of the 
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Commissioner hereby continues. There 

is nothing in the notice. 

So if -- what you are asking me 

is but if you found it was continued, 

right? 

MR. LEUNG: Right. 

MR. SIRI: Could a violation 

still be issued under the order. 

And my answer to that is no. 

And here is why. I would say because 

what takes the place of the order is 

the resolution, and that's just the 

way 3.01 is structured. It's just 

the way, you know, laws are to be 

enforced the way they are written. 

And it says that any such 

exercise of authority shall be 

effective only until next meeting of 

the Board. 

So at the next meeting of the 

Board, that Commissioner's order 

became a legal nullity, which took 

its place as the resolution. 

MR. LEUNG: I don't want to 

I have done other cases and there are 
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situations where if the Board 

continues the Commissioner's order or 

finds that it's continued, that we 

then have two live entities at that 

point. And that's why I am asking 

the question. 

MR. SIRI: Yes. 

MR. LEUNG: The live entity 

being the Commissioner's order, and 

then the Board's resolution. So you 

have two live entities at that point. 

The question that I have is 

assuming that I find that service was 

improper as to the resolution, I 

would like, on the record, for you to 

address the other possibility 

MR. SIRI: Yes. 

MR. LEUNG: which is that the 

resolution extended the order. And 

although the resolution may not be 

valid, because service was not 

effected in a timely manner, as per 

your argument, how do you address the 

issue that the order could still be 

alive at that point, by the Board's 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

80 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

action? 

MR. SIRI: To the extent that 

the order is, as you say, alive, by 

operation of the resolution, it's 

really the resolution that's alive 

and the order becomes an exhibit to 

it, essentially. 

The order, itself, by operation 

of law, is gone. It says any such 

exercise of authority -- shall be 

effective only until the next meeting 

of the board. So that Commissioner's 

order is a legal nullity. 

That the resolution chose to 

revise it, okay, the resolution chose 

to do that, but it's the resolution 

that's alive, and it's the resolution 

that then requires notice. 

What has happened in both 

proceedings before, as you know, is 

not binding, you know? 

MR. LEUNG: I understand. 

MR. SIRI: And the fact that, 

you know, that folks have done things 

certain ways can't change what the 
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law provides. 

MR. LEUNG: And again, the 

reason why I am saying this is that 

when everyone leaves the room and I 

have to write it, these are the 

issues that I have to address. 

How do you address the whereas 

from -- the second from the third 

from the bottom on Petitioner's 2, 

the resolution? 

MR. SIRI: Whereas second from 

the bottom? 

MR. LEUNG: Yeah. Third from 

the bottom. 

MR. SIRI: Third from the 

bottom. 

MR. LEUNG: Do you see that? 

MR. SIRI: Yeah. 

MR. LEUNG: Whereas pursuant -

MR. SIRI: I think that whereas 

pursuant, that's actually supports 

the point that I am making. 

Whereas pursuant to Health Code 

Section 3.01, the order issued by the 

Commissioner is only in effect until 
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the Board of Health convenes and 

either continues or rescinds the 

Commissioner's exercise of authority. 

Even though the Board made 

clear, understood, what happens to 

the order. It either needs to be 

continued or rescinded, right? 

MR. LEUNG: Right. 

MR. SIRI: And it still doesn't 

say in here --

MR. LEUNG: So what do you say 

happened? What did the resolution do 

to the order, in your opinion? 

MR. SIRI: In my opinion, what 

the resolution does is it doesn't 

rescind it and it doesn't continue 

it. 

But for purposes of this 

argument that I am making about 

notice, I actually don't think that 

that matters, does it? 

MR. LEUNG: Well, the notice 

matters to the resolution. I am 

talking about the order. 

So my question to you is: Your 
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position is that the resolution 

doesn't address continuing or --

MR. SIRI: It doesn't address 

continuing or rescinding, right, 

that's right. But -- it doesn't, but 

even if it did, it would be basically 

revising the Commissioner's order as 

through the resolution --

MR. LEUNG: We can talk a lot. 

I am going to give the Department of 

Health an opportunity. 

Do you want to address some 

important issues that I have been 

asking? 

MR. MERRILL: Yeah, I think you 

have to go back and remember this was 

an emergency that the Commissioner, 

you know, acted appropriately. 

The Board did continue the 

require that people be vaccinated. 

Now, there was exchange, yes or no, 

whatever, but I think it cannot be, 

you know, again, this is a remedial 

action, too. The reason that 

requirement has to still be in 
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effect. It had to be effective until 

MR. LEUNG: What is your 

position, Counsel, for DOH, regarding 

what the Board did in its resolution 

vis-a-vis the Commissioner's order; 

did it rescind it, did it continue 

it, or did it not address it in any 

way? 

MR. MERRILL: It doesn't -- it 

doesn't -- it continued the basic 

requirement, that people be immunized 

until -- until this becomes 

effective. 

But I would argue that the 

effective date of that is clearly 

it has to be the date that it is 

served. And that until then, it 

overcharged the NOV. There was a 

requirement, under both, that people 

be immunized. 

And this woman was not 

immunized, this child was not 

immunized, and the child continues 

not to be immunized, and that's a 
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violation of the order. 

MR. SIRI: Objection, but 

obviously 

MR. MERRILL: We can save a lot 

of time --

MR. SIRI: Go ahead. 

MR. LEUNG: Counsel, what is 

your position, Mr. Merrill, as to 

whether or not on April 21st, when 

the summons was issued, as to whether 

or not the Commissioner was ordered 

Pl was or was not in effect? 

MR. MERRILL: I -- I -- I 

think that the -- I think that the 

I 

at that time, the resolution was in 

effect, that the resolution -- it 

says that it took effect immediately, 

if you look at the last sentence. 

And I would, again, I would 

so if you are going to say that the 

service was short because it was 

before the third publication, then I 

think it's a service issue. 

But I do believe, looking at 

the terms of the resolution, it does 
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say effective immediately. 

MR. LEUNG: All right. Is 

there anything -- do you have any 

other arguments? Because you said 

you have a whole bunch. 

MR. SIRI: Yeah. Oh, yes. 

MR. LEUNG: Go ahead. 

MR. SIRI: Third, your Honor, 

may I -- may I just put on the record 

constitutional arguments? I want to 

say them to preserve them for appeal, 

as I understand you can't rule on 

them. 

MR. LEUNG: Yes. You can put 

anything you want on the record. 

MR. SIRI: And I to be 

efficient, I will just I will not 

argue them, I will simply state what 

violations, I believe, are occurred. 

And, so, you know, I understand 

the tribunal -- you can't deal with 

constitutional with issues, but I 

want to preserve for the record, that 

holding Respondents in violation for 

simply existing in their homes in the 
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state that God created them, issuing 

them a violation for not injecting a 

product into their children against 

their informed decision violates the 

constitutional rights to informed 

consent under the New York State 

Constitution and US Constitution, 

parental choice, under the New York 

State Constitution and US 

Constitution, bodily integrity, under 

the New York State and US 

Constitution, free exercise of 

religion under the New York State and 

US Constitution, substantive due 

process to life and liberty, under 

the New York State and US 

Constitution, procedural due process 

under the New York State and United 

States Constitution, the 9th 

Amendment right, under the United 

States Constitution, and the cruel 

and unusual punishment, under the New 

York State and United States 

Constitution. 

And I will also add that the, 
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you know, the Commissioner's order 

and resolution be --

(Indiscernible.) 

MR. SIRI: And these summons 

are also in excess of jurisdiction. 

We believe error of law, arbitrary 

and capricious, an abuse of 

discretion, an abuse of discretion as 

to the measure and mode of the 

penalty. 

And I would just like to 

preserve those for the record, your 

Honor. 

I would also ask that in order 

for me to properly address most of 

those arguments, I would need to 

conduct discovery. 

And because of that, I am going 

to make an application to depose the 

Commissioner of the New York City 

Department of Health, who issued the 

resolution, as well as the -- to the 

extent that, you know, if, your 

Honor, found that the resolution was 

effective here, I would also seek to 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

89 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

depose the representative of the 

Board of Health. 

MR. LEUNG: We have 

representatives from the Board of 

Health here, which --

MR. SIRI: The actual -- the 

head of the Board of Health. I would 

seek to have both of those 

individuals. 

MR. LEUNG: The Commissioner of 

the Department of Health? 

MR. SIRI: Is that the person 

who is in charge of the Department of 

Health. 

MR. LEUNG: I have to check. 

MR. SIRI: Thank you very much. 

Then I would just seek to depose the 

Commissioner of the Department of 

Health. 

MR. LEUNG: Can you just state 

the basis for your discovery request? 

MR. SIRI: Sure, your Honor. 

The basis of the application is that 

in order to make fulsome record as to 

the violations of the New York State 
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Constitution and the US Constitution, 

and as to various other provisions of 

law, including C.P.L.R. it's 

Article 78 of the C.P.L.R., and 

having a fulsome record as to the 

factual basis upon which the 

Commissioner decided every single 

sentence in the resolution and the 

order is necessary. 

I could -- I don't want to 

belabor it, but there are lots of 

representation in the order that, for 

example, that measles -- with regard 

to the measles, with regard to the 

MMR, with regard to the safety and 

efficacy of that product, as well as 

with regard to the concerns regarding 

the measles virus. And those 

underpin the ultimate order in here. 

And I think that the Commissioner 

should have to answer to, you know, 

be able to be put to the proof of her 

claims in this order in order to 

actually address those constitutional 

and other grounds, which I understand 
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you can't adjudicate at this level. 

I would also --

MR. LEUNG: Before that, can I 

put on the record that we have the 

physician here, who is a 

representative of the Department of 

Health, who can address those 

underpinning questions that you have. 

So, again, I am going to ask 

you: What is it about the 

Commissioner, herself, that you would 

like to ask that cannot be answered 

by the physician here regarding those 

specific questions that you just 

addressed? 

MR. SIRI: Well, the 

Commissioner issued the order, your 

Honor. 

MR. LEUNG: Well, I understand 

that, but we have representatives of 

the Commissioner here, who are 

standing in for her, in terms of 

representing them here. 

MR. SIRI: And they are 

speaking on her behalf? 
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MR. LEUNG: They are 

representatives of the department, 

just like district attorneys are 

represented by assistant district 

attorneys, general counsel is here 

for them. 

MR. SIRI: Right. So, as you 

know, when you bring those cases, you 

bring them against the actual 

Commissioner, in their capacity, 

obviously, as the Commissioner of the 

Department, but again, it's the 

Commissioner, themselves. 

And, so, I am asking: Are they 

speaking on behalf of the 

Commissioner here today? 

MR. LEUNG: You can ask him the 

question. How do you want to address 

this? 

MR. MERRILL: I am having a 

hard time understanding how -- I 

think this is just harassment. I am 

having a hard time 

MR. SIRI: I object to that. 

MR. MERRILL: Hear me out. 
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MR. SIRI: It's okay. 

MR. MERRILL: I am having a 

hard time understanding how a 

deposition relevant. 

If you believe this is 

unconstitutional -- which, by the 

way, the Court has to agree to have a 

deposition -- then, okay, you should 

be able to articulate how 

unconstitutional regardless of 

deposing the Commissioner on what she 

believes and science believes on 

measles and the efficacy of the virus 

-- of the MMR. 

I should point out there was 

litigation challenging the order, it 

was upheld, so the constitutional 

arguments were rejected. 

In terms of the free exercise, 

that was rejected in Prince versus 

the City of New York. And it was, 

again, more recently, it was rejected 

in the unsuccessful challenge to the 

New York State, elimination of the 

religious exemption to vaccine. 
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So, again, you can put on 

record that you believe all of these 

things are unconstitutional, you can 

-- not everyone is going to agree 

with you, and a lot of courts haven't 

-- but to come out and say, well, I 

need to depose the -- and, you know, 

ask a whole bunch of questions on the 

medicine and why you believe measles 

is bad and why you believe the MMR is 

safe, I don't think -- I am having a 

really hard time understanding how it 

goes to those -- arguments. 

MR. SIRI: So the only -- the 

first instance I heard was on the 

free exercise, not all of the other 

grounds that I raised, just one --

MR. LEUNG: I --

MR. SIRI: And second, I am not 

here in response to your question, 

your Honor, on whether or not they 

are speaking on behalf of the 

Commissioner who actually issued the 

order. 

MR. LEUNG: Okay. I think 
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that's a hyper -- a technical 

question. They are a representative 

of the agency, which the Commissioner 

is the head of. 

So you are saying do they 

directly represent and speak for the 

Commissioner. I mean that's -- I 

don't know -- I don't know if you 

want to ask --

MR. MERRILL: So, again, I'm 

not sure, I am taking a poke here, I 

don't know what he wants to ask. 

If he wants to ask our position 

on measles and vaccines, Dr. Rosen 

will speak to the, you know, the 

agency --

MR. LEUNG: Do you know based 

on your -- so, Counsel, based upon 

your record, you may have more basis 

for your reason for deposing the 

Commissioner. I am going to deny you 

because I believe that this doctor 

here can answer those questions. 

I am going to give you the full 

opportunity to start. If you want to 
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ask the doctor questions, please do. 

MR. SIRI: I will get to those. 

I have just a few more quick, 

procedural things. 

Is it a little warm for anybody 

here? 

MR. LEUNG: It is. You can 

open the door. 

MR. SIRI: Yeah? 

MR. LEUNG: That's the only way 

we can get circulation in this 

defective room, so I apologize. 

MR. SIRI: No problem. I 

usually like it warm. I can I 

never want to make anybody sweat. 

MR. LEUNG: Okay. Go ahead, 

Counsel. 

EXAMINATION BY 

MR. AARON SIRI, ESQ.: 

Q. I'm sorry, was it Dr. -

A. Rosen. 

Q. Good morning. I am going to ask you 

a few questions, Dr. Rosen. If you don't 

understand any of the questions at any time, 

please let me know, okay? 
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A. Yes. 

MR. SIRI: And the witness was 

sworn in? 

MR. LEUNG: Yes, she was. 

Q. And you understand that you are 

testifying under the penalty of perjury, 

correct? 

A. Correct. 

Q. In order to streamline some of my 

questions, I am going to give you a list of 

acronyms, and if you can tell me what they 

mean, this way we have defined terms as we go 

through some questioning relating to the 

order. 

HHS, what does that stand for, do 

you know? 

A. Oh, man, Health and Human Services. 

Q. Yes, I believe it's the Department 

of Health and Human Services. 

And CDC? 

A. Centers for Disease Control. 

Q. And Prevention, correct? 

Have you ever worked for the CDC or 

have been involved with the CDC? 

A. I have. 
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Q. When did you work for the CDC? 

A. From 2007 through 2009. 

Q. And what did you do there? 

A. I served as an epidemic and 

intelligence service officer. 

Q. And you are aware that HHS is the 

department under which the CDC -- is an 

agency under the department of HHS, correct? 

A. Correct. 

Q. And what does the FDA stand for? 

A. Food and Drug Administration. 

Q. And ASIP? 

A. Advisory Committee on Immunization 

Practices. 

Q. And that is a committee within the 

CDC, correct? 

A. Correct. 

Q. And they are the ones who, 

essentially, are the -- is the board that 

decides the CDC's vaccination schedule that 

most physicians in the country follow, 

correct? 

A. They make the national 

recommendations for the routine immunization 

program. 
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Q. So when you pull up the CDC 

immunization schedule, that's the schedule 

that ASIP has voted upon, essentially? 

A. Well, it's the ACIP recommendation. 

Q. Yep. And the IOM? 

A. That's the Institute of Medicine. 

Q. And that's part of the National 

Academy of Sciences? 

A. Correct. 

Q. And that is not part of HHS, unlike 

the CDC and FDA, correct? 

A. Correct. 

Q. They are an independent body? 

A. Correct. 

Q. They are hired to conduct science 

scientific reviews, right? 

A. I can't speak to the process for 

hiring. 

Q. Is the CDC -- fair enough. Have you 

worked for any other federal health agencies 

other than the CDC? 

A. No. Well, I was with the 

Commissioned Corps --

Q. With the what? 

A. I was an employee of the 
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Commissioned Corps when I was based at the 

CDC; it's the US Public Health Service. 

Q. Great. So you got to wear the 

regalia? 

A. I did. 

Q. Are you familiar with the National 

Childhood Vaccination Act of 1986? 

A. I am not very familiar. 

Q. But are you at least aware that it 

is the act that gave immunity to liability to 

pharmaceutical companies for injuries caused 

by their vaccine products? 

A. I don't know the details. 

Q. I am asking for your what your 

knowledge is. Are you aware of whether or 

not pharmaceutical companies can be sued for 

injuries caused by their vaccine products? 

A. I am not aware. 

Q. You don't know. Okay. So what do 

you know about the National Childhood 

Vaccination Act of 1986? 

A. I -- that's -- I don't know 

anything, really, about that act. 

Q. Nothing at all. So you are not 

aware that the manufacturer of the MMR 
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vaccine, Merck, cannot be sued for injuries 

caused by their MMR vaccine? 

A. I am not familiar with the process 

for manufacturing companies. 

Q. Are you aware -- but are you aware 

that -- if you could answer yes or no on that 

one 

A. No, I am not aware. 

Q. You are not aware of that. So you 

are not aware that Merck can be sued for 

injuries caused by the MMR vaccine? 

A. No. 

Q. What is a virus? 

A. A virus is a -- it's an infectious 

disease particle that can lead to illness of 

which measles is one example. 

Q. How does it lead to illness? 

A. It enters a person's body through 

different possible routes; it could be 

respiratory, it could be through the blood, 

and it can replicate, and it can cause -- it 

can infect different organs of the body and 

cause symptoms. 

Q. Viruses replicate and they take over 

cells in the body, either they go into DNA or 
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they can enter through their fluids, right? 

A. Correct. 

Q. And they can -- the cells -- okay 

right. Okay. And usually, the route of 

infection is actually the mucosal surfaces, 

right, your eyes, your intestinal tract, your 

lungs; that's the normal route that a human 

being would be contacted with a virus, 

correct? 

A. That's a common route, yes. 

Q. Did you discuss your appearance or 

testimony here today with anybody before 

today, before this hearing starting? 

A. Yes, at work, it was discussed that 

I would be attending here. 

Q. Who did you discuss that with? 

A. The people that are in the room. 

Q. Other than your conversations with 

counsel, anybody that wasn't an attorney? 

MR. LEUNG: I am going to just 

put on the record -- what I am going 

to do is I am going to allow you to 

ask relevant questions of the doctor. 

I understand 

MR. SIRI: I am just getting a 
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foundation going. I am taking 

long 

MR. LEUNG: The reason I am 

cutting this short -- I am asking you 

to cut this short is I want you to 

get to the issues regarding the 

policy. I think you had some policy 

issues. 

I don't want this to be a 

runaround. I know you asked for a 

deposition of the Commissioner and I 

am asking you whether or not the 

doctor --

(Indiscernible.) 

MR. LEUNG: So what I am going 

to do is just limit your questions to 

relevancy as to what we are here for, 

which is the hearing. 

We have nine other cases. I 

understand you have to -- I am giving 

you a lot of leeway. Normally, I 

don't have hearings that last an 

hour, we don't have that time, but I 

am giving you a lot of leeway to ask 

her questions. 
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Who she spoke to in preparation 

of this I don't believe is relevant. 

If you are going to challenge her 

credibility regarding her knowledge 

of medical science and things of that 

nature -- it is not a full-blown 

trial. We don't have the resources 

and the time for that. I am going to 

ask you to get to the relevant 

questions. 

MR. SIRI: Can I ask her about 

her background? 

MR. LEUNG: You can. 

Q. Can you tell us about -- just what's 

your education, what degrees do you hold? 

A. I have a bachelor in science from 

Cornell University, an M.D. from Stony Brook 

Medical Center, I completed a residency in 

internal medicine at NYU, I completed a 

fellowship at the CDC as an epidemic 

intelligence service officer where I worked 

with Respiratory Diseases branch. 

I have been at the New York City 

Department of Health since 2009. I am 

currently the Director of Epidemiology and 
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Surveillance for the Bureau of Immunizations. 

We oversee surveillance and outbreak 

investigations for vaccines, preventible 

diseases, including measles. 

Q. Thank you. Now, in the summons, it 

states that the review of Department of 

Records, it shows that Respondent, who is at 

least six-months-old, lives at -- and it 

provides an address which is located in one 

of the affected zip codes. 

How did the Department determine the 

Respondent's address? 

A. This person was exposed to -

identified as having been exposed to measles. 

And when an exposure occurs -- so, for 

example, if somebody is exposed at a medical 

facility, the address -- the name and the 

address of the people exposed are provided to 

the Health Department. So--

Q. By the physician's office? 

A. By the place where the exposure 

occurred. So, for example, if it was -- if 

the exposure occurred at an outpatient 

medical provider's office, the address would 

have been provided by that provider. 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

106 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

Q. And, so, who was providing these 

names and addresses; was it medical 

providers, typically? 

A. A majority of the exposures that 

occurred did happen in medical settings, so 

it was the healthcare facility that would 

have --

MR. LEUNG: I will limit the 

questions to this child, not policy. 

As to this child, Doctor, do 

you know how the Department of Health 

came in possession of his -- this 

address? 

MR. SIRI: Sure. 

THE WITNESS: I don't know the 

details of where this particular 

person was exposed. 

MR. LEUNG: Okay. Counsel, 

next question. 

Q. But how did you get the address, 

from who? 

A. As I mentioned, I don't know for 

this particular child, where they were 

exposed, to have acquired the list of people 

exposed. 
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So if they were exposed in a 

healthcare facility, it would have been the 

healthcare facility. 

Q. But you don't know the name of the 

healthcare facility that provided that 

information? 

A. We could obtain that; I do not have 

that. 

Q. And you don't know -- and just know 

that you believe that the address came from 

that unknown facility unnamed facility? 

A. An address would have been provided 

by the -- at the setting of exposure. I 

don't know if it was a medical facility but 

it, for example, if it were, that's where we 

would have received the initial address. 

We also have access to the citywide 

-- the New York Citywide Immunization 

Registry, which -- in which providers are 

required to enter vaccination records to all 

-- for all -- for doses administered to all 

children in New York City. That's another 

source of address information. 

Q. And that registry, does it sometimes 

have -- is it sometimes missing immunizations 
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that have been administered? 

A. The vast majority, because it is 

required by law for providers in New York 

City to enter doses that were administered, 

it is highly complete, it is not 100 percent 

complete. 

And, so, typically in the setting of 

an exposure to measles, when people are 

identified as having been exposed, if we 

identify a child who doesn't have 

documentation of immunization, if they had 

been exposed in a healthcare facility, we 

would typically reach out to the healthcare 

facility and ask if they have any 

supplemental records that haven't been 

entered into the CIR. 

We would also try contacting -- we 

may try contacting the family of the person 

who is exposed and request additional 

information. 

Q. But you don't know the name of the 

health facility for this Respondent, correct? 

A. I do not know where this person was 

exposed. 

Q. And, so, you are assuming that that 
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happened in this instance, you don't know for 

sure, correct? 

A. I know -- I am assuming it was. 

Q. You are assuming that the procedure 

that you just outlined, for confirming 

records, happened in this instance, but you 

don't know? 

A. I don't know where this person was 

exposed. I do know that for every person 

who's exposed to measles, and who received a 

summons, before someone receives the summons, 

they are looked up in the Citywide 

Immunization Registry. 

Q. And who did that in this instance? 

A. One of the staff at the Department. 

Q. You didn't do it? 

A. No. 

Q. What's the name of the Respondent in 

this case? 

A. What do you mean, the child or the 

Respondent? 

Q. The Respondent. I assume you are 

not charging the child, but go ahead. 

A. Malky Tabak. 

Q. And what's the name of the child --
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her child? 

A. We have been going only by initials. 

MR. LEUNG: I am not going to 

allow that for privacy reasons. We 

are going to use initials. 

Q. Let me ask you this: Do you know 

the name of the child? 

A. I do not. 

Q. Do you know of whether the 

Respondent's child had moderate or severe 

acute illness, with or without fever, at the 

date and time the summons -- the violation 

listed on this summons? 

A. I know that we do not have 

documentation of any contraindication to 

having been vaccinated. 

Q. Please answer my question. Do you 

know whether Respondent's child had moderate 

or severe acute illness, with or without 

fever, at the date and time listed on the 

violation of the summons? 

A. I do not. But --

Q. Do you know whether Respondent's 

child had a severe allergic reaction after a 

previous dose of any vaccine? 
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A. We don't have any documentation of 

such a reaction. 

Q. Please answer the question. Do you 

know whether or not Respondent's child had a 

severe allergic reaction after a previous 

dose of any vaccine? 

A. No. 

Q. Do you know whether Respondent's 

child had a severe allergic reaction after 

previous dose of any other drug? 

A. We don't have any such 

documentation. 

Q. Okay. I will ask you again. Do you 

know whether Respondent's child had a severe 

allergic reaction after a previous dose of 

any other drug? 

A. No. 

Q. Do you know whether Respondent's 

child had a severe allergic reaction in the 

past to a vaccine component? 

A. We don't have such documentation. 

Q. Yes or no, please. 

A. No. 

Q. Do you know whether Respondent's 

child is allergic to gelatin? 
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A. We don't have such documentation. I 

am not aware of this child, no. 

Q. Are you aware of whether or not the 

child is allergic to gelatin? 

A. No. 

Q. Do you know whether the child is 

allergic to chicken embryo cells? 

A. No. 

Q. Do you know whether the child is 

allergic to human diploid fibroblasts? 

A. No. 

Q. Do you know whether the Respondent's 

child is allergic to fetal bovine serum? 

A. No. 

Q. Do you know whether the child is 

allergic to neomycin? 

A. No. 

Q. Do you know whether the Respondent's 

child is allergic to sorbitol? 

A. No. 

Q. Do you know whether the Respondent's 

child has severe immunodeficiency or any kind 

of immunodeficiency? 

A. No. 

Q. Do you know whether the Respondent's 
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child has a family history of altered 

immunocompetence? 

A. No. 

Q. Are you aware of whether the child 

the Respondent's child has received, 

within the last 11 months, any antibody 

containing blood products? 

A. No. 

Q. Are you aware whether the 

Respondent's child has a history of 

thrombocytopenia? 

A. No. 

Q. Are you aware that the Respondent's 

child has thrombocytopenic purpura? 

A. No. 

Q. Are you aware that all of the items 

I just listed there are some of the 

contraindications to the MMR vaccine listed 

by the CDC and adopted by the New York State 

Department of Health? 

A. Some are. 

Q. Which ones aren't? 

A. So, you did -- you did list 

contraindications to vaccination, several of 

the ingredients that you listed to the 
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vaccine would not cause an allergic reaction. 

I think your point was to say that a 

contraindication would be a severe allergic 

reaction to a vaccine or a component and 

that's correct. 

Q. So you are saying that having an -

you are saying that it's not a 

contraindication to be allergic to some of 

the ingredients in the vaccine that I have 

just listed? 

A. I am saying that it is a 

contraindication if you are allergic to a 

vaccine component. I am saying that allergic 

reactions are not expected to all of the 

ingredients that you just listed. 

Q. And how do you know that? 

A. Because we know what common 

allergies are. 

Q. When you say "we", who do you mean? 

A. Common -- common allergies would be 

to something -- or an allergic reaction could 

occur typically to something like neomycin or 

gelatin. 

Q. And those are contained in the MMR 

vaccine? 
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A. Correct. 

Q. But you don't know whether this 

child has an allergy to those, correct? 

A. I know that this family did not 

submit medical documentation. 

Q. Do you know whether this child had 

allergic reaction to gelatin or neomycin 

before this summons was issued? 

A. I do not. 

Q. Now, your violation is based on 

Respondent's not providing the MMR vaccine to 

their child, correct? 

A. Correct. And I -- and not 

submitting documentation of immunity or a 

medical contraindication. 

Q. Does the benefit outweigh the risk 

for injecting the MMR vaccine into this 

child? 

A. Based on the information we have, 

yes. 

Q. But you don't know whether or not 

this child has any of the contraindications 

that we just listed, correct? 

A. Well, that the -- they were notified 

that they -- if there were medical 
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contraindication, that that documentation 

should be submitted. 

Q. Before the summons was issued, did 

the Health Department know whether this child 

had any of the contraindications we just went 

through? 

A. No and that's why the family was 

given an opportunity to submit that 

documentation. 

Q. So when the summons was issued, and 

sitting here today, you don't know whether 

the child was a contraindication to any of 

the to the MMR vaccine, correct? 

A. Correct. 

Q. Okay. So I am going to ask you 

again. Sitting here today, do you know 

whether the benefits of the MMR vaccine 

outweigh the risks for this child? 

A. Based on the information that we 

currently have received, yes. 

MR. LEUNG: I am going to ask 

you to move on to a different 

subject. Go ahead. Ask. 

Q. Did you contact the Respondents to 

ask if their child had received the MMR 
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vaccine? 

A. I cannot comment on this particular 

case. 

Q. You don't know? I am asking for 

your knowledge. You are here testifying 

on 

A. Yes, I know that we do not have any 

documentation of vaccination or a medical 

Q. I am asking: Did you contact the 

Respondent to ask if their child had received 

the MMR vaccine? 

A. I did not. 

Q. Do you know -- do you have specific 

knowledge of somebody at the Health 

Department contacting the Respondent to ask 

if their child had received the MMR 

vaccination? 

A. I -- I don't have access to that 

information right now, it is possible that 

someone from the Health Department called the 

family. 

Q. But you don't know? 

A. We can -- we can confirm that, I 

just --

Q. But I am asking -- but you don't 
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know, right? 

A. I do not know. 

Q. Did anybody from the Health 

Department contact this Respondent to ask if 

their child is a contraindication to the MMR 

vaccine? 

MR. LEUNG: Let me just say, 

Doctor, to the best -- to your own 

personal knowledge, you can't speak 

to anyone else, just to your own 

personal knowledge. 

I am going to ask to take a 

break. Just give me two seconds. I 

am just going to pause the hearing 

for a second. 

(Whereupon, a brief recess was 

taken at this time.) 

* * * * 
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C E R T I F I C A T E 

I, JACQUELINE N. FAUGHT, a shorthand 

reporter and Notary Public within and for 

the State of New York, do hereby certify: 

That the witness(es) whose testimony 

is hereinbefore set forth was duly sworn by 

me, and the foregoing transcript is a true 

record of the testimony given by such 

witness(es). 

I further certify that I am not related to 

any of the parties to this action by blood or 

marriage, and that I am in no way interested 

in the outcome of this matter. 

JACQUELINE N. FAUGHT 
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CASE NAME: 
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MR. LEUNG: Let me just say, 

Doctor, to the best -- to your own 

personal knowledge, you can't speak 

to anyone else, just to your own 

personal knowledge. 

I am going to ask to take a 

break. Just give me two seconds. I 

am just going to pause the hearing 

for a second. 

(Whereupon, a brief recess was 

taken.) 

MR. LEUNG: Okay. The record 

should reflect that I stepped out, 

spoke to a hearing supervisor, and 

now I'm back in. Go ahead, counsel. 

MR. SIRI: Okay. Thank you. 

EXAMINATION BY 

MR. SIRI: 

Q. Doctor, does the MMR vaccine 

involve an injection into the body? 

A. 

question. 

Q. 

done 

I would like to go back to your 

Your attorney -- when I'm 
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MR. MERRILL: Yeah. 

MR. SIRI: When I'm done you 

can redirect. 

MR. LEUNG: Two things. 

Counsel, I don't mean to cut you 

short. 

MR. SIRI: Yes. 

MR. LEUNG: We have other 

hearings. What I'm going to ask you 

is, your overall argument here in 

this line of questioning is that it 

wasn't medically necessary for this 

child or 

MR. SIRI: That's one of the 

reasons under the order is that 

whether it was medically appropriate 

and I seek to establish here today. 

Yes. But I need the opportunity to 

establish that factual record, your 

Honor. Without establishing it, I 

don't know how you can rule on -- on 

that point. 

MR. LEUNG: Okay. Normally, 

you would establish that record by 
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bringing in evidence. In other 

words --

MR. SIRI: You want to put the 

burden on my client? 

MR. LEUNG: No. No. No. I'm 

not putting the burden, but the issue 

is that you were served a summons 

that said there was no proof of 

immunization or proof of immunity or 

proof of a medically -- a medical 

exemption. So those are the three 

allegations here. No immunization, 

no proof of immunity, and no --

MR. SIRI: It doesn't say 

anything about a medical exemption in 

the violation in the last sentence. 

But even if it did, I certainly 

should have the opportunity to 

present a defense that it wasn't 

medically appropriate. How can I 

not? 

MR. LEUNG: No. No. You can 

present a defense. All I'm saying is 

that if you ask her questions and she 
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says -- you know what, I'm going to 

let you continue. Go ahead. 

MR. SIRI: Thank you, your 

Honor. 

Q. Does the MMR vaccine involve an 

injection into the body? 

A. Yes. 

Q. What company manufactures the 

MMR vaccine in the United States? 

MR. LEUNG: Okay. That's what 

I'm talking about. How is that 

relevant to the hearing? 

MR. SIRI: They are ordering -

she testified that an injection of 

this product into my client's body 

you don't think that in understanding 

that product, its risks, its 

benefits, is relevant to whether it's 

moderately appropriate to require 

that injection? 

MR. LEUNG: The issue right now 

is whether or not -- I understand 

your overall argument in terms of 

constitutional arguments 
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MR. SIRI: No. No. Not only 

that constitutional argument. The 

order provides it should be medically 

appropriate. So All right -- I am 

seeking to establish that it was 

medically appropriate. 

MR. LEUNG: Okay. Let me just 

take a look here, real quick, of what 

the order says. Because what's going 

to happen here is --

MR. SIRI: So your saying that 

there is no medical exemption given 

this order? Your saying that this 

child has to get it no matter what? 

MR. LEUNG: No. No. No. I'm 

saying that you are served with a 

summons and that they are --

MR. SIRI: I understand. 

MR. LEUNG: The summons 

established that okay. The 

summons established a prime facia 

case against your client that they 

didn't get immunized as ordered by 

the Commissioner. Or in the 
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alternative, show proper immunity to 

the measles or a proper medical 

exemption. We're here for that 

hearing now. The summons alleges 

that. 

So their saying that your 

client didn't do any of those three 

alleged things. Getting immunized, 

show proof of immunity --

MR. SIRI: Even if I accept 

everything you just said, your 

Honor --

MR. LEUNG: No. It's an 

allegation. I'm not saying accept 

it. I'm just saying that's what the 

summons alleges. 

MR. SIRI: Right. Well, if the 

summons does allege that, though I 

will say it says, failed to vaccinate 

or provide proof of immunity. But 

let's just say that it also failed to 

provide, you know, medically -- you 

know, that it is not medically 

appropriate, which doesn't say that 
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in the last sentence. 

MR. LEUNG: Okay. Right. 

MR. SIRI: This, I'm seeking to 

establish that right now. 

MR. LEUNG: Establish what? 

MR. SIRI: That it's not 

medically appropriate. 

MR. LEUNG: Medical 

exemption --

MR. SIRI: Your using the term 

"medical exemption." It says, 

medically appropriate. 

MR. LEUNG: Okay. What I'm 

going to do is, your making an 

argument that it is not medically 

appropriate for this client. Well, 

I'm asking you to say it. You can 

testify, you can say affirmatively 

what these questions are that your 

trying to establish, which is that 

there may have been an adverse 

reaction to certain ingredients. But 

what your trying to establish is 

that, she doesn't know whether or not 
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he does or not. Which establishes --

what I'm trying to --

MR. SIRI: Well, moving on from 

there already. 

MR. LEUNG: Yeah. 

MR. SIRI: I'm just going to 

move onto other stuff. 

MR. LEUNG: What I'm trying to 

do is -- what I'm doing is -- what I 

have been told by my supervisor is, 

you need to move on because if these 

are not -- what I'm trying to do is, 

prevent the other nine from being 

defaulted. What their saying, is 

that time is of the essence in terms 

of getting these down. 

MR. SIRI: Look, I've got to 

put a proper defense. I just can't 

stress enough, you know --

MR. LEUNG: I think this 

hearing began over an hour ago, sir. 

MR. SIRI: Your -- these people 

are just living in their homes. 

MR. LEUNG: Now, I 
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understand --

MR. SIRI: They're just 

existing. 

MR. LEUNG: I understand that. 

MR. SIRI: And their in 

violation for existing --

MR. LEUNG: Right. 

MR. SIRI: -- as God created 

that. That's literally what we're 

talking about here today. 

MR. LEUNG: I know. 

MR. SIRI: If I -- I need to be 

able to make a proper record, not 

only for this hearing, but also for 

appeal. 

MR. LEUNG: And I think I've 

given you the opportunity to make a 

proper record. 

MR. SIRI: I would say I have 

not even touched on the medical 

appropriateness then. 

MR. LEUNG: Well, I'm going to 

ask you --

MR. SIRI: But you know, I --
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you know, I would say that -- let's 

look at it this way, if you can carry 

over the record from here to the 

other hearings, that will make it 

but I need an opportunity to make my 

record. 

MR. LEUNG: You can make your 

record. You can ask a couple of more 

questions and then we're going to 

have to move along. 

MR. SIRI: I got to object to 

that. 

MR. LEUNG: You can object to 

anything you want. 

MS. PEONE: I'm sorry. Can I 

just 

MR. SIRI: I know. I'm just 

putting on the record my objection 

that I have not been given enough -

asking just a few more questions is 

not, you know -- I strenuously object 

because I'm not being provided an 

opportunity to create a record. 

MR. LEUNG: I understand your 
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objection, counsel. 

MR. SIRI: Okay. 

Q. All right. So again, what 

companies manufacturer the MMR vaccine that 

this order says my client should be 

injected with? 

MR. LEUNG: You can answer 

that. Go ahead. 

A. Merck. 

Q. Merck? 

A. Yes. 

Q. They're the only manufacturer, 

correct? 

A. I can't comment on that. 

Q. Do you know when the MMR 

vaccine was licensed? 

MR. LEUNG: Counsel, I'm going 

to stop it here because I don't -

you can make your ultimate argument. 

If your ultimate argument is that you 

believe this MMR 

MR. SIRI: How can I make an 

ultimate argument without a factual 

record, your Honor. 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

132 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

MR. LEUNG: Because what we're 

doing right now 

MR. SIRI: You want me to just 

say into the ether that it's not 

medically appropriate? How do I do 

that without a factual record? 

MR. LEUNG: You can ask the 

doctor and you can establish 

MR. SIRI: You want me to just 

say is it medically appropriate? 

MR. LEUNG: Well, what is your 

basis? You can make --

MR. SIRI: I'm trying to 

establish that. 

MR. LEUNG: Your trying to 

establish what? 

MR. SIRI: That it's not 

medically appropriate, but I need to 

be given an opportunity to question 

the doctor. 

MR. MERRILL: I object to the 

term "medically appropriate." That's 

not in the order anyway. 

MR. LEUNG: Well, I 
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MR. SIRI: It's in the 

violation. It's in the summons. 

While your looking at that, can 

I just ask a few more questions? 

Q. 

MR. LEUNG: Go ahead. 

MR. SIRI: Okay. 

Well, I'm going to -- I'll try 

to make this quicker. Can the MMR vaccine 

cause brain damage? 

A. Serious allergic serious 

reactions to the MMR vaccine is very rear. 

Q. Please answer the question. 

Can the MMR vaccine cause brain damage? 

Yes or no? 

A. That is not a typical reaction 

of the MMR vaccine. 

Q. Can the MMR vaccine cause brain 

damage? Yes or no? 

MR. LEUNG: Okay. Counsel, I'm 

going to just 

doing this --

the reason why I'm 

MR. SIRI: Can I make an 

application to have a deposition and 

we can come back another day? 
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MR. LEUNG: Yeah. First off 

MR. SIRI: After I've had an 

opportunity to figure out --

MR. LEUNG: This is the offset 

of a trial hearing. It is not a full 

blown hearing. It's not a full blown 

trial. So the procedures are 

streamlined for an efficiency and to 

get to the facts. 

MR. SIRI: I don't -

MR. LEUNG: There's no 

provisions for depositions. 

MR. SIRI: Okay. Okay. So 

your denying the application? 

MR. LEUNG: I'm denying the 

application. Yes. 

MR. SIRI: That's fine. Okay. 

So I'd like to continue to question 

the witness. 

MR. LEUNG: Okay. I'm going to 

rule and I don't mean to counsel, 

let me just establish I don't even 

know what time this hearing started. 

It's almost noon now. I think its 
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been over an hour. You have nine 

other cases. 

The issue that I'm going to 

read here is the following: On 

page 2 of the order that is at issue 

here in the summons, is that the 

child should be vaccinated against 

measles and such parent or guardian 

shall demonstrate that the child has 

immunity or document to the 

satisfaction of the Department that 

said child should be medically exempt 

from this requirement. So questions 

right now regarding whether or not 

the -- who made the MMR vaccine, does 

it cause X, Y, and Z damages done, 

does not go to the issue of whether 

or not the child had immunity, 

whether he had the proper 

vaccination, or whether he was 

medically exempt. 

MR. SIRI: Really? Why not? 

MR. LEUNG: Because medically 

exempt is an issue, an affirmative 
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defense that you can raise by 

producing evidence, that my client is 

medically exempt for X, Y, and Z 

reasons and here's a doctor's note. 

Or here's my document that says that 

it's medically exempt. It's not by 

asking questions that can be negated 

by this -- negated by this doctor 

saying no to every question you ask. 

It doesn't establish the medically --

MR. SIRI: But your assuming -

you just assumed that --

MR. LEUNG: I'm not assuming 

anything. No. No. 

MR. SIRI: They're not just -

MR. LEUNG: I'm assuming based 

upon the chain of questions and the 

questions that I've allowed that I 

should have stopped. Such as, who 

makes the vaccine. I mean, that's a 

discovery question for counsel in a 

civil litigation. It has nothing to 

do with whether or not the child was 

vaccinated. 
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MR. SIRI: Whether it's a 

predicate to the documentation that 

shows? 

MR. LEUNG: Do you --

MR. SIRI: I have plenty of 

documentation. 

MR. LEUNG: Are you having 

Merck --

MR. SIRI: I wanted to 

establish --

MR. LEUNG: Counsel, do you 

have documentation showing whether or 

not this child is medically exempt 

from the requirement or has the 

proper immunity? 

MR. SIRI: Yes. All of this 

over here shows that this child 

should not receive the MMR vaccine 

and I need to go through it with this 

document and establish that. 

MR. LEUNG: Okay. So all of 

those documents show what? Just tell 

me what it shows. 

And the record should reflect 
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that counsel is pointing to a box 

full of documents. What will those 

documents show? Just give an offer 

of proof. 

MR. SIRI: Sure. The offer of 

proof shows that the risks of the MMR 

vaccine outweigh the benefits for 

this child. 

MR. LEUNG: Okay. And how does 

that address the following issues: 

Whether or not the child was 

vaccinated, whether or not the child 

had the proper immunity, or whether 

or not the child was medically 

exempt? 

MR. SIRI: Should be medically 

exempt because the risks outweigh the 

benefit. 

MR. LEUNG: Okay. And it's 

through questioning and -- what 

documents do you have to show that 

MR. SIRI: I have the clinical 

trials of the MMR. I've got all 

kinds of documents regarding the 
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product. 

MR. LEUNG: Please testify in a 

summary fashion as to what your 

evidence will show. Because I want 

that to be in the record and I don't 

want to exclude your evidence, but 

I'm not going to allow you to 

question this doctor as to every 

chain of science leading up to 

whether or not the MMR vaccine is or 

is not safe. 

MR. SIRI: Well, your assuming 

what I was going to ask. 

MR. LEUNG: I'm not assuming 

anything. I'm just trying to 

expedite this hearing to give you a 

fair hearing and also to allow you to 

MR. SIRI: Is she going to get 

to respond to what I say? 

MR. LEUNG: It doesn't 

MR. SIRI: Well, in that case, 

it's totally unfair and prejudicial. 

What your saying to me is, I need to 
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basically preview to the witness all 

of the arguments so that she can then 

be coached -- coached as to what 

she's going to say. 

MR. LEUNG: No. No. No. 

Because this is a hearing 

MR. SIRI: Doctors should have 

to 

MR. LEUNG: Counsel, let me 

just speak. 

MR. SIRI: Yeah. I wanted to 

finish my argument. 

MR. LEUNG: Because this is a 

expedited hearing in terms of us 

getting to the facts. It's not a 

trial. The rules of evidence are 

relaxed. I'm going to ask you to get 

to the substance of what your 

evidence will show and I'm giving you 

an opportunity to summarize it 

without asking 100 questions to the 

doctor. So before I close the 

hearing, I'm going to give you an 

opportunity. 
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MR. SIRI: I probably could 

have gotten through half of my 

outline already. 

MR. LEUNG: Okay. But it we 

have been on this hearing for over an 

hour now and we have nine additional 

hearings. 

MR. SIRI: So --

MR. LEUNG: I'm sorry. 

MS. DIRECTOR: Can you pause 

the audio so I can address all the 

parties. 

MR. LEUNG: Let me just pause 

that real quick. 

MS. DIRECTOR: All right. 

MR. LEUNG: It's not paused. 

Hold on. I'll tell you when it's 

paused. 

MS. DIRECTOR: All right. 

(Whereupon, a brief recess was 

taken.) 

MR. LEUNG: Okay. The record 

should reflect we're back on the 

record. We spoke with the assistant 
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director of adjudication, who came in 

and determined that the substantive 

argument regarding constitutional 

arguments that have taken up a 

significant amount of this hearing, 

can be transferred over to the 

subsequent hearings. And we're going 

to -- in the other eight hearings 

reference the argument regarding 

that. 

Counsel, Mr. Siri. 

MR. SIRI: Yes. 

MR. LEUNG: As to the other 

eight subsequent hearings, to the 

extent obviously they're all 

individualized with different 

children or individuals, you can make 

your defenses individually just like 

you did in the beginning of this. 

MR. SIRI: Right. 

MR. LEUNG: When we get to this 

portion of the argument, you can just 

tell me on the record that your 

referencing the same arguments. 

Nexdep On-Demand Court Reporters 
800-757-2148 I NEXDEP.COM 

143 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

MR. SIRI: Absolutely. 

MR. LEUNG: Okay. 

MR. SIRI: Gotcha. 

MR. LEUNG: So 

MR. SIRI: And those others 

should go a lot quicker. Very 

quickly. 

MR. LEUNG: And Mr. -- when we 

last spoke before I paused the 

record, what I was doing is, I was 

cutting you off in the politest way 

possible, from asking additional 

questions of this doctor to establish 

your offer of proof that the MMR 

vaccine, in your opinion, and this is 

the substance of your question, the 

benefits -- the health benefits do 

not outweigh the health risks and 

dangers of the MMR vaccine. 

And you were going to ask 

questions of this doctor to establish 

that. What I was trying to tell you 

that you don't need to ask her 

questions. You can assert 
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affirmatively what you believe 

through your evidence. Okay. 

MR. SIRI: I understand. I 

just, for the record --

MR. LEUNG: Yeah. 

MR. SIRI: Their the one who 

issued the violation. 

MR. LEUNG: That's true. I 

don't mean to cut you off. That's 

true. However, you are asserting the 

affirmative defense of, Hey, this 

summons doesn't apply to me because I 

know this child doesn't have the 

vaccine. And I know there's nothing 

in his record, and I'm assuming that 

it is a him, that shows that he has 

the immunity, but it's not 

medically --

MR. SIRI: With the Health 

Department --

MR. LEUNG: He should be 

medically exempt. Now, medically 

exempt is -- I'm going to ask the, 

Doctor. 
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What does medically exempt and 

what is the proof required for a 

medical exemption according to the 

statute in the Department of Health. 

MS. ROSEN: So a provider would 

submit documentation stating that a 

person has a contraindication to 

receiving the MMR vaccine and there 

are standard criteria. The Advisory 

Committee on the Immunization 

Practices and we have a copy of the 

summary outlines what 

contraindications are to different 

vaccinations. 

MR. LEUNG: And is this a 

this has to be a letter from a 

physician. 

MS. ROSEN: You want to pull up 

the wording from 

MR. SIRI: That is not what it 

says in the -- this doesn't say 

anything about a letter from a 

physician. 

MR. LEUNG: I understand that. 
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I'm just asking what the 

definition of that term "medically 

exempt," what is that. 

MS. ROSEN: This would not be 

this would not come from -- it's 

not a parent's decision about having 

a contraindication. It would be 

coming from a medical provider who 

deems this person to have a medical 

contraindication and that 

contraindication should be valid 

based on the Advisory Committee on 

Immunization Practice national 

standard. 

MR. LEUNG: And Doctor, in your 

experience in dealing with MMR cases, 

what has been an acceptable 

medically -- what has been determined 

as being medically exempt? Accepting 

proof of medical exemption. 

MS. ROSEN: So criteria would 

include somebody who's pregnant. 

There are very few contraindications 

to the MMR vaccine. 
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Contraindications include pregnancy, 

someone who is severely 

immunocompromised. That would, for 

example, include somebody perhaps 

who's on chemotherapy, or cancer 

treatment, somebody who has a severe 

allergic reaction to a vaccine. 

A document -- someone who has 

documented severe allergic reaction 

to a vaccine that they have received 

or a vaccine component previously 

documented to a severe allergic 

reaction. When we say, severe, that 

means something that is threatening. 

Something like anaphylactic reaction 

or someone can't breathe. Not a 

rash, for example. 

MR. LEUNG: So the child cited 

in the summons -- and I don't mean 

I just have to. As to the child 

cited in the summons, you do not know 

for certain whether or not this child 

has these contraindications or does 

not have it; is that correct? 
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MS. ROSEN: We're left to 

assume that don't, because they did 

not submit documentation, as that 

line in the summons showing that they 

have the medical contraindication. 

Medical contraindications are very 

rear. Most people are eligible to 

receive the vaccine. 

MR. LEUNG: Mr. Siri, can you 

ask your questions of the Doctor that 

go to the issue of medical exempt -

MR. SIRI: Sure. 

MR. LEUNG: -- as it's defined? 

MR. SIRI: Sure. 

Q. Can the MMR vaccine cause brain 

damage? 

A. That is not an expected 

reaction to that MMR vaccine. 

Q. 

A. 

Can it cause brain damage? 

It's not an expected reaction. 

And given the person's background, the 

safety of vaccines is monitored very 

closely. Millions of doses of this vaccine 

has been given as a routinely recommended 
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vaccine. 

MR. SIRI: I mean, can you 

direct the witness to answer the 

question? 

MR. LEUNG: I'm going to allow 

it. 

MR. SIRI: It's kind of 

difficult because it takes a while 

because I don't get an answer. 

MR. LEUNG: Well, I'm going to 

ask you this: I allowed that 

question, but how does that go to the 

issue of medically exempt? Because 

medical exempt based upon what the 

doctor testified to is a doctor's 

note. I mean, I'm just going to lay 

out, it's a doctor's note from the 

child's physician saying that the 

child's medical condition, as it 

existed at the time, the doctor wrote 

the note exempts the child because of 

some condition. 

So how does this question 

establish that? 
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MR. SIRI: You know, your 

Honor, under the City Charter -

okay. It provides that the City 

Charter says that -- and this is 

Section 10495. It says that an 

administrative law judge appearing 

officer, may dismiss a Notice of 

Violation when in interest of 

justice. And then it goes onto give 

criteria. 

MR. LEUNG: Okay. So 

MR. SIRI: So there's also 

I'm just adding on that there's also 

an interest of justice here. And 

that's a proffer argument that I can 

make under the City Charter and all 

of this also goes to that. 

MR. LEUNG: Okay. I understand 

that, but what I'm trying to tell you 

is, that I'm asking you to restrict 

your questions to the issue of 

medically exempt. You can make the 

argument and you can testify as to 

why you believe an interest of 
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justice of dismissal is appropriate. 

However, your asking questions such 

as, you know, who makes it? That 

doesn't go to the 

MR. SIRI: I'm just asking if 

the MMR can cause brain damage. 

MR. LEUNG: And I'm allowing 

her to answer the way it is. 

going to 

I'm not 

Q. Can the MMR vaccine cause 

deafness? 

A. I'm not aware of the vaccine 

causing deafness. 

Q. Can the MMR vaccine cause long 

term seizures? 

A. I'm not aware --

MR. LEUNG: Counsel, again 

MR. SIRI: I'm almost done. 

I'm almost done on that one. I'm 

going to give you evidence right now. 

MR. LEUNG: Go ahead. 

MR. SIRI: I'm going to give 

you evidence right now. I just --

Q. Can the MMR cause --
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MR. SIRI: I can go fast. I 

just need to give it some 

MR. LEUNG: What I'm going to 

do right now, counsel, I know your 

going fast, but I'm going to stop you 

there. I'm going to stop you there 

because again, it's not addressing 

the issue of whether this child --

MR. SIRI: How do you know? I 

haven't asked my questions. 

MR. LEUNG: Because I've given 

you a lot of leeway. 

MR. SIRI: I've really not got 

to ask any questions. We've spent 

like 40 minutes arguing about asking 

questions. I haven't got to ask many 

questions. 

MR. LEUNG: The question that 

you just asked -- forget about the 

line of questioning. The question 

that you just asked does not -- the 

specific questions that you just 

asked, does not go to the issue of 

whether or not this child has a 
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medical exemption. 

MR. SIRI: It goes to whether 

or not the summons is appropriate if 

they don't know the condition of the 

child beforehand, they don't 

understand what the vaccine -- they 

don't understand what the vaccine can 

cause. What reactions it causes. 

How can they issue this order? Of 

course it's appropriate. They need 

to understand what medical issues the 

vaccine causes. What the condition 

of the child is. And if they don't 

know, how are they issuing the 

summons? 

MR. LEUNG: Again, your 

question then --

MR. SIRI: It goes to 

injustice. 

MR. LEUNG: Your question then 

goes to the issue of why this summons 

issued have been issued in the 

beginning, which -- you just told me 
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MR. SIRI: Their both. Their 

both. 

MR. LEUNG: Okay. 

MR. SIRI: I know you want to 

restrict it to that particular point, 

but I actual have other arguments 

including injustice of the Charter. 

There's that. 

MR. LEUNG: I understand. And 

one of your arguments that you just 

made is that you asked a question 

because you believe this summons was 

improperly issued to begin with. 

That they had no basis to issue the 

summons. 

MR. SIRI: That's right. 

MR. LEUNG: And again, I'm 

going to deny your request to ask 

that question because that doesn't go 

to the issue that I ultimately have 

to decide. I'm not going to decide 

whether or not there was a good cause 

basis to issue the summons. I'm 

going to tell you straight up. I'm 
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not going to do that. 

MR. SIRI: And I get that. 

MR. LEUNG: So the question is 

not relevant for me making that 

decision. So I'm going to stop you 

there and I'm going to ask 

MR. SIRI: But it is relevant 

to the question of injustice -

MR. LEUNG: I'm going to stop 

you there. 

MR. SIRI: under the Charter 

that you can argue the ruling. 

MR. LEUNG: I understand. 

You've asked the questions and I've 

allowed them and I understand your 

argument. 

MR. SIRI: Really? I haven't 

asked my questions. 

MR. LEUNG: And your argument 

is that the summons does not conform 

to the interest of justice. And your 

line of question and your line of 

questioning goes to that. I 

understand that. 
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MR. SIRI: Can I -- let me ask 

some questions -- quick questions. 

Okay. Honestly, I could have gotten 

through a lot of this already, you 

know. So let me just -- here. I'll 

put this into evidence (handing). 

MR. LEUNG: What is this? What 

are you handing me? 

MR. SIRI: This is from the 

CDC. This is something called a 

vaccine information statement. 

MR. LEUNG: Respondent's 2. 

I've marked and I'm going to show it 

to counsel for Department of Health 

(handing) . 

MR. SIRI: Here's a copy. 

Okay. Can I just see 

MR. LEUNG: Read that and let 

me know. Hearing no objections, 

it'll be admitted. 

MR. SIRI: And this vaccine 

information statement published by 

the CDC provides that risks of the 

MMR vaccine include deafness, long 
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term seizure, coma, and brain damage. 

Okay. 

MR. LEUNG: As the hearing 

officer --

MR. SIRI: I'm going to tie it 

all back to the client. 

MR. LEUNG: As the hearing 

officer, I am taking that testimony 

in and I am considering this in my 

decision. You have just testified to 

something that is relevant. Your 

saying that there is a federal CDC 

printout that shows that there is a 

danger to this MMR vaccine. 

And ultimately that issue goes 

to what about this summons that your 

saying that it addresses? 

MR. SIRI: It's not appropriate 

to issue it. 

MR. LEUNG: I'm sorry. Just -

MR. SIRI: But it needs to be 

that the summons was unjust to 

issue, but not in a vacuum. 

Obviously, that alone --
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MR. LEUNG: Does it go other 

than to --

MR. SIRI: -- to the injustice. 

MR. LEUNG: Does it go to the 

issue of whether or not there's a 

medical exemption? 

MR. SIRI: It goes to the 

medical exemption. It goes to the 

appropriateness of the violation. 

MR. LEUNG: How does it go to 

the medical exemption? Just explain 

it to me so I can --

MR. SIRI: Well 

MR. LEUNG: How does the CDC 

outline or whatever this form is go 

to the issue of medical exemption? 

MR. SIRI: It goes to the 

question of whether or not at the end 

of the day -- if you look -- when you 

look at the violation itself -- okay. 

On the violation it says -- it says, 

"Document to prove that the 

immunization is not medically 

appropriate." Okay. 
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MR. LEUNG: Where are you 

reading? 

MR. SIRI: I'm reading from the 

violation itself. 

MR. LEUNG: The summons. 

MR. SIRI: The summons. 

MR. LEUNG: Okay. 

MR. SIRI: So I'm trying to 

provide you the documentation, 

including through testimony 

MR. LEUNG: Okay. But 

that's --

MR. SIRI: is not medically 

appropriate. I know what you want. 

You want me to get some doctor's note 

to do that. 

MR. LEUNG: No. Medical --

there are two different stances. 

What's written on the summons isn't 

what I have to decide. What I have 

to decide is whether or not the law 

the order was complied with in the 

sense that the child was either 

vaccinated, had the proper immunity, 
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or was medically exempt. And what 

your showing me -- what I'm trying to 

do is -- I'm not denying you 

presenting evidence. 

What I'm trying to say is, that 

what your giving me, tie it into one 

of those three things. Oh, an 

interest of justice. 

MR. SIRI: An interest of 

justice is off 

MR. LEUNG: When you give me 

some -- all I'm asking is 

MR. SIRI: Okay. 

MR. LEUNG: -- what pigeon hole 

are you putting this into? 

MR. SIRI: Understand. 

MR. LEUNG: Are you putting it 

into the interest of justice pigeon 

hole or are you putting this into the 

that's all I'm asking. 

MR. SIRI: Interest of justice 

appropriateness of the summons. 

MR. LEUNG: Okay. 

Appropriateness of the summons is 
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something that 

MR. SIRI: Yeah. So there's 

three. 

MR. LEUNG: Okay. 

MR. SIRI: There's interest of 

justice. 

MR. LEUNG: Okay. 

MR. SIRI: There's 

appropriateness of the summons 

because you have to have a factual 

background. Meaning, they have 

she should have basic knowledge 

regarding the product their saying 

the child should be injecting with 

and the child. 

MR. LEUNG: Okay. 

Appropriateness of the summons. 

MR. SIRI: And the third is 

MR. LEUNG: Interest of 

justice. 

And what's the third? 

MR. SIRI: And medically 

appropriate. 

MR. LEUNG: Medically 
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appropriate. 

MR. SIRI: What are you calling 

medical exemption? Whatever you want 

to call it. 

MR. LEUNG: Okay. Okay. 

That's fine. 

MR. SIRI: And the interest of 

justice has a subpoint that they have 

not -- that, you know, I'm going to 

present you -- they can't 

substantiate that the risks -- that 

the benefits outweigh the risks. 

MR. LEUNG: Okay. 

MR. SIRI: I'm going to 

substantiate that. 

MR. LEUNG: I've let you make 

the argument. 

MR. SIRI: Yes. 

MR. LEUNG: Yet the benefit 

does not outweigh the risk. 

MR. SIRI: Yes. 

MR. LEUNG: And I've allowed 

you to present some documents. 

Is there any other documents 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

163 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

you want to present or any evidence 

that you want to present? 

MR. SIRI: Yes. 

MR. LEUNG: Okay. Go ahead. 

MR. SIRI: Okay. So the next 

document I'm going to present 

requires a little bit of testimony. 

Probably four questions. 

Can I ask the witness? 

MR. LEUNG: What are the basis 

of the questions? I mean, I just -

go ahead. Start your questioning. 

MR. SIRI: Okay. Just so we 

know what we're talking about here 

all right. I just want to make sure 

we're on the same page with what 

we're talking about. 

Q. This is a MMR vaccine 

container, right? 

A. Correct. 

MR. LEUNG: Let the record 

reflect that Mr. Siri is holding up 

an MMR container. 

Q. And this is a dose of MMR? One 
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dose that you would give to one child, 

correct? 

A. It's a vial of MMR vaccine. 

Q. That would be administered to a 

child under the order, to comply with the 

order, this is what they would need to be 

injected with, correct? 

A. Correct. 

Q. This is -- and this is -- so 

you can see what it is. This is a vial of 

MMR without the label on it so you could 

see it's actually in powder form. This 

powder form encounters liquid solution 

before it's injected, right? 

A. Correct. 

Q. Okay. And this is the typical 

needle that you use to do that? 

A. Correct. 

Q. I'm going to use the 

appropriate procedure for putting it back 

on. I think I did that right. That's an 

unopened one. Okay. 

Before this product is licensed 

in 1978 it underwent a clinical trial, 
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right? 

MR. LEUNG: I'm going to -

MR. SIRI: Three more 

questions. 

MR. LEUNG: No. No. Counsel, 

I'm stopping you right there. 

MR. SIRI: Let me get back to 

the clinical trial. 

MR. LEUNG: Get to your 

testimony. 

MR. SIRI: Give me Exhibit 175. 

I don't know how I can do this 

without testimony. But I mean, I'm 

just going to object for the order. 

MR. LEUNG: You can object, 

counsel. You can put your objection 

on the record. 

MR. SIRI: Not 175. 

Exhibit 317. 

Q. As the exhibit is being pulled 

out, to have a proper clinical trial you 

need thousands -- tens of thousands of 

participants to see significant results, 

correct? 
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MR. LEUNG: Counsel, I'm going 

to object. Counsel, I'm not going to 

let you ask her the foundation of how 

the MMR vaccine came into existence, 

the clinical trials, the positives 

and negatives of it. 

MR. SIRI: Why not? Doesn't 

that go to all four of the points we 

just talked about. 

MR. LEUNG: No. No. I'm going 

to allow you to tell us -- I'm going 

to allow you to submit evidence as to 

that. 

MR. SIRI: Okay. But she -- so 

if that -- if I'm going to do it that 

way, I want to make -- I want a 

directive that she doesn't have an 

opportunity to actually then opine on 

it. Because what's going to happen 

is 

MR. LEUNG: Counsel, I'm not 

going to make a preliminary ruling as 

to what another witness can and 

cannot do. I'm not going to bar them 
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from doing that. You can make an 

application at the end of your 

presentation. If they start talking, 

then you can say that's 

inappropriate. I don't want them to 

talk and I'll make an application, 

but you can't bar them. I can't put 

a restriction 

MR. SIRI: But your barring me 

from asking her questions. 

MR. LEUNG: No. 

MR. SIRI: But you don't want 

to bar her from 

MR. LEUNG: I'm not. 

MR. SIRI: Okay. I'm fine with 

if you want to bar me from asking 

questions, I will offer my proffers 

of proof. 

Can I just make an objection on 

the record? 

MR. LEUNG: No. No. 

MR. SIRI: But I would like 

similar directives that counsel for 

the DOH cannot also ask questions. 
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MR. LEUNG: Let me just put on 

record, I'm not barring you from 

asking questions. I'm barring you 

from asking questions that are not 

relevant. 

MR. SIRI: Then go to the four 

points. 

MR. LEUNG: I understand you 

disagree with me. 

MR. SIRI: Yes. 

MR. LEUNG: You think their 

relevant. 

MR. SIRI: I'm just making -

MR. LEUNG: I --

MR. SIRI: I'm just making a 

record. 

MR. LEUNG: I understand. 

MR. SIRI: I'm just making a 

record. 

MR. LEUNG: I'm barring you 

from asking questions, and I've given 

you a lot of leeway, that I believe 

is not relevant to my ultimate 

determination as to the facts of this 
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case. That's what I'm barring you 

from. I'm not barring you summarily 

from asking questions because A, I 

don't like you or B, because --

MR. SIRI: And I think you did. 

MR. LEUNG: No. 

MR. SIRI: You seem very nice. 

MR. LEUNG: I'm barring you 

because I believe the line of 

questioning is not relevant. Simple 

and that's it. Nothing personal. 

And to the extent that your telling 

me that they cannot ask questions, I 

don't even know what the questions 

are. If it's not relevant, then I'll 

bar them. But if it is relevant, 

then I'll allow it. Your telling me 

to put a gag order on them before 

they can go. 

MR. SIRI: Yeah. 

MR. LEUNG: What I'm telling 

you right now is, that you can 

present evidence. Any evidence you 

want. I'm not barring you from 
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anything. But if you ask questions 

that are not relevant, I'm going to 

stop you and I've given you a lot of 

leeway. 

MR. SIRI: Okay. I hope the 

same standard of relevance that your 

applying. 

MR. LEUNG: It will. 

MR. SIRI: It will apply to 

them too? 

MR. LEUNG: It will. I 

guarantee it. 

MR. SIRI: Because I can't see 

what possible questions can be asked. 

MR. LEUNG: I guarantee it 

will. And to the extent that you 

believe that they asked questions 

that are not relevant, you object and 

I'll make the ruling. 

MR. SIRI: So any questions 

regarding the safety or advocacy is 

not relevant, right? 

MR. LEUNG: Safety or evidence. 

MR. SIRI: Okay. This is a 
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copy of the clinical trial summary by 

the FDA 

MR. LEUNG: How many pages are 

in that, counsel? 

MR. SIRI: 214. 

MR. LEUNG: Okay. So what are 

you giving that to me for? 

MR. SIRI: This --

MR. LEUNG: So what's the 

purpose? Where's the cover letter? 

Where does it go. 

MR. SIRI: Yeah. This goes 

into all four of the arguments. 

MR. LEUNG: Okay. 

MR. SIRI: All four. 

Everything that I'm going to give you 

right now goes into all four of those 

arguments. 

MR. LEUNG: This 200 plus page 

document will be marked as 

Respondent's 3 -- I'm sorry 

Respondent's 4. 

MR. SIRI: You know, do we have 

a summary? 
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MR. LEUNG: Did you give me 

three separate documents of this or 

just one? 

MR. SIRI: No, your Honor. 

Just one. 

MR. LEUNG: Just one. Okay. 

So this is Respondent's 

MR. SIRI: 317. 

MR. MERRILL: Do you have a 

copy for me? 

MR. SIRI: You know what, I got 

just the relevant trials from that. 

I can give you a shorter version. 

Would you prefer that? 

MR. LEUNG: Give me whatever 

you want, counsel. 

MR. SIRI: Okay. 

MR. MERRILL: Can I just ask 

what this is? 

MR. SIRI: No. 368. 

MR. LEUNG: Can you summarize 

what this 200 page document is? 

MR. SIRI: That is the FDA 

Summary of the Clinical Trials relied 
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upon to license the MMR II vaccine 

that the order is saying should be 

injected into my client. 

MR. LEUNG: And make an 

argument for me. As the finder of 

fact, what is the what do you 

think that supports? 

MR. SIRI: Sure. So when you 

look at this clinical trial, clinical 

trials in order to be and I was 

going to do this through the witness, 

but clinical trials in order to be -

they need to usually have a few 

elements. One, they typically have a 

control group. 

MR. LEUNG: Just summarize what 

those 200 plus pages say. You don't 

have to testify as to what -- what 

does it say? 

MR. SIRI: What is shows is 

that there are only 800 or so 

participants in the clinical trial 

that's under powered, so you cannot 
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MR. LEUNG: And therefore, the 

MMR vaccine is dangerous? Is that 

what your saying? 

MR. SIRI: No. I didn't say 

that. 

MR. LEUNG: Okay. 

MR. SIRI: And they looked at 

safety for 42 days. 

MR. LEUNG: Okay. 

MR. SIRI: So you couldn't find 

out what the long term adverse 

results were? And they had no 

control group, so you couldn't 

properly compare what the difference 

is in getting the MMR and not getting 

the MMR was. So they were under 

powered and was not -- and was only 

at 42 days at safety review and --

MR. LEUNG: I'm going to ask 

you to get to the end, therefore. 

MR. SIRI: And therefore -- the 

therefore, it's more evidence towards 

the four points and I'm building the 

case right now, your Honor. 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

175 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

MR. LEUNG: But I don't 

understand. Does that support the 

MR. SIRI: What it shows is 

that -- what it shows is that the 

four was licensed. It shows two 

things. One, you didn't know what 

the long term adverse reactions to 

this product was before it was 

licensed. 

MR. LEUNG: Okay. 

MR. SIRI: One undisputable. I 

don't think she would dispute, if I 

could ask her, because it's safe. 

Two, when you look at the actual -

it was eight little clinical trials 

and it has the adverse reactions. So 

I would like to submit those. So 

this is a summary of just taking 

out 

MR. LEUNG: This is a -- how 

many pages would you say this is 

here? 

MR. SIRI: I don't know. 25. 

MR. LEUNG: Mark this as P-4. 
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MR. SIRI: This is just the 

relevant 

MR. MERRILL: This is part of 

three? 

MR. LEUNG: This is all part of 

that. Okay. I'm sorry. 

MR. SIRI: This is part of 

three, that's right. I wanted to 

MR. MERRILL: I think this is 

irrelevant. 

MR. SIRI: Its irrelevant 

parts. 

MR. LEUNG: I'm going to mark 

this as P-4 and P-5. 

Any objections? 

MR. MERRILL: I haven't seen 

it, but --

MR. SIRI: For completeness, 

I'm just fine with withdrawing this, 

if you just want that. That's just 

the relevant part. 

MR. LEUNG: No. Its okay. I 

will take everything you have, but I 

would like you to summarize what this 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

177 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

is. Tell me. 

MR. SIRI: Let me get the 

document here. Take a copy, please. 

So now, if you look at -- so this is 

what the -- go to the third page 3. 

Okay. On the third page this is a 

summary. 

MR. LEUNG: Are you following 

along? Do you have this? 

MR. MERRILL: No, your Honor. 

MR. SIRI: Do you have a copy? 

Here you go (handing). 

MR. LEUNG: This is 

Petitioner's 4. And Petitioner's 4 

is the Department of Health and 

Education and Welfare, date stamped 

September 15, 1978. Go ahead. 

MR. SIRI: Okay. Let me get 

the FOIL request. I just want to 

make sure nobody -- this is the 

clinical trial that licensed this 

product by the FDA. If there is any 

objection to that, I also have the 

FOIL response. 
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MR. LEUNG: Counsel, there is 

no objection. 

What I want you to do is just 

get the summary of what it is. 

MR. SIRI: Third page. If you 

go to the third page you can see that 

it's the summary of the clinical 

trials. Okay. And you can see there 

are one, two, three, four, five, six, 

seven --- there are eight. 

Basically, there are eight studies 

and you see the total participants is 

834 individuals. 

Do you see that? 

MR. LEUNG: I do. 

MR. SIRI: Okay. So that's the 

total number of individuals that 

received MMR to license this product. 

Okay. And if you look at the 

Summary, there is no control group 

that was used. There's no placebo 

control group. So they weren't 

comparing it to anything. 

Please turn to the next page 
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and let's look at the adverse 

reactions from the MMR vaccines in 

this trial. Please turn now to upper 

respiratory illness. 

Do you see that? 

MR. LEUNG: Yes. 

MR. SIRI: Okay. Do you see in 

zero to four days? 60 

39.6 percent of the children in the 

trial had an upper respiratory 

illness after getting MMR between 

five and 12 days. 38.5 percent, 

those are very significant numbers of 

children that had respiratory illness 

in this trial. If you go down and 

look at gastrointestinal illness. 

Similarly you can see the number of 

children that had gastrointestinal 

illness following the MMR vaccine. 

One of the things that their 

complaining about in the order is 

that the measles can cause pneumonia 

and diarrhea. 

MR. LEUNG: Mr. Siri, can I 
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stop you there? 

MR. SIRI: Yeah. 

MR. LEUNG: Does the child in 

question have any of these adverse 

reactions? 

MR. SIRI: He hadn't received 

the MMR vaccine, your Honor. 

MR. LEUNG: Okay. 

MR. SIRI: Okay. So how can 

he? He hasn't received it yet. 

MR. LEUNG: Okay. 

MR. SIRI: He could. 

MR. LEUNG: Does he have a 

doctor who can testify --

MR. SIRI: There's a doctor 

right here, your Honor. 

MR. LEUNG: No. No. No. Does 

the child have a doctor that can 

attest to the fact that this child 

taking this vaccine will be 

detrimental to his health? 

MR. SIRI: There's an 

obligation for him to go do that. 

MR. LEUNG: Well, I'm trying 
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MR. SIRI: I mean --

MR. LEUNG: There's an 

obligation in the sense that 

MR. SIRI: There's a --

MR. LEUNG: There's an 

obligation in the sense that your 

trying the summons alleging a failure 

to immunize. And the defense, the 

allegations says that he wasn't 

immunized as required by law. Didn't 

have proper test showing that he had 

proper immunity or any document 

showing that there was a proper 

exemption. 

MR. SIRI: Yeah. I'm showing 

that it's not medically appropriate 

to give this child -- when you look 

at the clinic trials, when you look 

at the post-licensure, safety studies 

conducted by the CDC. 

MR. LEUNG: So your saying that 

the summons should not this is an 

argument in cubbyhole that it 

should not have been issued? 
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MR. SIRI: I'm saying that even 

the summons on its face says it 

should not be medically appropriate. 

Your saying -- adding the requirement 

that a doctor issue it. I don't know 

why that's required 

MR. LEUNG: Okay. 

MR. SIRI: -- all of a sudden. 

MR. LEUNG: So your saying it's 

not medically -- so your saying that 

it supports the idea? 

MR. SIRI: The four buckets. 

MR. LEUNG: Okay. 

MR. SIRI: It's unjust, the 

risk outweigh the benefits, it's not 

medically appropriate. Right. You 

know that part. 

MR. LEUNG: I have it. 

MR. SIRI: You have it. 

MR. LEUNG: Anything else? 

MR. SIRI: You will continue 

if you go through it, you will see 

all of that for all of these. Okay. 

MR. LEUNG: Okay. Anything 
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else in terms of that document? 

MR. SIRI: Well, here's the 

thing, I'd like it to be accepted 

that, you know, I made a 

representation, but it's just counsel 

saying it. The doctor would have 

said it. What is a properly powered 

study, what is a placebo control, but 

I didn't have a chance to do that. 

So I'm going to leave it then. 

Obviously, she shouldn't now have a 

chance to now go and say stuff 

afterwards, after the fact, now that 

she's given a preview of the 

argument. She should have had an 

opportunity to say it beforehand when 

she would have, you know, not given a 

preview of the arguments, when truth 

was original to her. It's no longer 

original to her. 

MR. LEUNG: I'm hearing 

arguments and testimony 

MR. SIRI: Because we're not 

there yet. Now, when the 1986 Act 
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was passed -- I'm going to read two 

sentences from two provisions of law 

into the record. Okay. One is the 

1980 the national childhood 

vaccine was codified at 42USC300AA 1 

through 34. I'm going to read you 

one sentence from that Act. 

It says, "No person may bring a civil 

action for damages in the amount 

greater than $1,000 or an unspecified 

amount against a vaccine 

administrator or manufacturer in a 

state of federal court for damages 

arising from a vaccine related 

injury. That was in 1986. The 

reason that was passed was because of 

all the harm being caused with 

vaccines at that time. There was 

only one manufacturer left -- MMR, 

DTaP, and Polio. 

Those were the only three vaccines at 

the time. They were going bust. The 

U.S. Supreme Court said, the amount 

of damages -- the amount of liability 
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was 200 times the amount of revenue 

from the DTaP vaccine at that time 

and MMR was having similar problems. 

So instead of letting them make a 

better safer vaccine, what Congress 

did, was that they gave them immunity 

from liability for their injuries. 

Okay. 

And the U.S. Supreme Court then said 

-- just so you know, reading one 

sentence. "We hold that the national 

childhood and vaccine preempts all 

design claims against vaccine 

manufacturers. Both by plaintiff who 

seek compensation for injury, death 

cause of vaccine side effects." And 

so, that is what the 1986 Act did. 

And what it did is it removed 

the market forces that drive action 

seeking. Instead it made health 

departments responsible for vaccine 

safety. They sit and not choose 

actually, the Federal Health 

Authority -- the CDC does. Now, 
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after the nineteen -- when the 1986 

Act was passed, one of the things it 

did, it actually told HHS, you need 

to look at whether some of these 

vaccines cause certain injuries. 

HHS then in turn went and hired the 

Institute of Medicine to conduct that 

review. Okay. In that review -- can 

I get the Exhibit 39, please? 

The IOM issued its first report in 

1991. All right. In that report it 

looked at four commonly claimed 

serious injuries from the Rubella 

component of this vaccine. Okay. 

And what it found was that, two of 

those common reported conditions are 

caused by the vaccine. All right. 

The Rubella component of the vaccine. 

One of those, okay --

MR. LEUNG: I'm going to mark 

this was Respondent's 5, The Adverse 

Effects of the Rubella Vaccine and 

Pertussis. 

MR. SIRI: Pertussis. 
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MR. LEUNG: Pertussis. 

MR. SIRI: So if you turn to 

the second to last page, please. 

MR. LEUNG: Any objection to 

R-5 being admitted? 

MR. MERRILL: Sure. 

MR. LEUNG: No objection. 

MR. SIRI: It's the Institute 

of Medicine, I mean -- so you go to 

the second to last page, which you 

can see this is the Summary of 

Conclusions. Okay. So under the 

Rubella vaccine, which is in here 

RA273, made with human diploid cells. 

Diploid cells from the body of fetal 

tissue. It says, "Evidence 

insufficient to indicate." So they 

didn't -- so there was no evidence 

one way or the other whether or not 

it causes radionucleotide and other 

neuropath -- neuropathies 

thrombocytopenic purpura. Okay. 

But it was -- evidence was consistent 

with the causal or indicated the 
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causal with chronic arthritis and 

acute arthritis. Okay. The next 

report issued by the IOM was then in 

1994. That's Exhibit 314. Okay. 

And what the IOM this time looked at, 

they looked at the Rubella component. 

As you know, the MMR stands for 

Measles Mumps, Rubella. 

So they looked at the Rubella 

component in the 1991 report. In the 

1994 report, they looked at the 

measles mumps and the measles 

component. And what they did in that 

report, they looked at the 22 most 

commonly claimed serious adverse 

reactions after that vaccine. And 

what they found in that report is --

MR. LEUNG: Respondent's 6 is 

what counsel is going to read from. 

If there is any objection by the 

Health Department, let me know. 

MR. MERRILL: No. 

MR. LEUNG: No objection. It's 

admitted. Go ahead. 
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MR. SIRI: Okay. So if you go 

to that one -- and if you go to the 

fourth -- if you go to the fourth to 

last page, this is the Summary of the 

Causality Table. Okay. And so, here 

they said, okay. These are the 

conditions we know we believe are 

caused by it. These are the ones 

that we believe -- are the ones that 

we believe are not caused by it and 

these are the ones that we don't 

know. 

And what your going to find is, and 

it's very troubling, is that for 

eighteen of them, the IOM said you 

didn't do the science. We don't 

know. Even though they we're 

commonly reported, we don't know 

whether or not the measles or mumps 

component cause encephalopathy, which 

by the way, they later found out that 

it did. That's brain damage, as you 

know. Subacute scoliosis or aseptic 

meningitis and sterility or optic 
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neuritis. Right. Damages to the 

nerves and the eyes. Right. 

Do you see that under mumps -- under 

measles and mumps on the fourth to 

last page. Fourth to last page. Can 

I lean over, your Honor to 

MR. LEUNG: Yep. 

MR. SIRI: I'm going to help 

you out there. Is that okay? I 

don't want to get in your space too 

much. 

So here's the measles and the mumps, 

a Category 1, is no evidence bearing. 

Category 2, the evidence inadequate 

to accept or reject. And you can see 

under measles and mumps, the science 

wasn't conducted to figure out were 

these things or were they not caused 

by the measles and the mumps. 

MR. LEUNG: Okay. 

MR. SIRI: Okay. 

THE COURT: Gotcha. 

MR. SIRI: Now, if you go to 

the next page, you can also see the 
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evidence favors rejection. So far 

there is nothing that was rejected 

and the favor did accept causation 

for anaphylaxis for the measles 

vaccine. 

MR. LEUNG: Okay. What else do 

you have here? 

MR. SIRI: Okay. And then 

there's another page that was also 

accepted for thrombocytopenia, as 

well as, death. Death can result 

from the measles vaccine, according 

to the Institute of Medicine. Okay. 

Now, what the IOM said in this report 

was -- reading one sentence. "The 

lack of adequate data regarding many 

of the adverse events under study was 

a major concern to the committee." 

They said, Hey, HHS. Do your job. 

You got to do studies to find out. 

Does this vaccine -- does it or does 

it not cause it? But you know what 

HHS answer is. HHS also responded to 

Vaccine Court, if it does any study 
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that shows that the vaccine causes 

harm, what will happen is that it 

will be used against it in Vaccine 

Court. So under the 1986 Act, you 

can sue for a vaccine injury, but the 

Respondent is the Department of 

Health and Human Services. 

MR. LEUNG: Mr. Siri --

MR. SIRI: I'm moving on. 

MR. LEUNG: Before we move on. 

How many documents do you have 

approximately? 

MR. SIRI: I don't know. 

MR. LEUNG: Just give me an 

approximate. 

MR. SIRI: Maybe a dozen, two. 

MR. LEUNG: Okay. I'm going to 

ask 

MR. SIRI: I'm going to go 

quickly. 

MR. LEUNG: No. I'm going to 

ask you to mark them from R-7 -- mark 

them all R-7 upwards. And then I'm 

going to ask you to give them to me 
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in mass and I'm going to ask you to 

read the title of it. And I'm going 

to -- what I don't want you to do is 

right now 

a record. 

I'm allowing you to make 

MR. SIRI: 43. 

MR. LEUNG: But I'm going to 

make my determination. And my 

instinct right now, is that this is 

not relevant to the three issues of 

whether or not the child was 

vaccinated, whether or not he had 

tested immunity, and whether or not 

there was a medical exemption. So 

I'm going to ask you to mark them, if 

you can. R-7 -- Starting with R-7. 

MR. SIRI: Sure. R-7. So this 

is a report from 2012. This looked 

at 31 commonly claimed injuries from 

the MMR. And R-7 -

MR. LEUNG: Yes. 

MR. SIRI: And this one found 

that a significant amount of them 

were caused by the MMR, but 23 of 
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them they have no idea. Again, IOM 

said, Hey, why aren't you doing the 

science that's needed? Exhibit 48. 

MR. LEUNG: Is your copy --

MR. SIRI: Wait a second. Wait 

a second. I'm sorry. Is that 43? 

Let me get 48. So R-8 so the R-8 

is an excerpt from the 1994 IOM 

Report in which it says, "The 

Committee was able to identify little 

information pertaining to why most 

individuals reacted adversely to 

vaccines when most do not." Okay. 

And so, what it did was say, Hey, you 

got to do the studies for which 

children are going to be susceptible 

to injury. 

Okay. And this is or -- this is 

Exhibit 49. And so, this is, you 

know, 2012, over a dozen years later. 

The IOM, again, looked at this issue 

and it said, both epidemiological 

mechanistic research suggest the most 

individuals who experience an adverse 
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reaction of a preexisting 

susceptibility -- these 

predispositions can exist for a 

number of reasons. Genetic variance, 

okay. Environmental exposures, 

behavior, renal illness, 

environmental stages. All of which 

can interact to suggest some of these 

are specific to the particular 

vaccine, while others may not be. 

Some of these predispositions maybe 

detectible prior to administration of 

vaccines. Much more work remains to 

be elucidate and to develop 

strategies to document genealogical 

mechanisms that lead to adverse 

affects in individual patients. What 

they're saying is, vaccines, MMR can 

cause -- we can't identify which 

children will be injured, but you 

haven't done the science to figure 

that out. Let me get Exhibit 225. 

Okay. I would like to ask I would 

like to ask whether or not they know 
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the child? If the child is pre 

genetic predisposition, that would 

render them susceptible to an adverse 

action of MMR. But I see where your 

rejection stands because, for 

example, here is -- here is a study 

that identifies specific genetic 

markers for when a child will have a 

seizure -- will have seizures after 

the MMR vaccine. 

This is conducted by a reputable 

purviewed science mainstream journal 

by institutions. 

MR. LEUNG: Counsel, I 

appreciate you commenting. 

MR. SIRI: Yep. 

MR. LEUNG: But move along. 

MR. SIRI: So this is -- what 

is this R-10? 

MR. LEUNG: I've given you an 

opportunity to submit the evidence 

and to comment on what it says. 

MR. SIRI: I mean, I'm doing it 

in this fashion, your Honor. But my 
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objection stands, that this is not 

MR. LEUNG: I understand your 

objection. 

MR. SIRI: -- appropriate for 

me to make a proper record. 

MR. LEUNG: I understand that. 

I'm trying to balance the needs of 

the tribunal, the opportunity to give 

you a full and fair hearing, and be 

respectful of the opportunity to 

expound as much as you can, but I 

have to use my discretion and limit 

it as much as I can. 

MR. SIRI: Okay. 

MR. LEUNG: Your going to move 

onto R-11, while I let you talk and 

tell me what this is. 

MR. SIRI: So R-11 is -- this 

is an example of a compensation of 

$100 million that was given by the 

Vaccine Corp for an injury after the 

MMR vaccine. 

MR. LEUNG: Thank you. Can we 

move onto R-12. 
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MR. SIRI: The next one 

requires me to ask questions. It 

regards antibodies and what 

antibodies does in the body. 

MR. LEUNG: Tell me what R-12 

says first. 

MR. SIRI: What I just gave 

you? 

MR. LEUNG: No. R-12, the 

thing that's coming. 

MR. SIRI: Not everything I 

have has exhibits. I'm only giving 

you exhibits that I have, but I have 

a lot of -- these are just questions 

to elicit evidence from the witness. 

Most of what I was going to do today 

regarding gaining evidence. In fact, 

I would think that would be 

advantageous for them because it is 

their witness. 

MR. LEUNG: No. What I'm doing 

is, I'm allowing you to produce 

whatever evidence you want. I'm 

giving you a sentence to comment on 
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what the evidence is. 

MR. SIRI: Okay. 

MR. LEUNG: And I'm admitting 

it without objection. Okay. So I'm 

giving you every opportunity to put 

in hundreds of pages of documents. 

So can we move onto R-12? 

MR. SIRI: Sure. 

MR. LEUNG: Move onto R-12. 

MR. SIRI: So what this is, 

this is an ingredient list for the 

vaccine, which your going to find is 

-- what's in this vial is the 

virus has to grow on something. 

Okay. And they have a growth medium 

that they need to grow on so each 

component -- so the measles, Mumps, 

Rubella are either grown on the 

embryo culture human diploid 

fibroblast fetal bovine serum. And 

actually most of what you have in 

this vial is the actual growth medium 

that it's grown on. So you have 

components from chickens, from cows, 
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as well as, human diploid lung 

fibroblast. 

Those are from the cultured cell line 

of an aborted fetus. So they take an 

aborted fetus, they take the lung 

fibroblast, they culture it. It only 

-- so it dies after generation. And 

what they do is, they grow the 

Rubella virus on it. 

This vial contains millions of -

millions of pieces of human DNA in 

it. All broken down below 500 base 

pairs. Part of the manufacturing 

process. The whole point of this 

vaccine is ordered to create 

antibodies. 

If your injecting it into the body, 

not only with a viral component, but 

the antigens from the human bovine 

and chicken components in particular. 

The human components, it has the 

ability to create some various 

adverse events relating to that. 

MR. LEUNG: Understood. We're 
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going to move onto R-15. 

MR. SIRI: You have Exhibit 60? 

So you'll see on the third page 

there's MMR. So Exhibit 307 and 

Exhibit 341 and 308, these all 

document the use of the aborted fetal 

tissue. And that it is -- and that 

the -- and that the subculture are 

still in this product that your 

looking at right now --

MR. LEUNG: Okay. 

MR. SIRI: -- that they want to 

inject into my client's body. And 

they 

MR. LEUNG: This is the 

document 

MR. SIRI: This is the -- so 

you can match up WI38 and MR15C5. 

Those are the ingredients on the 

exhibit. I don't know what it was 

market, the ingredients list, but the 

vaccine you can match up --

MR. LEUNG: I'm going to mark 

this as 13. 
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MR. SIRI: Okay. And then 

Exhibit 341 says that 

MR. LEUNG: This is 13. And is 

that 14 for me? 

MR. SIRI: Exhibit 341? 

MR. LEUNG: Yes. 

MR. SIRI: And so, when -- you 

know, when they first licensed this 

vaccine, they didn't understand the 

concept of insertion Genesis. That 

that DNA below 500 base --

MR. LEUNG: Can I ask you 

something? 

MR. SIRI: Yes. 

MR. LEUNG: And I'm going to 

ask you with all due respect. 

Without like in a professor type 

thing, educating me, Just tell me in 

summary what it says. I don't need 

the background. 

MR. SIRI: Right. 

MR. LEUNG: Just tell me what 

it purports to. 

MR. SIRI: I'm trying my best. 
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MR. LEUNG: For instance, R-15. 

MR. SIRI: I'm trying my best. 

MR. LEUNG: Or whatever you 

just said. 

MR. SIRI: I'm trying my best 

to give you what your asking for. 

MR. LEUNG: I understand. 

MR. SIRI: Despite the fact 

that it is missing critical pieces to 

the connected tissue. 

MR. LEUNG: I understand. 

MR. SIRI: So I'm not sure what 

your, you know 

MR. LEUNG: What does R-14 tell 

me? 

MR. SIRI: You know, so what 

so R-14 and R15, those are the 

product descriptions for what's on 

the ingredients list. 

MR. LEUNG: That's all I need. 

MR. SIRI: That's what I was 

telling you. 

MR. LEUNG: Thank you. 

MR. SIRI: And then R-15 
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MR. LEUNG: Then we have R-16. 

MR. SIRI: Exhibit 341. I 

don't know what -- R-15. Your up 

to 

MR. LEUNG: This one that we 

have, R-15. 

MR. SIRI: Yeah. So that's, 

you know, that's a history of the use 

of the tissue. Can I get Exhibit 70, 

please. 

This was one of the studies. This 

was done with, you know, 80 aborted 

fetuses in order to create the 

Rubella component. Where they take 

the fetus and make them into three 

centimeter cubes 

MR. LEUNG: I'm going to mark 

that was R-16. 

MR. SIRI: and they culture 

it to see if it's good for vaccine 

production. And then let me just 

skip ahead here to Exhibit 321. And 

so, Exhibit 321 is -- this is 

somebody who worked for a major 
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genetics company in Silicone Valley. 

And so, she's got a letter regarding 

the use of fetal DNA in the MMR 

vaccine and issues related thereto. 

Can I get Exhibit 267? Now, you 

know, measles have been around since 

the beginning of reporting history as 

I understand. It's something that's 

actually part of nature. God, 

whatever one wants to call it. Okay. 

But the MMR is not The MMR is a 

manmade product. Okay. 

It's something that only comes about 

because of man's creation. And so, 

you know, there might have been a 

reason that the measles vaccine is 

part of the natural world as we know 

it. What this is, is handing you a 

prospect study of 100,000 individuals 

in Japan that were followed for 

22 years by the Major Health 

Authority. And what they found is, 

that those that had gotten measles 

and mumps -- okay. 
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Those that got measles and mumps, 

95 percent of them were still alive. 

They didn't die from cardiovascular 

disease after 22 years. But of those 

that didn't have measles and mumps, 

okay, only 85 percent of them 

survived. That's a huge 

differential. And that is from major 

purview study by major institutions. 

What it shows is that getting measles 

and mumps, potentially -- let me get 

the next Exhibit 39. Getting measles 

and mumps, the study indicates it 

actually protects you from a cardio 

vascular death. Cardiovascular 

disease killed 6,000 Americans last 

year. The measles killed 400 

Americans a year in a few years 

before the measles vaccine was first 

licensed in 1963. 

Okay. So if the measles in 

eliminating measles cause five 

percent of cardiovascular deaths. 

That far outnumbers the deaths from 
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actual measles. You have 309? That 

is the -- that's the number of deaths 

from heart disease. And that 

study -- as far as that study remains 

un-rebutted in the medical 

literature, there's nothing that 

contradicts that finding. 

MR. LEUNG: That's R-15 -- 19, 

counsel is referring to. 

MR. SIRI: Yes. Now, there's 

also numerous -- numerous studies 

that show that those who had measles 

have far less rates of various 

cancers. Can I please have 

Exhibit 265? Okay. 

This is a study out of the 

International Agency for Research on 

Cancer in Leon France. Okay. And 

what they found, that those who had 

measles -- those who did not have 

measles had a 66 percent increased 

rate of Non-Hodgkin's lymphoma and a 

233 percent increase rate of 

Hodgkin's lymphoma. 
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MR. LEUNG: That's R-20. 

MR. SIRI: That's R-20. And 

that one also remains un-rebutted in 

the medical literature, as far as we 

are aware. Can I get exhibits 310, 

311, and 330. These are all studies 

constantly showing purview science, 

that those who have measles have far 

less rates of various cancer, 

including ovarian cancers. And 

Exhibit 335. 

And I'm also going to provide you the 

number of people that died from 

Non-Hodgkin's lymphoma. That's 

20,000 people last year. A 

percentage of that relates to people 

not getting measles. You can just do 

the math. 400 deaths for measles in 

the years before 1963, that's 

according to the CDC, verses how many 

people have died because you've 

eliminated measles and people who 

want to exercise their right not get 

this vaccine. 
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MR. LEUNG: That's R-21. 

MR. SIRI: Okay. 

MR. LEUNG: Admitted. 

MR. SIRI: Which one are you -

MR. LEUNG: Infectious 

childhood diseases and history of 

cancer patients and match control 

MR. SIRI: So one of those 

actually was about ovarian cancer 

kills 13,000 people a year in the 

United States. It shows that having 

measles having half the risk of 

ovarian cancer. 

MR. LEUNG: R-22 appears to be 

a --

MR. SIRI: I just want to be 

very clear for the record. 

MR. LEUNG: Go ahead. 

MR. SIRI: I'm not testifying 

today. I am telling you these are 

documents, and you know, the evidence 

testifies. 

MR. LEUNG: Exactly. 

MR. SIRI: So these documents 
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speak -- meaning that I'm trying to 

fill in the gaps for you. I'm not a 

witness. I was intending to create 

the connective tissue with their own 

witness, but I am not 

MR. LEUNG: Well, let me just 

say something. These are both 

hearings and attorney statements. 

When you come in, it is testimony to 

the extent that your introducing 

these documents. And you can testify 

in place of your client. 

MR. SIRI: Okay. 

MR. LEUNG: You can testify in 

place of the client's doctor. You 

can testify -- triple hearsay is 

permitted. Whatever you need to say, 

I'm taking into consideration. 

Everything is testimony. Okay. 

MR. SIRI: Triple hearsay. 

MR. LEUNG: Triple hearsay. 

MR. SIRI: What about 

quadruple? 

MR. LEUNG: Everything. Very 
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informal. R-23 is admitted. R-24 is 

admitted. Everything from R-7 upward 

that we have admitted. We're now up 

to R-24 been admitted without 

objection. 

MR. SIRI: Let me just confirm 

that we did -- we did all of these. 

This is -- your being handed a survey 

from the Department of Healthcare and 

Technology University of British 

Columbia. Again, documenting 

differentials --

MR. LEUNG: R-25 is admitted. 

MR. SIRI: -- between those who 

have had measles and those who have 

not had measles. 

MR. LEUNG: Is this the last of 

the documents, counsel? 

MR. SIRI: Nope. 312 is 

that gives you the number of deaths 

from ovarian cancer per year. So you 

can have a comparative study. There 

are various -- I don't know how to do 

this? But basically the doctor can 
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explain this, but we're not going to 

do that. Essentially, the bottom 

line is -- I'll just leave it alone. 

Let me get 

MR. LEUNG: R-26 is admitted. 

MR. SIRI: -- 329. These 

three. Okay. So these are studies 

that show that children who have had 

measles have far less allergies and 

atopic diseases. Atopic diseases are 

things like, asthma. It's when 

you're sensitized to something in the 

environment. So children that have 

had that have had measles have far 

less 

MR. LEUNG: That's R-27. It's 

admitted. 

MR. SIRI: of these 

conditions. There are three of 

those. 329, 336, and -- 329 and 336. 

Just do those two. We don't need to 

use the other one. Two is enough. 

And then Exhibit 331. 

331 is a study that also looked at 
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the Parkinson rate in adulthood in 

those who have had measles and those 

who don't. Those who have had 

measles half the rate of Parkinson's 

disease. 

MR. LEUNG: Okay. 

MR. SIRI: You know, when you 

look at the world, my clients believe 

that God created the world. That 

there is a divine creator. There 

might have been a reason that God 

created the world the way he did. 

They want to exist in this world the 

way God created it. I think all of 

these purviewed science that -- I 

don't know any studies. We're not 

aware of any studies that rebut these 

findings. Hence, this is the best 

available evidence of what --

MR. LEUNG: R-29 is admitted. 

MR. SIRI: -- supports that on 

the four prongs that we talked about. 

Fairness, justice, medically 

appropriate -- is it medically 
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appropriate to increase a child's 

risk of cancer, atopic disease, heart 

disease, in order to prevent them 

from having what's typically been 

considered a mild childhood illness. 

MR. LEUNG: Is this the end of 

the documents? 

MR. SIRI: Almost. So 

Exhibit 20 -- let me get Exhibit 20. 

So the Exhibit 20, is the package 

insert for MMR. The MMR vaccine 

itself. So this is from the 

manufacturer. You can see in there 

despite millions of pieces of DNA, 

its never been evaluated for whether 

it can mutate genes. 

MR. LEUNG: Exhibit R-30 

admitted. 

MR. SIRI: Let me get 

Exhibit 313. This is a study out of 

Canada from their health authorities. 

And what they did is, that they 

tracked what happens within two weeks 

of getting MMR. How many kids went 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

215 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

to the emergency room that wouldn't 

have otherwise went. One in 168 

children ended up in the emergency 

room, according to the Canada health 

researchers, that wouldn't have 

otherwise ended up there because they 

received the MMR vaccines. 

A pretty recent study. I'm still 

waiting for an HHS response on that 

one. It's quite a concerning 

finding, but obviously that's, you 

know, an issue in Vaccine Court. 

Because you know, my firm does 

vaccine injury cases. 

And Vaccine Court, we have cases from 

CDC or -- if it shows that the 

vaccine causes harm, they're going to 

be liable because they're the 

Respondent in the vaccine injury 

compensation program. It's part of 

the Federal Court of Claims. You can 

go to the Federal Court of Claims 

website anytime. Click on vaccine 

claim and you can read all about the 
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Vaccine Injury Compensation Program 

down in Washington, D.C. That's 

administered in the Federal Court of 

Claims and specialized program, but 

there's no discovery. 

And you have to give all your 

evidence and the Government is 

defended by the law firm called the 

Department of Justice. Just like 

there are government attorneys here 

defending vaccines. There are 

government attorneys defending it on 

the federal level too. Did we do 

exhibit -- where are we at? Okay. 

We did 313. Okay. 

You know in Exhibit 20, just point 

out, that it has a long list of 

adverse reactions. I'm just going to 

read 21CFR. It's one sentence. 

201.57C7, and what the code of 

federal regulations provides is that 

on the package insert, despite 

popular belief, the only adverse 

reactions that are supposed to be 
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listed that are postmarketing are, 

"Only those adverse events for which 

there are some basis to believe that 

there is a causal relationship 

between the drug and the occurrence 

of the adverse event." 

That's the Code of Federal 

Regulations. When you see adverse 

events on the MMR package insert, the 

only reason it's there is because the 

manufacturer had a basis that they 

are causally related, but they're not 

liable. They pop it on there and 

then who knows what their evidence is 

because it can't be discovered. 

MR. LEUNG: Are you done with 

the documents, counsel? 

MR. SIRI: 22 and 21. These 

are examples of Merck amending their 

package insert to add transverse 

myelitis in 2014. And another, I 

think, serious injury in 2017 -- of 

course getting discovery as to the 

evidence that's supported that you 
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can't get because you can't sue them 

for the injuries. You can get, you 

know, hundreds of millions of dollars 

for robo violations, but you can't 

get a dollar pretty much out of Merck 

unless they commit fraud for if a 

child dies from an MMR vaccine. 

Let me get exhibit number 53. So 

there's actually one study that I'm 

aware of that looked at the health 

outcome of children that are 

vaccinated and unvaccinated children 

in the United States. It was a small 

study. It could be far better, but 

it's the only one. It's Exhibit 53. 

And what it found was, there's lots 

of issues and concerns that the IOM 

looked at that are on the package 

insert. And that study found it was 

out of the School of Public Health -

Jackson University, were increased. 

You know, the question is one of, Are 

you avoiding a limited infection for 

a chronic health issue? 
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MR. LEUNG: Counsel. 

MR. SIRI: Okay. Moving on. 

Moving on. 

MR. LEUNG: Counsel, I'm going 

to ask you to document 

more do you have. 

MR. SIRI: Seven 

how many 

MR. LEUNG: How many more do 

you have, approximately? 

MR. SIRI: I've only got four 

more pages. So we went through -

we're on page 19. I got four more 

pages. So that much (indicating). 

Okay. Exhibit -- what's was the one 

that we just did? Exhibit 16? 

MR. LEUNG: 34. 

MR. SIRI: We just did 34? 

We're on 53. 

MR. LEUNG: We just did this 

one (indicating). 

MR. SIRI: We just did that. 

Oh, okay. So you know this is a 

report by the Congress with regard 

to, you know, ACIP that we talked 
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about earlier. ACIP makes the 

vaccine recommendations, including 

adding MMR. And what Congress found 

is that, most of those people who 

stood on that ACIP Board, have 

conflicts with pharmaceutical 

companies. You can read it. It's a 

wonderful interesting read. 

Exhibit 238, please. And what you 

can find here is that the CDC vaccine 

schedule from 2000, which is the same 

year that this report was issued, it 

was on the schedule at that point. 

Can I get Exhibit 16 as well -- oh, 

we already did 16. Okay. Let's move 

onto to Exhibit 272. So, you know, 

understanding that pharmaceutical 

companies -- I think I'm done in like 

five, 10 minutes total. 

MR. LEUNG: What I'm going to 

do, counsel, is -- I'm going to let 

you introduce whatever document you 

have and I'm going to let the title 

of those documents 
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MR. SIRI: I'm going as fast as 

I can. 

MR. LEUNG: No. No. No. You can 

summarize what's coming. 

MR. SIRI: I am -- I'm not 

slowing this down. 

MR. LEUNG: No. No. 

MR. SIRI: The only slowing 

down what's happening is 

MR. LEUNG: Tell me the titles 

of the documents that's coming in. 

MR. SIRI: Okay. This is 

exhibit -- this is the mandate for a 

safer child vaccine, which is apart 

of the 1986 Act codified in the 

United States Code. It's what under 

pins vaccines in this country. You 

can see the title right there. What 

it does is that it requires -- and 

you can see these are titles. It has 

a general rule. It has a task force. 

It has a report that is submitted 

every two years to Congress in which 

HHS documents how they made vaccines 
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safer. 

Okay. Exhibit 273, you might just 

leave this out. Don't refer to it as 

we go through the next two because it 

is going to be irrelevant. 

Essentially, because vaccine 

manufacturers have immunity, have 

liability, this is what undermines 

the activity. HHS is assuring their 

safety. You can see it under 

Provision 1. 

And so, every year HHS submits a 

report to Congress. This is a 

stipulation from Federal Court. And 

what you'll find is that these 

reports required by Section C, every 

year, have never been submitted a 

single time. This was a stipulated 

order in Federal showing that they 

actually do that. And that's a 

simple requirement. Just submit a 

report. 

Exhibit 274, please. And then for 

the task force, if I recall under the 
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title. Okay. This is the task force 

for this document right here 

The Task Force For Safer Childhood 

Vaccines okay. This task force is 

supposed to make recommendations on 

how to make vaccines safer to the 

Secretary of HHS. And this is a 

response to a FOIL request. And 

you'll see that task force was 

dissolved in 1998. 

It doesn't even exist. They're 

not doing even the simplest request 

to make sure that the MMR vaccine is 

safe. Let me get Exhibit 318 and 

319. Okay. This is a group of 

physicians that have complied a 

summary of the risks of the MMR 

vaccine and so forth. You know, 

these are physicians. So they're 

writing it from the perspective of 

physicians. 

MR. LEUNG: Counsel. 

MR. SIRI: And those positions 

are 319 and 318. 
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MR. LEUNG: Counsel, I'm going 

to stop you right there. I'm going 

to stop you right there. 

MR. SIRI: Yeah. 

MR. LEUNG: Let me stop you. 

MR. SIRI: Sure. 

MR. LEUNG: Let me put on the 

record, we've been on the record 

MR. SIRI: Deal with 146 --

MR. LEUNG: Hold on, counsel. 

We've been on the record two hours 

and 40 minutes now. You have 

documents to tend to show that the -

we have admitted 39 documents 

consisting of probably over 

600 pages. Counsel, stop. 

MR. SIRI: Yep. 

MR. LEUNG: Stop. Okay. To 

the extent that you have further 

documents to support your proposition 

that this summons should not have 

been issued and it was unjust to 

issue it, I'm going to allow you to 

admit that and mark it. The next one 
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to be 40. And I'm going to let you 

mark it and your assistant mark it 

from 40 onward. When it's marked and 

everything is ready to be admitted. 

Let me know. 

Right know we're going to --

I'm going to allow both sides to go 

to the substance. Is there anything 

that you want to argue in terms of 

summations? Because I'm moving to 

that right now. Is there anything 

else after you present this exhibit? 

Is there other testimony you want to 

provide that's relevant to the issues 

in the summons. 

MR. SIRI: Yeah. Can I just 

give direction as to what exhibits 

are to be marked, please. 

MR. LEUNG: Sure. 

MR. SIRI: So I'm going to 

circle the ones that are left to be 

marked. 

MR. LEUNG: Just hold it until 

you're ready and then I'm going to 
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read it in all mass. Thank you. The 

documents that have been admitted so 

far all the way up to Respondent's 

39. 

Department of Health, any 

objections? Any objections to those 

being admitted into evidence? 

MR. MERRILL: No objections. 

MR. LEUNG: Okay. They're 

admitted into evidence. 

MR. SIRI: And so, you know, 

between 1900 and 1962 -- okay. When 

there was absolutely no measles 

MR. LEUNG: Counsel, I'm going 

to stop you because I understand -

MR. SIRI: You said summations. 

MR. LEUNG: Yeah. 

MR. SIRI: Summing. 

MR. LEUNG: Your summing up? 

MR. SIRI: Summing. 

MR. LEUNG: Go ahead. 

MR. SIRI: You told me to sum. 

I figure you were giving me three 

sentences. 
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MR. MERRILL: Do I get to put a 

couple of things in? 

MR. LEUNG: Sure. Before we do 

the sum up, I'm going to turn to 

Department of Health. 

MR. MERRILL: Okay. First I 

just want to add one more document, 

your Honor. This is the frequently 

asked questions. It was also handed 

out and serves to all the 

Respondents, which gives instructions 

on how to submit medical proof. I 

also have a --

MR. LEUNG: This is a multipage 

document that I'm going to mark as P 

MR. MERRILL: I thought we were 

on two. 

MR. LEUNG: Two. Okay. I'm 

going to mark it as P-3. It's a 

document entitled Frequently Asked 

Questions New York City Measles 

Vaccine Order Zip Code 11205, 11206 
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MR. SIRI: Can I see a copy 

when your done? 

MR. LEUNG: -- 11211 and 11249. 

I'm handing it to counsel to look at 

(handing) . 

Any objection to that being admitted 

into evidence? 

MR. SIRI: My only objection is 

that, I don't have an opportunity to 

cross-examine the Department of 

Health about it. 

MR. LEUNG: You can ask them 

questions about it. There are 

representatives here. You have a 

question about it? 

MR. MERRILL: It actually came 

up in the testimony that you already 

have about this questionnaire, but 

MR. LEUNG: Okay. But do you 

have any questions for the Department 

of Health, counsel, on this document? 

First off, you don't object P-3 

being admitted into evidence? 

MR. SIRI: My objection is what 
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it was. 

MR. LEUNG: Okay. 

MR. SIRI: You know this 

document also says that the vaccine 

is safe. And I think it implies that 

the benefits outweigh the risks. 

MR. LEUNG: Gotcha. I 

understand. 

MR. SIRI: And --

MR. LEUNG: I'm going to take 

your testimony that you disagree with 

the assertions in it. 

MR. SIRI: So can I ask about 

the substance of this document? 

There's lots of things in here. 

MR. LEUNG: What do you mean 

by, asking about the substance? What 

are you talking about? 

MR. SIRI: Well, you know, 

there's a lot of assertions in this 

document. 

MR. LEUNG: You don't have to 

ask questions. You can rebut the 

assertions based upon your testimony. 
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MR. SIRI: Yeah. 

MR. LEUNG: You can say, 

paragraph 3, I disagree with it. 

MR. SIRI: Okay. So for 

example, the Health Department has 

found multi-strategies to end the 

outbreak. Now, what they did is in 

the Jewish community when there were 

cases, they excluded the children 

from school. Okay. And they did 

that back in 2018. Okay. By using 

that heavy handed approach, for 

months there were not that many 

cases. 

What they did is, they left 

those people who have that firm 

belief with injecting this product 

with only two options. They either 

had to give a product that was 

against their conscious to do in the 

way think lived for thousand years or 

they had to give their child measles 

to go back to school. 

MR. LEUNG: Counsel, I think 
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this is in support of your summation 

that this should not have been 

issued. So I'm just asking --

MR. SIRI: Well, it's directed 

really to what's being argued here. 

Because it says in here -- it says, 

you know, they tried. And so, what 

they're 

through 

I mean, I would do this 

you said I should just 

summarize it. So the point is that, 

what it did is that this wasn't an 

outbreak in the traditional sense 

epidemiologically. It didn't follow 

that trend. 

What it was that it became a key 

component. Is that they had measles 

parties as the Commissioner of Health 

had said. Measles parties, that's 

why it didn't go outside of the 

Jewish community. People were trying 

to get their kids back in school and 

it was the heavy hand in the Jewish 

community that did this. There were 

cases in public schools where it 
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didn't exclude the unvaccinated kids 

in those schools. 

MR. LEUNG: So P-3 --

MR. SIRI: I have more -- okay. 

MR. LEUNG: So P-3 is admitted. 

MR. MERRILL: There was a lot 

of testimony earlier about -- were 

people told that they could submit 

medical objections and proof of 

immunity and that's why --

MR. LEUNG: Was P-3 provided to 

Respondent? 

MR. MERRILL: Yes. 

MR. LEUNG: Okay. 

MR. SIRI: With the violation. 

MR. MERRILL: I also want to 

mark -- correct. I also want to 

mark, and there's been a lot of 

statutes and other things submitted, 

but I want to submit a copy of Judge 

McHale's (phonetic) decision, which 

upheld the order back in April. So I 

have a copy for you, Aaron. 

MR. SIRI: Thank you. 
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MR. MERRILL: I also want to 

point out that the safety of the 

vaccine was brought in that case as 

well. And if you look at the 

decision where there's doctors 

testifying, doctors submitting 

affidavits, there's a plaintiff 

expert, they also cited that Judge 

McHale found -- cited that there is 

very little mainstream scientific 

evidence about the --

MR. SIRI: I submit for the 

record --

MR. LEUNG: Submitted as P-4. 

Do you have -- we have any 

objection to this decision being 

admitted? 

MR. SIRI: Just the 

characterization of number one, it 

only addresses --

MR. MERRILL: I'm quoting from 

the 

MR. SIRI: It only addresses 

one of the constitutional arguments 
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that I raised. Not the -- and 

MR. MERRILL: We accepted a lot 

of hearsay and a lot of studies about 

the -- I want to point out that the 

doctors that testified, that were 

brought in there --

MR. SIRI: Those doctors are 

not here today. I didn't bring them 

in my case. I brought evidence from 

the Institute of Medicine, the FDA, 

the CDC. So most 

MR. MERRILL: You put in 

letters. 

MR. SIRI: So most of the 

evidence speaks for itself. 

MR. LEUNG: Counsel. 

MR. SIRI: Yeah. 

MR. LEUNG: Let's 

MR. SIRI: I was responding to 

his --he cut me off. I was 

responding. 

MR. MERRILL: You cut me off 

right now. I let you go for hours 

and put in letters and --
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MR. LEUNG: All right. 

MR. MERRILL: And last thing, 

your Honor, I just want to read from, 

I think it's Respondent's 2, the CDC 

Statement, that's in context, which 

has been grossly distorted. 

MR. LEUNG: Respondent's 2? 

MR. MERRILL: Yes. It talks 

about Section 4, page 2, the risk of 

vaccine reaction. I just want to say 

that in the documents that plaintiff 

has put in --

MR. SIRI: Let the documents 

speak for themselves. 

MR. MERRILL: Getting in 

well, getting an MMR vaccine is much 

safer than gets Measles, Mumps, or 

Rubella disease. Then going down at 

the bottom and it talks about the 

risks and the severe allergic 

reaction. We had a lot of testimony 

about that. It says, any medication 

that causes severe allergic reaction, 

such reactions to vaccines is 
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estimated to be one in one million 

doses. 

MR. SIRI: That is only for 

anaphylactic. Not for brain damage. 

Not for coma. Not for seizure. 

That's not for any of those. 

MR. LEUNG: Okay. 

MR. SIRI: That's not what it 

says. And severe 

MR. MERRILL: And rear means 

one in a thousand. 

MR. LEUNG: Understood. 

Do you have any objection to 

the Decision that's marked as P-4, 

that being admitted into evidence? 

MR. SIRI: I don't have an --

it's a Decision. I have no 

objection. 

MR. LEUNG: So you consider 

it 

MR. SIRI: I just want to say. 

MR. LEUNG: If it's in 

evidence, I'll consider it. 

Do you have any objection for 
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me considering this in my decision. 

MR. SIRI: Well, I have -- yes. 

I object to it being considered in 

any way. Anything that is fact 

MR. LEUNG: P-4 is admitted 

into evidence and your going to 

MR. SIRI: I object to you 

considering assertions in there as 

factual. 

MR. LEUNG: Gotcha. 

MR. SIRI: It's a legal 

decision. 

MR. LEUNG: Okay. Understood. 

MR. SIRI: The facts. It's not 

an evidence. It is what I 

MR. LEUNG: Understood. 

MR. SIRI: And the 

characterization 

MR. LEUNG: Hold on one second 

before you go further. Because I'm 

going to give you an opportunity, I 

promise you. I'm going to give you 

an opportunity. 

MR. SIRI: Okay. 
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MR. LEUNG: But you spoke at 

length and I want to give the 

Department of Health, Mr. Merrill, an 

opportunity to address all the issues 

that they have. 

Is there anything else that you 

want to add? 

MR. MERRILL: No. 

MR. LEUNG: Now that that's 

done, I'm going to ask, do you have 

anything that you want to testify to? 

Anything of substance that you want 

to tell me? 

MR. SIRI: About? 

MR. LEUNG: About the case. 

Why we're here. 

MR. SIRI: Well, you know, are 

we just going to rest on this record. 

MR. LEUNG: No. We don't have 

to rest. 

MR. SIRI: Look --

MR. LEUNG: First of all -

MR. SIRI: Listen, the record 

is -- well, let's get these in. You 
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know, I just -- I mean, I want to 

my summations is as to the four 

arguments. The four core arguments. 

I don't believe -- I mean, I just 

stand on my objection about not, you 

know, being able to make a fulsome 

record. Separate from that, I'm 

happy. You know, I think that the 

arguments that were made on the first 

points speak for themselves. I'm 

happy to rest on the record here 

today if Mr. Merrill is as well. 

MR. LEUNG: Okay. So there's 

nothing further either side wants to 

address; is that correct? 

MR. MERRILL: Correct. 

MR. SIRI: As long as your 

objection stands, then no. 

MR. LEUNG: You mean your 

objection. Right? 

MR. SIRI: I apologize. Your 

limited rulings that I objected to. 

MR. LEUNG: Right. Okay. I 

have enough to make a decision. I'm 
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going to take the case under 

advisement and issue a written 

decision that you will receive in 

30 days. Hearing nothing further 

from either parties, this hearing is 

adjourned. The record should reflect 

that the extensive arguments that 

formed the basis --

MR. SIRI: Oh, wait. Did we 

finish putting the rest in? 

MR. LEUNG: I'm going to do it 

right now. 

MR. SIRI: Okay. 

MR. LEUNG: The extensive 

arguments made at the end of the 

latter portion of this hearing 

apprised to subsequent summons that 

we were going to either hear today or 

adjourn at a later date, if we run 

out of time. Mr. Siri has indicated 

that the substantive arguments that 

have taken up the majority of the 

three hour hearing, is common. Is a 

common defense to the subsequent 
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summons that we're going to hear. So 

to the extent that the subsequent 

summons will refer to the record, 

here it will be to save time so that 

all the arguments that took up over 

two hours will not have to repeated. 

So this record will be joining the 

other records. The record should 

reflect that I also admitted the 

following documents: We ended at 

R-39. We have now gone to R-40, 

R-41, R-42, R-43, R-44, and R-45. I 

have given a chance to the Department 

of Health to review that. 

Any objection going up to R-45? 

MR. MERRILL: No, your Honor. 

(Continued on next page to 

include jurat.) 
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MR. LEUNG: Hearing no 

objections, these are admitted into 

evidence. And hearing nothing 

further from either parties; is that 

correct. 

MR. MERRILL: That's right. 

MR. LEUNG: This hearing is 

concluded. Thank you. 

(Whereupon the hearing was 

concluded. ) 
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C E R T I F I C A T E 

STATE OF NEW YORK 

COUNTY OF KINGS 
ss.: 

I, SHERNELLE GRIFFITH, a Notary 

Public for and within the State of New 

York, do hereby certify: 

That the witness whose examination is 

hereinbefore set forth was duly sworn and 

that such examination is a true record of 

the testimony given by that witness. 

I further certify that I am not 

related to any of the parties to this 

action by blood or by marriage and that I 

am in no way interested in the outcome of 

this matter. 

IN WITNESS WHEREOF, I have hereunto 

set my hand this 28th day of August 2019. 

SHERNELLE GRIFFITH 

Nexdep On-Demand Court Reporters 

800-757-2148 I NEXDEP.COM 

244 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 7 RECEIVED NYSCEF: 08/24/2020



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

DEPOSITION OF ERRATA SHEET 

DECLARATION UNDER PENALTY OF PERJURY 

I declare under penalty of perjury that I 

have read the entire transcript of my 

deposition taken in the above-captioned 

matter or the same has been read to me and 

the same is true and accurate, save and 

except for changes and/or corrections, if 

any, as indicated by me on the DEPOSITION 

ERRATA SHEET hereof, with the understanding 

that I offer these changes as if still 

under oath. 

Subscribed and sworn to before me 

this day of 

NOTARY PUBLIC 

20 
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ERRATA SHEET 

PAGE/LINE CORRECTION 
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The following resolution was adopted by the Board of Health on April 17. 20 I 9 
and will be published in accordanc;e with §17-148 ofthe Administrative Code of the City 

ofNew York. 

Resolution oft he Board of Health of the 

Department of Health and Mental Hygiene 
of the City of New York 

At a meeting of the Board of Health of the Department of Health and Mental 

Hygiene held on April 17. 2019. the following resolution was adopted: 

WHEREAS. there is an active outbreak of measles among people residing in the 
neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205. 
I 1206, 11211 and I 1249 (the "affected zip codes"'): and 

WHEREAS, on April 9, 2019 the Commissioner of the Department of Health and 
Mental Hygiene determined that an urgent public health action was necessary to protect 

the public from the measles outbreak occurring in the neighborhood of Williamsburg and 
declared a public health emergency: and 

WHEREAS, pursuant to her authority under Health Code §3.0 I, the Commissioner 
ordered that anyone who lives, works or resides in the affected zip codes and any child 
older than six months of age living, residing, or working in any of the affected zip codes 
be immunized against measles; and 

WHEREAS. the Order subjects a person to a civil fine . unless such person or. for 

a child, such person·s parent or guardian, can demonstrate that such person has immunity 
to the disease or document to the satisfaction of the Department that such person should be 
medically exempt from this requirement: and 

WHEREAS, pursuant to Health Code §3 .0 I, the Order issued by the 
Commissioner is only in effect until the Board of Health convenes and either continues or 
rescinds the Commissioner's exercise of authority; and 

WHEREAS, the Board of Health has taken and filed among its records and reports 
that since September 20 I 8 more than 300 cases of measles have been documented in the 
City of New York with the vast majority occurring among people residing in the affected 
zip codes and that new cases of measles are still occurring at an alarming rate ; and 

WHEREAS. measles is a highl y contagious viral disease that can result in serious 

health complications such as pneumonia. encephalitis (swelling of the brain) and death. 
About a third of reported measles cases have at least one complication. Measles can be 

serious in all age groups. However. infants, young children, pregnant persons. people whose 
immune systems are weak and adults are more likely to suffer from measles complications: 
and 
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WHEREAS, measles is easily transmitted from a sickened person to others who 

lack immunity to the disease. The virus can live for up to two hours in the air or on 
surfaces where an infected person coughed or sneezed and people who lack immunity 
are highly likely to become sick if they are in contact with an infectious person or near 

where an infectious person recently has been; and 

WHEREAS, although measles is highly contagious. the Measles-Mumps

Rubella (MMR) vaccine is a proven safe and effective vaccine that will prevent its 

transmission. While measles remains one of the leading causes of death among young 

children in parts of the world where the vaccination is not available, the disease until 

this outbreak was eliminated in the United States; and 

WHEREAS, because a high rate of people living within the affected zip codes in 
Williamsburg have not been vaccinated against measles, the measles outbreak persists in 
Williamsburg despite other efforts taken by the Department of Health and Mental Hygiene 
to stop it, including orders excluding unvaccinated children from attending preschools and 

daycare programs; and 

WHEREAS. the Board of Health regards the aforesaid reports of over 300 cases 

of measles as sufficient proof to authorize the declaration that an outbreak of measles is 
occurring in Williamsburg that threatens the health and safety of New Yorkers and is 
immediately dangerous to human life and health and constitutes a public nuisance; and 

WHEREAS, the outbreak is occurring because a large number of people residing 
in the affected zip codes have not been vaccinated against measles; and 

WHEREAS, the only way to end the outbreak is to require that people residing. 

working or attending school in any of the affected zip codes be vaccinated against or 
otherwise have immunity against measles; and 

WHEREAS, personal service or service pursuant to subdivisions (a) or (b) of§ 17-

148 of the Administrative Code of the City of New York of orders requiring the abatement 
of such nuisances and conditions in effect dangerous to life and health upon each of the 
persons who, pursuant to the provisions of Title 17 of the Administrative Code of the City 

of New York, has a duty or liability to abate such nuisances and conditions, would result 

in a delay prejudicial to the public health. welfare, and safety; now, therefore. be it 

RESOLVED, that the Board of Health hereby declares that an outbreak of measles 

is ongoing in the neighborhood of Williamsburg and that the outbreak poses a public 

nuisance because it is immediately dangerous to life and health: and be it further 

RESOLVED, that the Board of Health hereby declares that any person who lives 

or works within the affected zip codes shall be vaccinated against measles unless such 
person can demonstrate immunity to the disease or document to the satisfaction of the 
Department that such person should be medically exempt from this requirement; and be it 
further 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 8 RECEIVED NYSCEF: 08/24/2020



RESOLVED, that the parent or guardian of any child six months of age or older 
who lives or attends school, preschool or child care within the affected zip codes and who 

has not received the MMR vaccine shall cause such child to be vaccinated against measles 

unless such parent or guardian can demonstrate that the child has immunity to the disease 

or document to the satisfaction of the Department that such child should be medically 

exempt from this requirement; and be it further 

RESOLVED, that any person required by this declaration to be immunized against 
measles, or any parent or guardian required by it to immunize his or her child, shall be 
violating thi s order and be subject to the fines authorized by applicable law, rule and 
regulations each day that he, she, or such child continues to reside, work or attend school, 

preschool or child care in any of the affected zip codes without having been vaccinated 

against measles until such time that this outbreak is declared to be over by the 
Commissioner of the Department of Health and Mental Hygiene. 

RESOLVED further, that this resolution shall take effect immediately and 

publication shall be in accordance with New York City Administrative Code§ 17-148. 

(As adopted by the Board of Health on April 17. 20 I 9) 
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Summons Issued to 
Plaintiff-Petitioner
Ascher Berkowitz
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Page __1 of 1

SUMMONS NUMBER: 30376-19LO

ENFORCEMENT AGENCY NAME: DEPT. OF HEALTH AND MENTAL HYGlENE
DIVISION: Djsease Control BUREAU: Immunization

AGENCY ADDRESS AND PHONE NUMBER: 42-09 28th Street, Long Island City, NY 11101 Phone: 347-396-7998

RESPONDENT: ASCHER BERKOWITZ ID NUMBER: 50093815

ADDRESS: 95 SKILLMAN ST #4C BROOKLYN, NY 11205 PHONE:

DATE AND TIME OF OCCURRENCE:June 4, 2019 AT 9:30 AM BOROUGH: Brooklyn

PLACE OF OCCURRENCE: 95 SKILLMAN ST #4C BROOKLYN, NY 11205

The resp0ñdêñt is summoned to appear and respond to the details of violation(s) stated below.

HEARING DATE: July 24, 2019 AT 9:00 AM
** RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

Manhattan O Staten Island O Bronx U Queens XX Brooklyn

66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond Street
10th 11th FlOOr Main Floor Room 250 3rd 4th plOOr 6th 7th FlOOr
New York, NY 10038 Staten Island, NY 10301 Bronx, NY 10455 Long Island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPONDING TO THIS SUMMONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.
REFERTO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.

WARNING:If youdonotshowupfor yourhearing(orpaythe penaltybymailif permitted)theSummonswill bedecidedagainstyouandpenaltieswill be imposed.Yourlicense
mayalsobesuspendedor revoked.Inaddition,theCitymayenterajudgmentagainstyouincourt.

Details of Violation(s)
# Code Section | Violation Description

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn, the NYC Commissioner of
1 Health declared a public health érñêrgêñcy on April 9, 2019 and published a Commissioner's Order

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or

attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against
measles within forty eight hours of the Order. On April 17, 2019, the NYC Board of Health

unanimously approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons living, working or attending school in these affected ZIP codes be
vaccinated against measles. The Resolution further provides that any person who is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they demonstrate proof of immunity or that immunization is not medically appropriate. A copy of
the Order and Resolution are attached to this Summons for reference. A review of Department
records shows that Respondent's child, Z.B., who is at least six months old, lives at: 95 SKILLMAN
ST #4C BROOKLYN, NY 11205, which is located in one of the affected zip codes listed in the Order.

On June 4, 2019, a review of the Department's Citywide Immunization Registry, which collects
immunization records for all children receiving vaccines in NYC and is required to be updated by
medical providers, found that child Z.B. has no record of measles immunization. Respondent has
failed to vaccinate child Z.B. or otherwise submit acceptable proof of immunity in violation of the
Order.

NYCChirter Sections1048and1049-aandthe Rulesof theCityof NewYorkauthorizethe NYCOfficeof AdministrativeTrialsandHearings(OATH)to holdhearings.For
hearingoptions,seeothersideof this notice
1,an employee of the agencynamed above, affirm under penalty of perjury that I personally observed the commission of the violation(s) charged
above and/or verified their existence through a review of departmental records. Falsestatements made herein are punishable as a ClassA
Misdemeanor pursuant to section 210.45 of the Penal Law.

Pooia Jani 06/04/2019
Print Name Signature ID Date
I acknowledge that I have received a copy of this summons and instructions for responding and that I am authorized to accept service of this summons.
Received by:

Print Name Signature Title Date:
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RESOLVED, that the parent or guardian of any child six months of age or older

who lives or attends school, preschool or child care within the affected zip codes and who

has not received the MMR vaccine shall cause such child to be vaccinated against measles

unless such parent or guardian can demonstrate that the child has immunity to the disease

or document to the satisfaction of the Department that such child should be medically
exempt from this requirement; and be it further

RESOLVED, that any person required by this declaration to be immunized against

measles, or any parent or guardian required by it to immunize his or her child, shall be

violating this order and be subject to the fines authorized by applicable law, rule and

regulations each day that he, she, or such child continues to reside, work or attend school,
preschool or child care in any of the affected zip codes without having been vaccinated

against measles until such time that this outbreak is declared to be over by the

Commissioner of the Department of Health and Mental Hygiene.

RESOLVED further, that this resolution shall take effect immediately and

publication shall be in accordance with New York City Administrative Code §17-148.

(As adopted by the Board of Health on April 17, 2019)
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Page _1____ of _1.__

I

The agency named on the front of this Summons has alleged that you committed the described violation or

violations. Note: If the charge on the front of the Summcas states you MUST APPEAR IN PERSON, then you or

an authorized representative must attend the hearing in person. See the front of this Summons for the date,
time and !ocation of your hearing. In some cases, the agency may offer you the chance to enter into a

stipulation or settlement agreement. If you are eligible, the agency will send you a letter in the mail. To

accept the stipulation or settlement, follow the instructions in the letter.
______________________------_____________________________ -----------_________

If a stipulation or settlement is offered to you and you do not accept it, the indej éñdent NYC Office of

Administrative Trials and Hearings will hear and decide your case. If you do not accept the settlement or

show up for your hearing, a default judgment may be entered against you and additional penalties may be

imposed.

If your case is NOT marked "MUST APPEAR IN PERSON,"
you may deny the charges or their severity by

presenting a defense online, by phone or by mail.
• Online: To submit a defense online, visit www.nyc.gov/oath.
• Phone: To schedule a hearing by phone , call (212) 436-0817.
• Mail: To submit a defense by mail, send a signed statement of facts that must say, "My signature in

this statement certifies that all facts in it are true,"
with all documents you wish to have considered to: OATH

Mail Unit, 66 John Street, 10th Floor, New York, NY 10038.

To present a defense in person:
• You or an authorized representative must appear in person on the hearing date at the time and

location on the front of this Summons.
• If no location is listed or checked off, you may appear at any OATH Hearings Center on the date and

time indicated on this Summons (see locations below).
• Please be fully prepared for a hearing at that time by bringing this Sununvna and all of your evidence

with you.
• If you require assistance with English, free language assistance will be provided.

Reasonable Accommodation: If you have a disability and require a reasonable accommodation on the day of

your hearing, call the phone number listed below.
_________________________ _ _ _ _ _ _ _ _--------------- _________________________

Note: YOU HAVE THE RIGHT TO BE INFORMED OF THE MAXIMUM PENALTY. Pursuant to the New York City
Health Code, §3.11, a penalty of not less than $200 and not more than $2000 may be imposed for each

Health Code violation. For non-NYCHC violations please see the cited statute/regulation for maximum

penalties. The penalty for certain violations may be found in regulations available at nyc.gov/health. Higher

penalties may be imposed for each repeated violation up to the maximum penalty ai|üwed by law or

regulation.

OATH HEARINGS CENTERS

Tel: 1-844-OATH-NYC (1-844-628-4692) www.nyc.gov/oath

Manhattan: 66 John Street, 10th & 11th Floors, New York, NY 10038

Brooklyn: 9 Bond Street, 7th Floor, Brooklyn, NY 11201

Queens: 31-00 47th Avenue, 3rd Floor, Long Island City, NY 11435

Bronx: 3030 Third Avenue, Room 250, Bronx, NY 10455

Staten Island: 350 St. Mark's Place, Main Floor, Staten Island, NY 10301
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Health

Information on Measles and the Civil Summons

This document provides information about measles exposure and the civil summons issued to you by the New York

City Department of Health and Mental Hygiene related to the measles outbreak in Williamsburg, Brooklyn.

Summons Number: 30376-19LO

Why was Iissued a summons?

The Health Department has issued a civil summons to you for failing to comply with the April 9, 2019 Order of the

Commissioner regarding measles.

You have the right to a hearing at the New York City Office of Administrative Trials and Hearings (OATH) (Hearings

Division). Follow the instructions that are attached to the summons.

How can I prGvide information to show that 1, or my child, have been vaccinated, have :mmur.:ty or have a medical

exemption?

If you believe that you or your child have received the measles, mumps, and rubella (MMR) vaccine; have immunity to

measles; or have a medical condition that prevents you from getting the MMR, you may submit medical records

(these include vaccination records, serology report to prove immunity, or medical documentation for an exemptics).

New Residents

If you or your child were not born in the city, your provider will need a copy of the immunization history to add to the

Citywide Immunization Registry (CIR) record. You should contact your or your child's previous health care provider, or

the last school you or your child attended, for your immunization records. The state where you previously lived may
also have your records in its immunization registry.

If you moved to the city from elsewhere in New York State, the immunization record may already be in the CIR. You

should contact your or your child's previous health care provider, the last school you or your child attended, the New

York State Department of Health, or your local (county) health department for your immunization records.

All records submitted to the Health Department must be signed and dated by a medical professional. The Health

Department will review the medical records and may withdraw the summons.

Submit the medical record to the Health Department. Fax it to 347-396-8844 or email a copy of the record to

measlesreview@health.nyc.gov.

If your medical provider does not have MMR vaccine or if you need to find a vaccine clinic, call 311 or go to the Health

Department website https://wwwl.nyc.gov/site/doh/index.page.

Where can I find information about the Order of the Commissioner, meas!es or the MMR vaccine?

Information about the Order of the Commissioner, measles and the MMR vaccine is on the NYC Health Department's

website at nyc.gov/health. Or call 347-396-7998 to speak to someone at the Health Department.
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Health

Frequently Asked Questions:

NYC Measies Vaccine Order for ZIP codes 11205, 11206, 11211 and 11249

On April 9, the Health Department declared a public health emergency and issued a measles vaccine

order in response to the measles outbreak in ZIP codes 11205, 11206, 11211 and 11249 in Brooklyn. This

FAQ prüvides additional information on this announcement as well as the associated measles vaccine

order.

Why did the Health Department declare a public health emergency in response to the ===clas

outbreak in ZIP codes 11205, 11206, 11211 and 11249?

The Commissioner of Health can declare a public health emergency when there is an urgent threat to

the health of New Yorkers.

There is currently an active measles outbreak in the Williamsburg and Borough Park ñêighborhoods of

Brooklyn that qualifies as such a threat. The outbreak began in early October 2018 and has resulted in

nearly 300 cases of this vaccine-preventable disease. In the last three months the vast majority of these

cases have been in residents of ZIP codes 11205, 11206, 11211 and 11249. The Health Department has

tried multiple strategies to end this outbreak, including intensive outreach to the affected community

and the medical providers who serve them. Additionally, the Health Department required any

unvaccinated children to be excluded from yeshivas and child care programs serving this community.

However, the outbreak continues due to low vaccination rates in these ZIP codes.

This outbreak is being fueled by the spread of dangerous misinformation on the safety and effectiveness

of the MMR vaccine. The Health Department stands with the majority of people in this community who

have worked hard to protect their children and others at risk. There is an urgent need to end this

outbreak and protect New Yorkers from this potentially fatal infection. This declaration will help

improve vaccination rates in the affected communities.

What does the measles vaccine order do?

To stop the spread of measles in New York City, the Health Department requires that adults and children

ages 6 months and older who live, work or go to school in ZIP codes 11205, 11206, 11211 and 11249

receive a measles, mumps and rubella (MMR) vaccine. People who cannot receive the vaccine for valid

medical reasons, including pregnant individuals, are exempt from the vaccine order.

The risk of getting the measles is low for vaccinated or immune individuals. For most people in ZIP codes

11205, 11206, 11211 and 11249, this order should encourage you to check your immunization records

or talk to your health care provider to confirm your vaccination history or immunity status.
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Are infants 6 through 11 months included in the vaccine order?

Yes, all infants living or attending child care in ZIP codes 11205, 11206, 11211 and 11249 are included in

the vaccine order. The early dose of the MMR vaccine will protect them during the current outbreak.

Children should then return to the recGmmended vaccine schedule and the first dose of the MMR

vaccine should be repeated at 12 months of age. Children must have two doses of the MMR vaccine to

attend school (kindergarten -12th grade).

Please use the following guidance regarding an early dose of the MMR vaccine for infants 6 through 11

months of age who do not live in ZIP codes 11205, 11206, 11211 and 11249:

• Recammêñded for members of communities with a known measles outbreak in Borough Park

and Crown Heights.

• Suggested for members of the Orthodox Jewish community in New York City.

• Recommêñded for all infants traveling internationally or to a community with a known measles

outbreak.

What if I work in ZIP codes 11205, 11206, 11211 and 11249?

If you work for a business located in ZIP codes 11205, 11206, 11211 and 11249 then you are required to

have the MMR vaccine to stop the spread of measles. We encourage you to check your immunization

records or talk to your health care provider to confirm your vaccination history or immunity status.

How will the Health Department know who isn't vaccinated?

When Health Department staff identify a patient with measles, they also identify anyone that person

has had contact with. The Health Department and health care providers connect these contacts with

immunization or other preventive measures and work with them to reduce the risk of measles. Health

Department staff also use the Citywide Immunization Registry (CIR) to check the vaccine record of any

individual who may have been in contact with a patient with measles. If immunization records are not

available, the Health Department may request other evidence of immunity to measles. For example, a

blood test, called a measles serology, can prove that someone is immune to measles through prior

vaccination or infection with the measles virus. Your health care provider can order this common test

and arrange to have your blood drawn. Anyone in ZIP codes 11205, 11206, 11211and 11249 who

cannot prove they are immune to measles by producing immunization records or demonstrate immunity

with a positive measles serology blood test will be considered non-immune and unvaccinated by the

Health Department and will be in violation of the vaccine order.

What happens if I refuse the vaccine?

The Health Department has Gidered evêrycñe in ZIP codes 11205, 11206, 11211 and 11249 to get

vaccinated if they have not already done so. The Health Department may issue a civil summons to

anyone who lives, works or attends school in the affected ZIP codes and has not been vaccinated as of

April 11, 2019, and does not provide proof of immunity or a valid medical exemption to the Health

Department. If the unvaccinated person is a child, the sununvna will be issued to the parent. The person
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receiving the summons will be entitled to a hearing at the New York City Office of Administrative Trials

and Hearings. If the hearing officer upholds the summons, a $1,000 penalty will be imposed. Failing to

appear at the hearing or respond to the summons will result in a $2,000 fine.

What happens if I cannot take the vaccine because of a medkal condition or other medical reason?

There are few medical reasons that would prevent you from receiving the MMR vaccine. If you are a

known contact of a measles case and there is a medical reason that would prevent you from receiving

the MMR vaccine, including pregnancy, you will be asked to produce specific documentation from a

healthcare provider licensed to practice in New York. This medical documentation must explicitly state

the condition that makes it impossible for you or your child to be vaccinated. A general provider note

without a clear statement of why you cannot receive the vaccine will not be accepted as a valid medical

exemption. If your documentation is confirmed, the fine against you will be withdrawn.

Individuals with medical reasons that prevent them from receiving the MMR vaccine after exposure to

measles may be able to receive another preventive treatment called immune globulin. The Health

Department will provide guidance to eligible individuals who require immune globulin.

What else is the Health Department doing to stop the spread of measles?

The Health Department will continue to require yeshivas and child care programs that serve the affected

commüñity and are located in ZIP codes 11205, 11206, 11211 and 11249 to exclude children who do not

have the required doses of the MMR vaccine. Children will be allowed to go back to their child care or

yeshiva if they prove they are up to date on their MMR vaccines or have laboratory tests (measles

serology) that show they are immune to measles. These exclusion requirements are in place until the

end of the outbreak or until the Health Department determines it is safe for unvaccinated students to

attend these yeshivas or child care facilities. The Health Department is also partnering with community-

based medical providers, organizations, religious leaders and other locally trusted voices to share

education on vaccinations and engage with concerned families.

Which schools are affected by the exclusion requirements?

Yeshivas and child care programs in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg have

been given a Commissioner's Order to exclude unvaccinated children from attending school during the

outbreak. Additional yeshivas and child care programs in ZIP codes 11204, 11218 and 11219 in Borough

Park have also been notified and are required to exclude unvaccinated children. These schools are the

only schools required to meet the outbreak exclusion requirements at this time. Students who attend

child care or yeshivas in these ZIP codes must be excluded from attending school even if they have a

religious or medical exemption or a medical note. Child care programs must also exclude staff who are

not vaccinated and do not have proof of immunity. All unvaccinated or non-|mmune students in any

child care or school, in any ZIP code, with a known measles case will also be excluded from school as

determined by the Health Department.
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Outbreak-Related School Attendance Exclusions

Unvaccinated child lives Unvaccinated child is in Unvaccinated child is in Unvaccinated child is in

in or attends a child nursery, Head Start or grade kindergarten grade 9-12 and school

care program or school pre-K program thrõügh 12 has grades 9-12 only

located in the following

ZIP code

11204 Cannot attend Can attend Can attend

11205 Cannot attend Cannot attend Cannot attend

11206 Cannot attend Cannot attend Cannot attend

11211 Cannot attend Cannot attend Cannot attend

11218 Cannot attend Can attend Can attend

11219 Cannot attend Cannot attend Can attend

11249 Cannot attend Cannot attend Cannot attend

Do the outbreak-related school exclusion rêÿü|rements apply to public or private schools that do not

serve the Orthodox Jewish community?

No, these exclusion requirements are currently only in effect for yeshivas or child care programs serving

the Orthodox Jewish community in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg, and in

ZIP codes 11204, 11218 and 11219 in Borough Park. To date there have been no cases or transmissions

associated with children in these other types of programs or schools, so there is no reason to extend

outbreak-related exclusions to public or private programs at this time. The Health Department will

adjust these outbreak-related exclusions in the future if outbreak patterns change. For now, it is critical

that all children in public or private schools follow the standard Department of Education immunization

requirements as well as the current MMR vaccine order requirements to prevent additional measles

cases. For more information on Department of Education immunization requirements, visit

schools.nyc.gov.

What is measles?

Measles is a viral infection that causes fever and a rash. Almost 30% of people with measles will have

complications from this infection, including pneumonia, brain swelling, diarrhea, ear infection,
hospitalization and potentially death. It is highly contagious and anyone who is not vaccinated against

the virus can get it at any age. Measles can be very severe in people with weakened immune systems

and pregnant individuals.
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How is measles spread?

Measles is spread through the air when an infected person sneezes or coughs, or even when they

breathe. A person with measles is contagious four days before the rash appears and continues to be

contagious for four days after the rash appears.

Measles is a highly contagious virus that remains active and capable of causing infection in the air and

on surfaces for up to two hours.

How can measles be prevented?

Vaccination is the best way to prevent measles. Anyone who has received two doses of a measles-

containing vaccine or was born before 1957 (likely immune because of natural infection) is considered

immune and highly unlikely to get measles.

All children starting at 12 months old enrolled in pre-kindergarten, nursery school, child care programs

and Head Start are required to receive one dose of the MMR vaccine.

Children must have two doses of the MMR vaccine to attend school (kindergarten through 12th grade).

Where can I get the MMR vaccine?

To get the MMR vaccine, check with your health care provider. You can also call 311 or visit

nyc.gov/health/clinics.

Where can I get more information about measles?

Talk to your health care provider, call 311 or visit these online resources for more information:
• Measles: nyc.gov/health and search for "measles"

• Measles (lmmunization Action Coalition): vaccineinformation.org/measles

• Measles Overview (Centers for Disease Control): cdc.gov/measles
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NEW YORK CITY DEPARTMENTOF

HEALTHAND MENTAL HYGIENE

Oxiris Barbot, M.D.

Commissioner

ORDER OF THE COMMISSIONER

TO: All persons who reside, work or attend school in the neighborhood of Williamsburg,

Brooklyn, New York and to the parents and/or guardians of any child who resides,
works or attends school in the neighborhood of Williamsburg, Brooklyn, New York

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205, 11206,
11211 and 11249. Since September 2018, more than 250 cases of measles have been

documented among people living in Williamsburg and that number continues to grow as new

cases are still occurring; and

WHEREAS, measles is a highly contagious viral disease that can result in serious health

complications, such as pneumonia and swelling of the brain. About a third of reported measles

cases have at least one complication and in some cases, measles can cause death. Measles can be

serious in all age groups. However, infants, young children, pregnant persons, people whose

immune systems are weak and adults are more likely to suffer from measles complications; and

WHEREAS, measles is easily transmitted from a sickened person to others who lack

immunity to the disease. The virus can live for up to two hours in air or on surfaces where an

infected person coughed or sneezed and people who lack immunity are highly likely to become

sick if they are in contact with an infectious person or near where an infectious person recently
has been; and

WHEREAS, although measles is highly contagious, the Measles-Mumps-Rubella (MMR)
vaccine is an effective and safe vaccine that will prevent its transmission. While measles remains

one of the leading causes of death among young children in parts of the world where the

vaccination is not available, the disease until this outbreak was largely eliminated in the United

States; and

WHEREAS, the measles outbreak persists in Williamsburg despite other efforts taken by
the Department of Health and Mental Hygiene to stop it, including orders excluding
unvaccinated children from attending preschools and daycare programs, because a high rate of

people living within Williamsburg have not been vaccinated against measles; and

WHEREAS, pursuant to section 556 of the Charter of the City of New York, the

Department is responsible for controlling communicable diseases within the City of New York
and for supervising the abatement of nuisances that affect or are likely to affect the public health;
and

WHEREAS, pursuant to section 3.01 of the New York City Health Code, I am
authorized to declare a public health emergency and issue orders and take actions that I deem
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necessary for the health and safety of the City and its residents when urgent public health action

is necessary to protect the public health against an existing threat; and

WHEREAS, I find the ongoing measles outbreak in Williamsburg to be an existing
threat to public health in the City ofNew York; and

WHEREAS, I also find that the presence of any person in Williamsburg lacking the

MMR vaccine, unless that vaccine is otherwise medically contra-indicated or such person has

demonstrated immunity against measles, creates an unnecessary and avoidable risk of continuing
the outbreak and is therefore a nuisance, as defined in New York City Administrative Code §l7-

142; and

WHEREAS, pursuant to New York City Health Code §3.07, no person "shall do or

assist in any act which is or may be detrimental to the public health or to the life or health of any
individual... or ...shall fail to do any reasonable act or take any necessary precaution to protect

human life and
health."

IT IS HEREBY ORDERED that any person who lives, works or resides within the

11205, 11206, 11211 and/or 11249 zip codes and who has not received the MMR vaccine within

forty eight (48) hours of this Order being signed by me shall be vaccinated against measles

unless such person can demonstrate immunity to the disease or document to the satisfaction of

the Department that he or she should be medically exempt from this requirement.

IT IS FURTHER ORDERED that the parent or guardian of any child older than six

months of age who lives, works or resides within the 11205, 11206, 1121I and/or 11249 zip
codes and who has not received the MMR vaccine within forty eight (48) hours of this order

being signed by me shall cause such child to be vaccinated against measles unless such parent or

guardian can demonstrate that the child has immunity to the disease or document that he or she

should be medically exempt from this requirement.

THIS ORDER shall remain in effect until the next meeting of the New York City Board

of Health scheduled for April 17, 2019 at which time it may be continued or rescinded by the

Board.

Dated: April 9, 2019 Oxiris Barbot, M.D.

Commissioner of Health
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WARNING

Failure to comply with this Order is a violation of §3.05 of the New York City Health Code, and

a misdemeanor for which you may be subject to civil and/or criminal fines, forfeitures and

penalties, including imprisonment.

Anyone wishing to object to the order, please write or fax Thomas G. Merrill, General Counsel,

New York City Department of Health and Mental Hygiene, 42-09 28th Street (WS 14-38) Long

Island City NY 11101-4132; tmerrill@health.nyc.gov telephone: 347-396-6116; fax: 347-396-

6087, providing a statement of the reasons for your objection to the order. If you have any

questions about how to comply with this Order, please telephone Jane R. Zucker, M.D., M.Sc.,

Assistant Commissioner, Bureau of Immunization at 347-396-2471.
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The following resolution was adopted by the Board of Health on April 17, 2019

and will be published in accordance with §l 7-148 of the Administrative Code of the City
of New York.

Resolution of the Board of Health of the

Department of Health and Mental Hygiene

of the City of New York

At a meeting of the Board of Health of the Department of Health and Mental

Hygiene held on April 17, 2019, the following resolution was adopted:

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 1 1205,
1 1206, 11211 and 11249 (the "affected zip codes"); and

WHEREAS, on April 9, 2019 the Commissioner of the Department of Health and

Mental Hygiene determined that an urgent public health action was necessary to protect

the public from the measles outbreak occurring in the neighborhood of Williamsburg and

declared a public health emergency; and

WHEREAS, pursuant to her authority under Health Code §3.01, the Commissioner

ordered that anyone who lives, works or resides in the affected zip codes and any child

older than six months of age living, residing, or working in any of the affected zip codes

be immunized against measles; and

WHEREAS, the Order subjects a person to a civil fine , unless such person or, for

a child, such person's parent or guardian, can demonstrate that such person has immunity
to the disease or document to the satisfaction of the Department that such person should be

medically exempt from this requirement; and

WHEREAS, pursuant to Health Code §3.01, the Order issued by the

Commissioner is only in effect until the Board of Health convenes and either continues or

rescinds the Commissioner's exercise of authority; and

WHEREAS, the Board of Health has taken and filed among its records and reports

that since September 2018 more than 300 cases of measles have been documented in the

City of New York with the vast majority occurring among people residing in the affected

zip codes and that new cases of measles are still occurring at an alarming rate; and

WHEREAS, measles is a highly contagious viral disease that can result in serious

health complications such as pneumonia, encephalitis (swelling of the brain) and death.

About a third of reported measles cases have at least one complication. Measles can be

serious in all age groups. However, infants, young children, pregnant persons, people whose

immune systems are weak and adults are more likely to suffer from measles complications;
and
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WHEREAS, measles is easily transmitted from a sickened person to others who

lack immunity to the disease. The virus can live for up to two hours in the air or on

surfaces where an infected person coughed or sneezed and people who lack immunity
are highly likely to become sick if they are in contact with an infectious person or near

where an infectious person recently has been; and

WHEREAS, although measles is highly contagious, the Measles-Mumps-

Rubella (MMR) vaccine is a proven safe and effective vaccine that will prevent its

transmission. While measles remains one of the leading causes of death among young
children in parts of the world where the vaccination is not available, the disease until

this outbreak was eliminated in the United States; and

WHEREAS, because a high rate of people living within the affected zip codes in

Williamsburg have not been vaccinated against measles, the measles outbreak persists in

Williamsburg despite other efforts taken by the Department of Health and Mental Hygiene

to stop it, including orders excluding unvaccinated children from attending preschools and

daycare programs; and

WHEREAS, the Board of Health regards the aforesaid reports of over 300 cases

of measles as sufficient proof to authorize the declaration that an outbreak of measles is

occurring in Williamsburg that threatens the health and safety of New Yorkers and is

immediately dangerous to human life and health and constitutes a public nuisance; and

WHEREAS, the outbreak is occurring because a large number of people residing
in the affected zip codes have not been vaccinated against measles; and

WHEREAS, the only way to end the outbreak is to require that people residing,

working or attending school in any of the affected zip codes be vaccinated against or

otherwise have immunity against measles; and

WHEREAS, personal service or service pursuant to subdivisions (a) or (b) of §l 7-

148 of the Administrative Code of the City of New York of orders requiring the abatement

of such nuisances and conditions in effect dangerous to life and health upon each of the

persons who, pursuant to the provisions of Title 17 of the Administrative Code of the City
of New York, has a duty or liability to abate such nuisances and conditions, would result

in a delay prejudicial to the public health, welfare, and safety; now, therefore, be it

RESOLVED, that the Board of Health hereby declares that an outbreak of measles

is ongoing in the neighborhood of Williamsburg and that the outbreak poses a public

nuisance because it is immediately dangerous to life and health; and be it further

RESOLVED, that the Board of Health hereby declares that any person who lives

or works within the affected zip codes shall be vaccinated against measles unless such

person can demonstrate immunity to the disease or document to the satisfaction of the

Department that such person should be medically exempt from this requirement; and be it

further
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Summons Issued to 
Plaintiff-Petitioner 
Chava Biederman
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SUMMONS NUMBER:30244-19LO

ENFORCEMENTAGENCYNAME:DEPT.OFHEALTHANDMENTALHYGlENE
DIVISION:DiseaseControlBUREAU:ImmunizationAGENCYADDRESSANDPHONENUMBER:42-0928'hStreet,LongIslandCity,NY11101Phone:347-396-7998

RESPONDENT:ChavaBieder.man_IDNUMBER:50091950
ADDRESS:104HEYWARD5TAPT#2FL,BrooklynNY11206 PHONE:
DATEANDTIMEOFOCCURRENCE:April29,2019,12:35PM BOROUGH:Brooklyn
PLACEOFOCCURRENG:104HEYWARDSTAPT#2FL,BrooklynNY11206
ThereSpondentissummonedto appearandreSpondto thedetailsof violation(s)Statedbelow.

HEARINGDATE:June19,2019AT:9:00AM
* * RESPONDENTMUSTAPPEARIN PERSON**

OFFICEOFADMINISTRATIVETRIALSANDHEARINGS:

Manhattan 8 U StatenIsland Bronx .Queens XX BrookYn
66JohnStreet 3505t.MarksPlace 3030ThirdAvenue31-0047thAvenue 9BondStreet
10th thFloor MainFloor Room250 3rd4thFloor 6th 7thFloor
NewYork,NY10038 StatenIsland,NY10301 Bronx,NY10455LongIslandCity,NY11435Brooklyn,NY11201

INSTRUC;G^GTGRRG-G-4G;?4GTOTHISSUMMONSAREONTHEBACKOFTHISPAGEORATTACHED.
REFERTOTHESUMMONSNUMBERABOVEONALLCORRESPONDENCE.

wARNING:Ifyoudonotshowupforyourhearmg(orpaythepenaltybymaHifpermitted)thesummonswiNbedecidedagainstyouandpenaltieswiNbeimposed.Yourlicense
mayalsobesuspendedorrevoked.inaddition.theCitymayenterajudgmentagainstyouincourt.

DetailsofViolation(s)
# CodeSectionViolationDescription

NYCHC3.05 InresponsetotheactivemeaslesoutbreakincertainpartsofBrooklyn,theNYCCommissionerof
1 HealthdeclaredapublichealthemergencyonApril9,2019andpublishedaCommissioner'sOrder

("Order")pursuanttoArticle3oftheNYCHealthCodeorderingallpersonswholive,workor
attendschoolwithinZIPcodes1120S,11206,11211and11249tobevaccinatedagainst
measleswithinfortyeighthoursoftheOrder.OnApril17,2019,theNYCBoardofHealth
unanimouslyapprovedaResolution("Resolution")continuingthepublichealthemergency
andrequirementthatallpersonsliving,workingorattendingschoolintheseaffectedZIPcodesbe
vaccinatedagainstmeasles.TheResolutionfurtherprovidesthatanypersonwhoisnot
vaccinated,ortheparentand/orguardianofachildwhoisnotvaccinated,shallbefinedunless
theydemonstrateproofofimmunityorthatimmunizationisnotmedicallyappropriate.Acopyof
theOrderandResolutionareattachedtothisSummonsforreference.AreviewofDepartment
recordsshowsthatRespondent'schild,B.B.,whoisatleastsixmonthsold,livesat104HEYWARD
STAPT#2FL,BrooklynNY11206,whichislocatedinoneoftheaffectedzipcodeslistedinthe
Order.OnApril29,2019,areviewoftheDepartment'sCentralImmunizationRegistry,which
collectsimmunizationrecordsforallchildrenreceivingvaccinesinNYCandisrequiredtobe
updatedbymedicalproviders,foundthatchildB.B.hasnorecordofmeaslesimmunization.
RespondenthasfailedtovaccinatechildB.B.orotherwisesubmitacceptableproofofimmunityinviolationoftheOrder.

NYCChartersections1048and1049-aandtheRulesoftheCityofNewYorkauthorizetheNYCOfficeofAdministrativeTrialsandHearings(OATH}toholdhearings.For
leasringoptions,seeothersideofthisuctice
1,anemployeeoftheagencynamedabove,affirmunderpenaltyofperjurythatIpersonallyobservedthecommissionoftheviolation(s)charged
aboveand/orverifiedtheirexistencethroughareviewofdeparttalrecords.FalsestatementsmadehereinarepunishableasaClassA

. Misdemeanorpursuanttosection210.45ofthePenalLaw.
TarlanF1sterling T' . _04/30/2019

PrintName Signature ID Date
IacknowledgethatIhavereceivedacopyofthisSurnmonsandinstructionsforrespondingandthatIamauthorizedtoacceptserviceofthIsSummons.
Receivedby
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Summons Issued to 
Plaintiff-Petitioner 

Beila Englander
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7 SU UN N M ER. 021 1†Ú0

ENEÓRÓEM NT G )IAM I . O HEALT D HŸ E. E
DIE S N/ DIgEas Co I SU tEA : fm u Izatipn

AG ENCYADDRESS AND PHONE NUMBER: 42-D4 28 Street, Long Isla'nd Ity, NY 111D1 Phon :347-396-7998
. .. . . ...... . ...- ........-

RESPONDENT: Bella Englander ID NUMBER: 50092096

ADDRESS: 252 Keap Street APT# 4, Brooklyn NY 11211 PHONE:

DATE AND TIME OF OCCURRENCE: May 1, 2019, 11:30 AM BOROUGH:- Brooklyn

PLACEOF OCCURRENCE: 252 Keap Street APT# 4, Brooklyn NY 11211

The respondent Is summoned to appear and respond to the details of violation(s) stated below.

HEARING DATE: June 12, 2019 AT: 9:00 AM

**
RESPONDENT MUST APPEAR 1N PERSON **

..

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

D Manhattan . O Staten Island Bronx O Queens XXBrooklyn

66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond Street
10th & 11th Floor Main Floor Room 250 3"' & 4th Floor 6th 7th Floor
New York, NY 10038 Staten islan d, NY 10301 Bronx, NY 20455 Long Island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPONDING TO THI5 SUMMONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.
REFERTO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.

WARNING:If youdo notshtiwupfor yourhearing(or paythe pensitybymallIf perrnItted)the surnmenswill bedecided.mhi yüüandpenaltieswill beirnposed.YourEcense
mayalsobesuspendedor revoked.in addition,thecity mayenterajudgrnentagainrttyouIn court

Details of Violatkm(s)
.edeAë$]bh 1 Violátion Description E-h

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn, the NYC Commissioner of
1 Health declared a public health emergency on April 9, 2019 and published a Commi=i=e-'s Order

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or
attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against

measles within forty eight hours of the Order. On April 17, 2019, the,NYC Board of Health

unanimously approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons livingeworking or attending school in these affected ZIP codes be
vaccinated against measles. The Resolution further provides that any person who Is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless .

they demon±rete proof of !mm=!W or that immirnimtion is not medically appropriate, A copy of
the Order and Resolution are attached to this Summons for reference. A revlew of Department
records shows that Responden+'s child, LE,, who Is at least six months old, Ilves at 252 Keap 5treet
APT# 4, Brooklyn NY 11211, which is located in one of the affected zip codes listed In the Order.
On May 1, 2019, a review of the Department's Central !mm·.±ation Registry, which coItects
immunization records for all chlidren receiving vaccines in NYC and is required to be updated by
medical providers, found that child Z.E. has no record of measles immdation. RespGñdEñt has
failed to varinate child LE. or otherwise submit acceptable proof of !mms"

y in violation of the
Order.

NYCcharterSections1048and1049-aandthe Rulesof the Cityof NewYorkwhc-id|-z NYCOfficeof AdminiurativeTrlatsandHearings(OATH)to holdhearings.For
heartreoptlens,seeotherEMaof this notlez
I, an employee of the agencynamed obove, affirm under penalty of perjury that 1personally observed the c--;‰‡:; of the violation(s) charged
above and/or verified their existence through a review of depa ental records. Falsestatements made herein are p=i±ât:é as a class A
Misdemeanor pursuant to section 210.45 of the Penal Law.

Torlan EasterlinE 05/02/2019
Print Name Signature ID Date
I acknowledge that I have received a copy of this Sumi'nonsar d ½±ns for -.-m-,d::7 and that I am authorized to accept service of this summen=

Received by:

Print Name Signature Title Date:
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Summons Issued to 
Plaintiff-Petitioner 

Israel Fishman
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SUMMONS NUMBER:30412-19LO

ENFORCEMENT AGENCY NAME: DEPT. OF HEALTH AND MENTAL HYGlENE
DIVISION: Disease Control BUREAU: Immunization

AGENCY ADDRESS AND PHONE NUMBER: 42-09 28th Street, LOng ISland City, NY 11101 Phone: 347-396-7998

RESPONDENT: ISRAEL FISHMAN ID NUMBER: 50094215

ADDRESS: 140 Hewes St BROOKLYN, NY 11211 PHONE:

DATE AND TIME OF OCCURRENCE:June 12, 2019 AT 9:28 AM BOROUGH: Brooklyn

PLACE OF OCCURRENCE : 140 Hewes St BROOKLYN, NY 11211

The respondent is summoned to appear and respond to the details of violation(s) stated below.

HEARING DATE: July 31, 2019 AT 10:00 AM
** RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

O Manhattan O Staten Island U Bronx O Queens XX Brooklyn

66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond Street
10th 11th Floor Main Floor Room 250 3rd 4th FlOOr 6th 7th FlOOr
New York, NY 10038 Staten Island, NY 10301 Bronx, NY 10455 Long Island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPONDING TO THIS p nuiMONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.
REFERTO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.

WARNING:If youdonotshowupfor yourhearing(or paythe penaltybymailif permitted)theSummonswill bedecidedagainstyouandpenaltieswill beimposed.Yourlicense
mayalsobesuspendedor revoked.Inaddition,the Citymayenterajudgmentagainstyouin court.

Details of Violation(s)
# Code Section Violation Description

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn, the NYC Commissioner of
1 Health declared a public health emergency on April 9, 2019 and published a Commissioner's Order

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or
attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against
measles within forty eight hours of the Order. On April 17, 2019, the NYC Board of Health

unanimously approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons living, working or attending school in these affected ZIP codes be
vaccinated against measles. The Resolution further provides that any person who is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they demonstrate proof of immunity or that immunization is not medically appropriate. A copy of
the Order and Resolution are attached to this Summons for reference. A review of Department
records shows that Respondent's child, A.F., who is at least six months old, lives at: 140 Hewes St

BROOKLYN, NY 11211, which is located in one of the affected zip codes listed in the Order. On June

12, 2019, a review of the Department's Citywide Immunization Registry, which collects
immunization records for all children receiving vaccines in NYC and is required to be updated by
medical providers, found that child A.F. has no record of measles immunization. Respondent has
failed to vaccinate child A.F. or otherwise submit acceptable proof of immunity in violation of the
Order.

NYCCharterSections1048and1049-aandthe Rulesof the Cityof NewYorkauthorizethe NYCOfficeof AdministrativeTrialsandHearings(OATH)to holdhearings.For
hearingoptions,seeothersideof this notice
1,an employee of the agency named above, affirm under penalty of perjury that I personally observed the commission of the violation(s) charged
above and/or verified their existence through a review of departmental records. Falsestatements made herein are punishable as a ClassA
Misdemeanor pursuant to section 210.45 of the Penal Law.

Pooja Jani 06/13/2019
Print Name Signature ID Date
I acknowledge that I have received a copy of this Summons and instructions for responding and that I am authorized to accept service of this Summons.
Received by:

Print Name Signature Title Date:

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 9 RECEIVED NYSCEF: 08/24/2020



Health

Information on Measles and the Civil Summons

This document provides information about measles exposure and the civil summons issued to you by the New York

City Department of Health and Mental Hygiene related to the measles outbreak in Williamsburg, Brooklyn.

Summons Number: 30412-19LO

Why was I issued a summons?

The Health Department has issued a civil summons to you for failing to comply with the April 9, 2019 Order of the

Commissioner regarding measles.

You have the right to a hearing at the New York City Office of Administrative Trials and Hearings (OATH) (Hearings

Division). Follow the instructions that are attached to the summons.

How can I prüvids information to show that I, or my child, have been vaccinated, have |==:±y or have a medical

exemption?

If you believe that you or your child have received the measles, mumps, and rubella (MMR) vaccine; have immunity to

measles; or have a medical condition that prevents you from getting the MMR, you may submit medical records

(these include vaccination records, serology report to prove immunity, or medical documentation for an exemption).

New Residents

If you or your child were not born in the city, your provider will need a copy of the immunization history to add to the

Citywide Immunization Registry (CIR) record. You should contact your or your child's previous health care provider, or

the last school you or your child attended, for your immunization records. The state where you previously lived may
also have your records in its immunization registry.

If you moved to the city from elsewhere in New York State, the immunization record may already be in the CIR. You

should contact your or your child's previous health care provider, the last school you or your child attended, the New

York State Department of Health, or your local (county) health department for your immunization records.

All records submitted to the Health Department must be signed and dated by a medical professional. The Health

Department will review the medical records and may withdraw the summons.

Submit the medical record to the Health Department. Fax it to 347-396-8844 or email a copy of the record to

measlesreview@health.nyc.gov.

If your medical provider does not have MMR vaccine or if you need to find a vaccine clinic, call 311 or go to the Health

Department website https://wwwl.nyc.gov/site/doh/index.page.

Where can I find information about the Order of the Commissioner, measles or the MMR vaccine?

information about the Order of the Commissioner, measles and the MMR vaccine is on the NYC Health Department's

website at nyc.gov/health. Or call 347-396-7998 to speak to someone at the Health Department.
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Plaintiff-Petitioner 

Judith Fried
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SUMMONS NUMBER: 30304-19LO

ENFORCEMENT AGENCY NAME: DEPT. OF HEALTH AND MENTAL HYGlENE
DIVISION: Disease Control BUREAU: lrnmunization

AGENCYADDRESSAND PHONE NUMBER: 42-09 28th Street, Long Island City, NY 11101 Phone: 347-396-7998

RESPONDENT: Judith Fried ID NUMBER: 50092652

ADDRESS: 42 Walton Street APT# 3A, Brooklyn NY 11206 PHONE:

DATE AND TIME OF OCCURRENCE:May 10, 2019 AT 2:22 PM BOROUGH: Brooklyn

PLACEOF OCCURRENCE: 42 Walton Street APT# 3A, Brooklyn NY 11206

The respondent is summoned to appear and respond to the details of violation(s) stated below.

HEARING DATE: July 3, 2019 AT 9:00 AM
** RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

Manhattan Staten Island U Bronx U Queens XX Brooklyn

66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond Street
10* & 11th Floor Main Floor Room 250 3rd 4th Floor 6th & 7th Floor
New York, NY 10038 Staten island, NY 10301 Bronx, NY 10455 Long Island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONSFOR RESPONDINGTO THIS SUMMONS ARE ON THE BACK OF THIS PAGEOR ATTACHED.
REFERTO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.

WARNING:If youdonotshowupforyourhearing(orpaythepenaltybymailif permitted)theSummonswill bedecidedagainstyouandpenaltieswill beimposed.Yourlicense
mayalsobesuspendedor revoked.Inaddition,theCitymayenterajudgmentagainstyouincourt.

Details of Violation(s)
# Code Section Violation Description

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn, the NYC Commissioner of
1 Health declared a public health emergency on April 9, 2019 and published a Commissioner's Order .

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or
attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against
measles within forty eight hours of the Order. On April 17, 2019, the NYC Board of Health

unanimously approved a Resolution ("Resolution") continuing the public health smêrgêiicy
and requirement that all persons living, working or attending school in these affected ZIP codes be
vaccinated against measles. The Resolution further provides that any person who is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they demonstrate proof of immüraty or that immunization is not medically appropriate. A copy of
the Order and Resolution are attached to this Summons for reference. A review of Department
records shows that Respondent's child, H.F., who is at least six months old, lives at: 42 Walton
Street APT# 3A, Brooklyn NY 11206, which is located in one of the affected zip codes listed in the
Order. On May 10, 2019, a review of the Department's Citywide Immunization Registry, which
collects immunization records for all children receiving vaccines in NYC and is required to be
updated by medical providers, found that child H.F. has no record of measles immunization.
Respondent has failed to vaccinate child H.F. or otherwise submit acceptable proof of immunity in
violation of the Order.

NYCcharterSections1048and1049-aandtheRulesof theCityof NewYorkauthorizetheNYCOfficeof AdministrativeTrialsandHearings(OATH)to holdhearings.For
hearingoptions,seeothersideof thisnotice
I, an employee of the agencynamed above,affirm under penalty of perjury that I personallyobservedthe commissionof the violation(s) charged
above and/or verified their existencethrough a review of departmental records.Falsestatements made hereinare punishableasa ClassA
Misdemeanor pursuant to section 210.45 of the PenalLaw.

Jane Bedell S/13/2019
Print Name Signature ID Date
I acknowledgethat I havereceiveda copy of this summons and instructions for respondingand that I am authorized to accept serviceof this summons.
Received by:

Print Name Signature Title Date:
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The agency named on the front of this Summcñs has alleged that you committed the described violation or

violations. Note: If the charge on the front of the Summons states you MUST APPEAR IN PERSON, then you or

an authorized representative must attend the hearing in person. See the front of this Summons for the date,
time and location of your hearing. In some cases, the agency may offer you the chance to enter into a

stipulation or settlement agrêêmant. If you are eligible, the agency will send you a letter in the mail. To

accept the stipulation or settlement, follow the instructions in the letter.
-------------------------------------------------------------------------------------------

If a stipulation or settlement is offered to you and you do not accept it, the independent NYC Office of

Administrative Trials and Hearings will hear and decide your case. If you do not accept the settlement or

show up for your hearing, a default jüdgmêñt may be entered against you and additional penalties may be

imposed.

If your case is NOT marked "MUST APPEAR IN PERSON,"
you may deny the charges or their severity by

presenting a defense online, by phone or by mail.
• Online: To submit a defense online, visit www.nyc.gov/oath.
• Phone: To schedule a hearing by phone, call (212) 436-0817.
• Mail: To submit a defense by mail, send a signed statement of facts that must say, "My signature in

this statsmêñt certifies that all facts in it are true," with all documents you wish to have considered to: OATH

Mail Unit, 66 John Street, 10th Floor, New York, NY 10038.

To present a defense in person:
• You or an authorized representative must appear in person on the hearing date at the time and

location on the front of this Summons.
• If no location is listed or checked off, you may appear at any OATH Hearings Center on the date and

time indicated on this Summons (see locations below).
• Please be fully prepared for a hearing at that time by briñgñg this Summons and all of your evidence

with you.
• If you require assistance with English, free language assistance will be provided.

Reasonable Acc0mmodation: If you have a disability and require a reasonable accommodation on the day of

your hearing, call the phone number listed below.
---------------------------------------------------------------------------------------------------------.-----------------------

Note: YOU HAVE THE RIGHT TO BE INFORMED OF THE MAXIMUM PENALlY. Pursuant to the New York City
Health Code, §3.11, a penalty of not less than $200 and not more than $2000 may be imposed for each

Health Code violation.For non-NYCHC violations please see the cited statute/regulation for maximum

penalties. The penalty for certain violations may be found in regulations available at nyc.gov/health. Higher

penalties may be imposed for each repeated violation up to the maximum penalty allowed by law or

regulation.

OATH HEARINGS CENTERS

Tel: 1-844-OATH-NYC (1-844-628-4692) www.nyc.gov/oath

Manhattan: 66 John Street, 10th & 11th Floors, New York, NY 10038

Brooklyn: 9 Bond Street, 7th Floor, Brooklyn, NY 11201

Queens: 31-00 47th Avenue, 3rd Floor, Long Island City, NY 11435

Bronx: 3030 Third Avenue, Room 250, Bronx, NY 10455

Staten island: 350 St. Mark's Place, Main Floor, Staten Island, NY 10301
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SUMMONS NUMBER: 30378-19LO

ENFORCEMENT AGENCY NAME: DEPT. OF HEALTH AND MENTAl.. HYGIENE
DIVISiON: Disease Control BUREAU: !m"=nW

AGENCY ADDRESSAND PHONE NUMBER: 42-09 28* Street, Long Island Oty, NY 11101 Phone: 347-396-7998

RESPONDENT: MALKA FRIEDMAN ID NUMBER: 50093819

ADDRESS: 564 WYTHE AVE #8A BROOKLYN NY 11249 PHONE:

DATE AND TIME OF OCCURRENCE:June 4, 2019 AT9:36 AM BOROUGH: Brooklyn

pLACE OF OCCURRENCE: 564 WYTHE AVE #BA BROOKLYN NY 11249

The bespe e-t is summoned to appear and respond to the details of vie!Eien(s) stated below.

HEARING DATE: July 24, 2019 AT 9:00 AM
** RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

O Manhattan O Staten 1stand O Bronx O Queens Brooklyn

66 John Street 350 5t. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond Street
101h 11th Floor Main Floor Room 250 3rd& 48 Floor 6* & 7* Floor
New York, NY 10038 Staten Island, NY10301 Bronx, NY 10455 Long island City,NY11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPONDING 10 THISSUMMONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.
REFERTO THE SUMMONS NUMBER ABOVE ON A11CORRESPONDENCE.

WARNING:If youdonotshowupfor yourhearing(orpaythepenaltybymailif permitted)thesummonswillbedecidedagainstyouandpenaltieswill beimposed.Yourlicense
mayalsobesuspendedor revoked.inaddition,theCitymayenterajudgmentagainstyouincourt.

Details of Violation(s)_
f__j codesecuon f violaeawpescripeon

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn, the NYC Commissioner of
1 Health declared a public health emergency on April 9, 2019 and published a Commissioner's Order

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or
attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against
measles within forty eight hours of the Order. On April 17, 2019, the NYC Board of Health

unsidmaySy approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons living, working or attending school in these affected ZIP codes be
vaccinated against measles. The Resolution further provides that any person who is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they demonstrate proof of imm=ity or that immunization is not medically appropriate. A copy of
the Order and Resolution are attached to this Summens for rafersrica. A review of Department
records shows that Respondent's child, Y.F., who is at least six months old, lives at: 564 WYTHE
AVE #8A BROOKLYN NY 11249, which is located in one of the affected zip codes listed in the Order.
On June 4, 2019, a review of the Department's Citywide Emmüñ!-Eleñ Registry, which collects
immunization records for all children receiving vaccines in NYC and is required to be updated by
medical providers, found that child Y.F. has no record of measles im munization. Respondent has
failed to vaccinate child Y.F. or otherwise submit acceptable proof of immunity in violation of the
Order.

NYCChartersections1048and2049-aandtheRulesof theoty of NewYorkauthorizetheNYCOfficeof AdministrativeTrialsandHearings(OATH)to holdhearings.For
heariegop6ons,seeothersideof this notice
1,an employee of the agencynamed above, affirm under penalty of perjury that I personally observedthe c;==±= of the ve"^‡:; charged
aboveand/or verified their existencethrough a review of departrnental records. Falsestatements made herein are punishable as aClassA
Misdemeanor pursuant to section 210.45of the Penal I.aw.

7
Poolp Jani 06/04/2019
Print Name Signature ID Date
I acknowledgethat I havereceived a copy of this Summonsand instrat;cm for respondingand that I am 2-:the±ed to accept serviceof this sumrnons.
Received by:

Print Name Signature - Title Date:
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The agency named on the front of this Summons has alleged that you committed the described violation or

violaions. Note: If the charge on the front of the Summons states you MUST APPEAR IN PERSON, then you or

an authorized representative must attend the hearing in person. See the front of this Summons for the date,
time and location of your hearing. In some cases, the agency may offer you the chance to enter into a

stipulation or settlement agreement. If you are eligible, the agency will send you a letter in the mail To

accept the stipulation or settlement, follow the instructions in the letter.
_________________ ----------- -..------------------

if a stipulation or sett|êment is offered to you and you do not accept it, the independent NYC Office of

Administetive Trials and Hearings will hear and decide your case. if you do not accept the settlement or

show up for your hearing, a default Ndii;-:ent may be entered against you and additiona! penalties may be

imposed.

If your case is NOT marked "MUST APPEAR IN PERSON," you rnay deny the charges or their severity by

presenting a defense online, by phone or by mail
• Online: To submit a defense online, visit www.nyc.gov/oath.
• Phone: To schedule a hearing by phone, call (212) 436-0817.
• Mail: To submit a defense by mail, send a signed statement of facts that must say, "My signature in

this statement certifies that all facts in it are
true,"

with all documents you wish to have considered to: OATH
Mail Unit, 66 John Street, 10th Floor, New York, NY 10038.
To present a defense in person:
• You or an authorized representative must appear in person on the hearing date at the time and
location on the front of this Summons.
• If no location is listed or checked off, you may appear at any OATH Hearings Center on the date and
time indicated on this Summons (see locations below).
• Please be fully prepared for a hearing at that time by bringing this Summons and all of your evidence
with you.
• If you require assistance with English, free language assistance will be provided.
Reasonable Accommodation: If you have a disability and require a re=senéble accemmodation on the day of
your hearing, call the phone number listed below.

Note: YOU HAVE THE RIGHT TO BE INFORMED OF THE MAXIMUM PENALTY. Pursuant to the New York City
Health Code, §3.11, a penalty of not less than $200 and not more than $2000 may be imposed for each
Health Code violation. For non-NYCHC violations please see the cited statute/regn!Mipe for maximum
penalties. The penalty for certain violations may be found in regulations available at nyc.gov/health. Higher
penalties may be imposed for each repeated violation up to the maximum penalty allowed by law or
regulation.

OATH HEARINGS CENTERS

Tel: 1-844-OATH-NYC (1-844-628-4692) www.nyc.gov/oath

Manhattan: 66 John Street, 10th & 11th Floors, New York, NY 10038
Brooklyn: 9 Bond Street, 7th Floor, Brooklyn, NY 11201
Queens: 31-00 47th Avenue, 3rd Floor, Long Island City, NY 11435
Bronx: 3030 Third Avenue, Room 250, Bronx, NY 10455
Staten Island: 350 St. Mark's Place, Main Floor, Staten island, NY 10301
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Information on Measles and the Civil Summons

This document próWdes information about measles exposure and the civil summons issued to you by the New York

City Department of Health and Mental Hygiêña related to the measles outbreak in Williamsburg, Brooklyn.

Summons Number: 30378-19LO

Why was Iissued a summons?

The Health Department has issued a civil summc-s to you for failing to comply with the April 9, 2019 Order of the

Commissioner regarding measies.

You have the right to a hearing at the New York City Office of Adminimative Trials and Hearings (OATH) (Hearings

Division). Follow the instructicris that are attached to the summons.

How can 1provide information to show that I, or my child, have been vaccin=*=d, have fr==±; or have a medical

exemption?

If you believe that you or your child have received the measles, mumps, and rubella (MMR) vaccine; have immun*y to

mcasies; or have a medical condition that picycñts you from getting the MMR, you may submit medical records

(these include vaccination records, serology report to prove immunity, or medical dru==n*=tion for an exempticii).

New Residents
if you or your child were not born in the city, your provider will need a copy of the immunization history to add to the

Citywide Immunization Registry (CIR) record. You should contact your or your child's previous health care prõvider, or

the last school you or your child attended, for your immunization records. The state where you previcüsly lived may
also have your records in its immunization registry.

If you moved to the city from elsewhere in New York State, the i=me entión record may already be in the CIR. You
should contact your or your child's previous health care prGvider, the last school you or your child attended, the New
York State Department of Health, or your local (county) health department for your immunization records.

All records sobeitted to the Health Department must be signed and dated by a medical professional. The Health
Department will review the medical records and may withdraw the summons.

Submit the medical record to the Health Department. Fax it to 347-396-8844 or email a copy of the record to
measlesreview(shealth.nyc.gov.

If your medical provider does not have MMR vaccine or if you need to find a vaccine clinic, call 311 or go to the Health
Department website https://www1.nyc.gov/site/doh/index.page.

Where can I find Information about the Order of the Commissioner, measles or the MMR vaccine?
Information about the Order of the C6 êr, measles and the MMR vaccine is on the NYC Health Department's
website at nyc.gov/health. Or call 347-396-7998 to speak to someone at the Health Department.
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Frequently Asked Questions:

NYC Measles Vaccine Order for ZIP codes 11205, 11206, 11211 and 11249

On April 9, the Wealth Department declared a public health emergeiicy and issued a measles vaccine

order in response to the measles outbreak in ZIP codes 11205, 11206, 11211 and 11249 in L-uuklr(l. This

FAQ provides ad~itional information on this announcement as well as the associated measles vaccine

order.

Why did the Health Department declare a public health emergency in response to the measles

outbreak in ZIP codes 11205, 11206, 11211 and 112497

The r'~missioner of Health can declare a public health emergency when there is an urgent threat to

the health of New Yorkers.

There is currently an active measles outbreak in the WillloIIMMulg and Borough Park neighborhoods of

8 â€”-'
ly that qualifies as such a threat. The outbreak began in early October 2018 and has resulted in

nearly 300 cases of this vaccine-preventable di~o~se. In the last three months the vast majority of these

cases have been in residents of ZlP codes 11205, 11206, 11211 and 11249. The Health Department has

tried multiple strategies to end this outbreak, i;,-luMing intensive outreach to the affected co...:=:.::â€”.' .

and the medical p-o i -a who serve them. Additionally, the Health Department
â€”.=„-i;~ any

unvaccinated children to be e~iluded from yeshivas and child care programs serving this cr-=-=---.:.=.-.„-.
"-w-

ar, the outbreak continues due to low vaccination rates in these ZIP codes.

This outbreak is being fueled by the spread of dang
â€”-,â€”s misinformation on the safety and effectiveness

of the MMR vaccine. The Health Department stands with the majority of peopie in this community who

have worked hard to protect their children and others at risk. There is an urgent need to end this

outbreak and protect New Yorkers from this potentially fatal infection. This declaration will help

improve vaccination rates in the affected communities.

What does the measles vaccine order do7

To stop the spread of measles in New York Gty, the Health Department requires that adults and children

ages 6 months and older who live, work or go to school in ZIP codes 11205, 11206, 11211 and 11249

receive a measles, mumps and rubella (MMR) vaccine. People who cannot receive the vaccine for valid

medical reasons, including pregnant individuals, are exempt from the vaccine order.

The risk of getting the measles is low for v~~~n~tod or immune individuals. For most people in ZIP codes

11205, 11206, 11211 and 11249, this order should encourage you to check your immunization records
or talk to your health care provider to confirm your vaccination history or i;..; ....;.> status.
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Are infants 6 through 11 months included in the vaccine order?

Yes, all infants living or attending child care in ZIP codes 11205, 11206, 11211 and 11249 are iñcluded in

the vacdne order. The early dose of the MMR vaccine will protect them during the current outbreak.

Children should then return to the recommended vaccine schedule and the first dose of the MMR

vaccine should be repeated at 12 months of age. Children must have two doses of the MMR vaccine to

attend school (kindergarten - 125 grade).

Please use the fõ:|üwing guidance regarding an early dose of the MMR vaccine for infants 6 through 11

months of age who do not live in ZIP codes 11205, 11206, 11211and 11249:

• Reœmmended for members of cc=munnies with a known measles outbreak in Borough Park

and Crown Heights.

• Suggested for members of the Orthodox Jewish community in New York City.

• Recommended for all infants traveling internatiana!!y or to a ccrrr-ty with a known measies

outbreak.

What if I work in ZIP codes 11205, 11206, 11211 and 112497

if you work for a business located in ZIP codes 11205, 11206, 11211and 11249 then you are required to

have the MMR vaccine to stop the spread of measles. We encourage you to check your !==rr!zation

records or talk to your health care provider to confirm your vaccination history or !===nity status.

How will the Health Department know who isn't vaccinated?

When Health Department staff identify a patient with measies, they also identify anyone that person

has had contact with. The Health Department and health care providers connect these contacts with

!rrrrhation or other preventive measures and work with them to reduce the risk of measles. Health

Department staff also use the Citywide Immunization Registry (CiR) to check the vaccine record of any
individual who may have been in contact with a patient with measles. If !mmechetion records are not

available, the Health Department may request other evidence of im==4ty to rñêâsics. For example, a

blood test, called a measles serology, can prove that someone is frres: to measles through prior

vaccination or infection with the measles virus. Your health care provider can order this emmen test

and arrange to have your blood drawn. Anyone in ZIP codes 11205, 11206, 11211 and 11249 who

cannot prove they are immune to measles by producing !==rn!zation records or demonstrate !=rrn"y
with a positive measles serology blood test will be considered non-Emms:; and unvaccinated by the

Health Department and will be in violation of the vaccine order.

What happens if I refuse the vaccine?

The Health Department has ordered evêrycñê in ZIP codes 11205, 11206, 11211 and 11249 to get

vaccinated if they have not already done so. The Health Department may issue a civil summons to

anyone who lives, works or attends school in the affected ZIP codes and has not been vaccinated as of
Aprii 11, 2019, and does not provide proof of immunity or a valid medici exemption to the Health
Department. If the unvaccinated person is a child, the samers will be issued to the parent. The person
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receiving the summons will be entitled to a hearing at the New York City Office of Administrative Trials

and Hearings. If the hearing officer upholds the sumraons, a $1,000 penalty will be imposed. Failing to

appear at the hearing or respond to the summons will result in a $2,000 fine.

What happens if I cannot take the vaccine because of a medical cc=ditc= or other medical reason?

There are few medical reasons that would prevent you from receiving the MMR vaccine. If you are a

known contact of a measles case and there is a medical reason that would prevent you from receiving

the MMR vaccine, including pregnancy, you will be asked to produce specific docurñêñtation from a

heakheere piGvider licensed to practice in New York. This medical documentation must explicitly state

the condMien that makes it impessible for you or your child to be vaccinated. A general provider note

without a clear statement of why you cannot receive the vaccine will not be accepted as a valid medical

exemption. If your documentation is confirmed, the fine against you will be withdrawn.

individuals with medical reasons that prevent them from receiving the MMR vaccine after exposure to

measles may be able to receive another preventive treatment called immune g|cbü|:6. The Health

Department will provide guidance to eligible MdMdüe!s who require immune globulin.

What else is the Health Department doing to stop the spread of measles?

The Health Department will continue to require yeshivas and child care programs that serve the affected

ccemeMty and are located in ZIP codes 11205, 11206, 11211 and 11249 to exclude children who do not

have the reÿüired doses of the MMR vaccine. Children will be ellowed to go back to their child care or

yeshiva if they prove they are up to date on their MMR vaccines or have labGratüry tests (measles

serology) that show they are immune to measles. These exclusion requirements are in place until the

end of the outbreak or until the Health Department determines it is safe for üñvacciñated students to

attend these yeshivas or child care facilities. The Health Department is also partnering with community-

based medical providers, organizations, religious leaders and other locally trusted voices to share

education on vaccinations and engage with concerned families.

Which schools are affected by the exclusion requirements?

Yeshivas and child care programs in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg have

been given a Commissioner's Order to exclude unvaccinated children from attending school during the

outbreak. Additional yeshivas and child care programs in ZIP codes 11204, 11218 and 11219 in Borcagh

Park have also been notified and are required to exclude unveccinated children. These schools are the

only schools required to meetthe outbreak eziu3ion requirements at this time. Studcnts who attend
child care or yeshivas in these ZIP codes must be excluded from sttending school even if they have a
religious or medical exemption or a medical note. Child care programs must also exclude staff who are
not vaccinated and do not have proof of ±mud'y. All unvaccinated or non hiirnüñë students in any
child care or school, in any ZIP code, with a known measles case will also be excluded from school as
determined by the Health Department.
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Outbreak-Related School Attendance Exclusions

. Unv=ccine+ed child lives Unvaccinated child is in Unv noted child is in
'

Unvaccinated child is in

in or attends a child nursery, Head Start or grade kindergarten grade 9-12 and school

care program or school pre-K program through 12 has grades 9-12 only

located in the following

ZIP code

11204 Cannot attend Can attend Can attend

11205 Cannot attend Cannot attend Cannot attend

____
11206 Cannot attend Cannot attend Cannot attend

11211 Cannot attend Cannot attend Cannot attend

11218 Cannot attend Cin attend Can attend

11219 Cannot attend Cannot attend Can attend

11249 Cannot attend Cannot attend Cannot attend

Do the outbreak-related school exclusion -eq:±e-ents apply to public or private schools that do not

serve the Orthodox Jewish community?

No, these exclusion requirements are currently only in effect for yeshivas or child care programs serving
the Orthodox Jewish errr Win ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg, and in

ZIP codes 11204, 11218 and 11219 in Borough Park. To date there have been no cases or transmissions

associated with children in these other types of programs or schools, so there is no reason to extend

outbreak-related exclusions to public or private programs at this time. The Health Department will

adjust these outbreak-related exclusions in the future if outbreak patterns change. For now, it is critical

that all children in public or private schools follow the standard Departraéñt of Education Immr.!zation

reÿ üirements as well as the current MMR vaccine order requirements to prevent additional measles
cases. For more information on Department of Education imm±zation isquiremsats, visit

schools.nyc.gov.

What is measles?

Measles is a viral infection that causes fever and a rash. Almost 30% of people with measles will have
cc=p!ications from this infection, including pneumania, brain swelling, diarrhea, ear infection,
hospiu!ization and potentially death. It is highly contagious and anyone who is not vaccinated against
the virus can get it at any age. Measles can be very severe in people with weakened irre== systems
and pregnant individuals.
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How is measies spread?

Measles is spread thraugh the air when an infected person sneezes or coughs, or even when they

breathe. A person with measles is contagious four days before the rash appears and continues to be

contagious for four days after the rash appears.

Measles is a highly contagious virus that remains active and capable of causing infection in the air and

on surfaces for up to two hours.

How can measles be prevented?

Vaccin=*ion is the best way to prevent measles. Anyone who has received two doses of a measles-

containing vaccine or was born before 1957 (likely immüñê because of natural infection) is considered

immune and highly unlikely to get measles.

All children starting at 12 months old enrolled in pre-kindergartêñ, nursery school, child care programs

and Head Start are required to receive one dose of the MMR vaccine

Children must have two doses of the MMR vaccine to attend school (kindergarten through 128' grade).

Where can I get the MMR vaccine?

To get the MMR vaccine, check with your health care provider. You can also call 311 or visit

nyc.gov/health/clinics.

Where can I get more information about measles?

Talk to your health care provider, call 311or visit these online resources for more information·

• Measles: nyc.gov/health and search for "measles"

• Measles 0mmristion Action Coalition): vaccineinformation-org/measles

• Measles Overview, (Centers for Disease Control): cdc.gov/measles
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NEWYORKCITYDEPARTMENTOF

HEALTHAND MENTALHYGIENE

Oxids Barbot, M.D.

commssioner

ORDER OF THE COMMISSIONER

TO: All persons who reside, work or attend school in the neighborhood of Williamsburg,

Brooklyn, New York and to the parents and/or guardians of any child who resides,

works or attends school in the neighborhood of Williamsburg, Brooklyn, New York

WHEREAS, there is an active enthmak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205, 11206,

1121 1 and 11249. Since September 2013, more than 250 cases of measles have been

docsentad among people living in Williamsburg and that ñümber continues to grow as new

cases are still occurring; and

WHEREAS, measles is a highly contagious viral disease that can result in serious health

complications, such as pneumonia and swelling of the brain. About a third of reported measles

cases have at least one complication and in some cases, measles can cause death. Measles can be

serious in all age groups. However, infants, young childen, pregnant persons, people whose
i- systems are weak and adults are more likely to suffer from measles complications; and

WHEREAS, measles is easily transmitted from a sickened person to others who lack

immunity to the disease. The virus can live for up to two hours in air or on surfaces where an

infected person coughed or sneezed and people who lack immunity are highly likely to become

sick if they am in contact with an infectious person or near where an infectious person mcently
has been; and

WHEREAS, although measles is highly contagious, the Measles-Mamps-Rubella (MMR)
vaccine is an effective and safe vaccine that will prevent its transmission While measles remains
one of the leading causes of death among young children in parts of the world where the
vaccination is not available, the disease until this outbreak was largely eliminated in the United

States; and

WHEREAS, the measles outbreak persists in Williamsburg despite other efforts taken by
the Department of Health and Mental Hygiene to stop it, including orders excluding
unvaccinated children from alicñding preschools and daycare programs, because a high rate of
people living within Williamsburg have not been vaccinated against measles; and

WHEREAS, pursuant to section 556 of the Charter of the City of New York, the
Departmeñt is responsible for controlling communicable diseases within the City of New York
and for supervising the abatement of nnizances that affect or are likely to affect the public health;
and

WHEREAS, pursuant to section 3.01 of the New York City Health Code, I am
authorized to declare a public health emergency and issue orders and take actions that I deem
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necessary for the health and safety of the City and its residents when urgent public health action

is necessary to protect the public health against an existing threat; and

WHEREAS, I find the ongoing measles outbreak in Williamsburg to be an existing
threat to public health in the City ofNew York; and

WHEREAS, I also find that the presence of any person in Williamsburg lacking the

MMR vaccine, unless that vaccine is otherwise medically contra-indicated or such person has

demonstrated immunity against measles, creates an unnecessary and avoidatic risk of continuing
the outbreak and is therefore a nuisance, as defined in New York City Administrative Code §l7-

142; and

WHEREAS, pursuant to New York City Health Code §3.07, no person "shall do or

assist in any act which is or may be detrimental to the public health or to the life or health of any
individual... or ...shall fail to do any reasonable act or take any necessary precaution to protect

human life and
health."

IT IS HEREBY ORDERED that any person who lives, works or resides within the

11205, 11206, 11211 and/or 11249 zip codes and who has not received the MMR vaccine within

forty eight (48) hours of this Order being signed by me shall be vacciñâted against measles

unless such person can demonstrate immüñity to the disease or document to the satisfaction of

the Department that he or she should be medically exempt from this raqui-cmcñ:.

IT IS FURTHER ORDERED that the parent or guardian of any child older than six

months of age who lives, works or resides within the 1 1205, 11206, 11211 and/or 11249 zip
codes and who has not received the MMR vaccine within forty eight (48) hours of this order

being signed by me shall cause such child to be vaccinated against measles unless such parent or
guardian can demonstrate that the child has immunity to the disease or document that he or she
should be medically exempt from this requirement.

THIS ORDER shall remain in effect until the next meeting of the New York City Board
of Health scheduled for April 17, 2019 at which time it may be continued or rescinded by the
Board.

Dated: April 9, 2019 Oxiris Barbot, M.D.

Commissioner of Health
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WARNING

Failure to comply with this Order is a violation of §3.05 of the New York City Health Code, and

a misdemeanor for which you may be subject to civil and/or criminal fines, forfeitures and

penalties, including imprisonment.

Anyone wishing to object to the order, please write or fax Thomas G. Merrill, General Counsel,
New York City Department of Health and Mental Hygiene, 42-09 28th Street (WS 14-38) Long
Island City NY 11 10I-4132; tmerrill@health.nyc.gov telephone: 347-396-6116; fax: 347-396-

6087, providing a statement of the reasons for your objection to the order. If you have any
questions about how to comply with this Order, please telepheñe Jane R. Zucker, M.D., M.Sc.,
Assistant Commissioner, Bureau of Immunization at 347-396-2471.
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The following resolution was adopted by the Board of Health on April 17, 2019

and will be published in accordance with §l7-148 of the Administrative Code of the City

ofNew York.

Resolution of the Board of Health of the

Department of Health and Mental Hygiene

of the City of New York

At a meeting of the Board of Health of the Department of Health and Mental

Hygiene held on April 17, 2019, the following resolution was adopted:

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205,

11206, 11211 and 11249 (the "affected zip codes"); and

WHEREAS, on April 9, 2019 the Commissioner of the Department of Health and

Mental Hygiene determined that an urgent public health action was necessary to protect

the public from the measles outbreak occurring in the neighborhood of Williamsburg and

declared a public health emergency; and

WHEREAS, pursuant to her authority under Health Code §3.01, the Commissioner

oniered that anyone who lives, works or resides in the affected zip codes and any child

older than six months of age living, residing, or working in any of the affected zip codes

be immunized against measles; and

WHEREAS, the Order subjects a person to a civil fine , unless such person or, for

a child, such person's parent or guardian, can demonstrate that such person has immunity
to the disease or document to the satisfaction of the Department that such person should be

medically exempt from this requirement; and

WHEREAS, pursuant to Health Code §3.01, the Order issued by the

Cornmissioner is only in effect until the Board of Health convenes and either continues or

rescinds the Commissioner's exercise of authority; and

WHEREAS, the Board of Health has taken and filed among its records and reports
that since September 2018 more than 300 cases of measles have been document~4 in the

City of New York with the vast majority occurring among people residing in the affected

zip codes and that new cases of measles are still occurring at an alarming rate; and

WHEREAS, measles is a highly evatagious viral disease that can result in serious
health complications such as pneumonia, encephalitis (swelling of the brain) and death.
About a third of reported measles cases have at least one complication. Measles can be
serious in all age groups. However, infants, young children, pregnant persons, people whose
immune systems are weak and adults are more likely to suffer from measles complications;
and
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WHEREAS, measles is easily transmitted from a sickened person to others who

lack immunity to the disease. The virus can live for up to two hours in the air or on

surfaces where an infected person coughed or sneezed and people who lack immunity

are highly likely to become sick if they are in contact with an infectious person or near

where an infectious person recently has been; and

WHEREAS, although measles is highly contagious, the Measles-Mumps-

Rubella (MMR) vaccine is a proven safe and effective vaccine that will prevent its

transmission. While measles remains one of the leading causes of death among young
children in parts of the world where the vacciñation is not available, the disease until

this outbreak was eliminated in the United States; and

WHEREAS, kcause a high rate of people living within the affected zip codes in

Williamsburg have not been vaccinated against measles, the measles outbreak persists in

Williamsburg despite other efforts taken by the Department of Health and Mental Hygiene

to stop it, including orders excluding unvaccinated children from attending preschools and

daycare programs; and

WHEREAS, the Board of Health regards the aforesaid reports of over 300 cases

of measles as sufficient proof to authorize the declaration that an outbreak of measles is

occurring in Williamsburg that threatens the health and safety of New Yorkets and is

immediately dangerous to human life and health and constitutes a public ñüisãñce; and

WHEREAS, the outbreak is occurring because a large number of people residing
in the affected zip codes have not been vaccinated against measles; and

WHEREAS, the only way to end the outbreak is to require that people residing,

working or attending school in any of the affected zip codes be vaccinated against or

otherwise have immunity against measles; and

WHEREAS, personal service or service pursuant to subdivisions (a) or (b) of §17-

148 of the Administrative Code of the City of New York of orders requiring the abatement
of such nuisances and conditions in effect dangerous to life and health upon each of the

persons who, pursuant to the provisions of Title 17 of the Administrative Code of the City
of New York, has a duty or liability to abate such nuisances and conditions, would result
in a delay prejudicial to the public health, welfare, and safety; now, therefore, be it

RESOLVED, that the Board of Health hereby declares that an outbreak of measles
is ongoing in the neighborhood of Williamsburg and that the outbreak poses a public
nuisance because it is immediately dangerous to life and health; and be it further

RESOLVED, that the Board of Health hereby declares that any person who lives
or works within the affected zip codes shall be vaccinated against measles unless such
person can demonstrate immunity to the disease or document to the satisfaction of the
Department that such person should be medically exempt from this requirement; and be it
further
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RESOLVED, that the parent or guardian of any child six months of age or older

who lives or attends school, preschool or child care within the affected zip codes and who

has not received the MMR vaccine shall cause such child to be vaccinated against measles

unless such parent or güardian can demonstrate that the child has immunity to the disease

or document to the satisfaction of the Department that such child should be medically
exempt from this requirement; and be it further

RESOLVED, that any person required by this declaration to be immüñized against

measles, or any parent or guefian required by it to im==ize his or her child, shall be

violating this order and be subject to the fines authorized by applicable law, fule and

regulations each day that he, she, or such child continues to reside, work or attend school,
preschool or child care in any of the affected zip codes without having been vacciñated

against measles until such time that this outbreak is declared to be over by the

Commissioner ofthe Department of Health and Mental Hygiene.

RESOLVED further, that this resolution shall take effect immediately and

publication shall be in accordance with New York City Administrative Code §17-148.

(As adopted by the Board of Health on April 17, 2019)
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Summons Issued to 
Plaintiff-Petitioner 

Chanie Fulop
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Page _1 of 1

SUMMONS NUMBER: 30328-19LO

ENFORCEMENT AGENCY NAME: DEPT. OF HEALTH AND MENTAL HYGlENE

DIVISION: Disease Control BUREAU: Immunization
AGENCY ADDRESS AND PHONE NUMBER: 42-09 28th Street, Long Island City, NY 11101 Phone: 347-396-7998

RESPONDENT: Chanie Fulop ID NUMBER: 50093122

ADDRESS: 115 Wallabout St, Brooklyn, NY, 11206 PHONE:

DATE AND TIME OF OCCURRENCE:May 22, 2019 AT 12:20 PM BOROUGH: Brooklyn

PLACEOF OCCURRENCE: 115 Wallabout St, Brooklyn, NY, 11206

The respGñdêñt is summoned to appear and respond to the details of violation(s) stated below.

HEARING DATE: July 10, 2019 AT 11:00 AM
** RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

__.Manhattan Staten Island . .. Bronx 0.ueens XX Brooklyn

66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond Street
10th 11th plOOr Main Floor Room 250 3d & 4th FlOOr 6th 7th FlOOr

New York, NY 10038 Staten Island, NY 10301 Bronx, NY 10455 Long Island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPONDING TO THIS SUMMONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.
REFERTO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.

WARNING:If youdonotshowupfor yourhearing(orpaythe penaltybymailif permitted)theSummonswill bedecidedagainstyouandpenaltieswill beimposed,Yourlicense
mayalsobesuspendedor revoked.in addition,the Citymayenterajudgmentagainstyouin court.

Details of Violation(s)
# Code Section Violation Description

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn the NYC Commissioner of
1 Health declared a public health emergency on April 9, 2019 and published a Commissioner's Order

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or

attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against

measles within forty eight hours of the Order. On April 17, 2019, the NYC Board of Health

unanimously approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons living, working or attending school in these affected ZIP codes be

vaccinated against measles. The Resolution further provides that any person who is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they demonstrate proof of immunity or that immunization is not medically appropriate. A copy of

the Order and Resolution are attached to this Summons for reference. A review of Department
reccrds shews that Respondent's child. D.F., who is at least six months old, lives at: 115 Wallabout

St, Brooklyn, NY, 11206, which is located in one of the affected zip codes listed in the Order. On

May 22, 2019, a review of the Department's Citywide Immunization Registry, which collects
immunization records for all children receiving vaccines in NYC and is required to be üpdated by
medical providers, found that child D.F. has no record of measles immunization. Respondent has
failed to vaccinate child D.F. or otherwise submit acceptable proof of immunity in violation of the
Order.

NYCCharterSections1048and1049-aandthe Rulesof theCityof NewYorkauthorizethe NYCOfficeof AdministrativeTnalsandHearings(OATH)to holdhearings.For
hearingoptions,seeothersideof thisnotice
l. an employee of the agencynamed above, affirm under penalty of perjury that I personally observed the commission of the violation(s) charged
above and/or verified their existence through a review of departmental records. Falsestatements made herein are punishableas a ClassA
½sdemeanor pursuant to section 210.45 of the PenalLaw.

Pooja Jani 05/23/2019
Print Name Signature ID Date
acknowledgethat I have received a copy of this summons and instructions for responding and that I am authorized to accept serviceof this Summons.

Received by:

Print Name Signature Title Date:
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Page _1_ of __1__

The agency named on the front of this Summons has alleged that you committed the described violation or

violations. Note: If the charge on the front of the Summons states you MUST APPEAR IN PERSON, then you or

an authorized representative must attend the hearing in person. See the front of this Summons for the date,

time and location of your hearing. In some cases, the agency may offer you the chance to enter into a

stipulation or settlement agreerñêñt. If you are eligible, the agency will send you a letter in the mail. To

accept the stipulation or settlement, follow the instructions in the letter.
_______..__.._______ ___________--------------------- -------

If a stipulation or settlement is offered to you and you do not accept it, the independent NYC Office of

Administrative Trials and Hearings will hear and decide your case. If you do not accept the settlement or

show up for your hearing, a default judgment may be entered against you and additional penalties may be

imposed.

If your case is NOT marked "MUST APPEAR IN PERSON," you may deny the charges or their severity by

presenting a defense online, by phone or by mail.
• Online: To submit a defense online, visit www.nyc.gov/oath.
• Phone: To schedule a hearing by phone, call (212) 436-0817.
• Mail: To submit a defense by mail, send a signed statement of facts that must say, "My signature in

this statement certifies that all facts in it are true," with all documents you wish to have considered to: OATH

Mail Unit, 66 John Street, 10th Floor , New York, NY 10038.

To present a defense in person:
• You or an authorized representative must appear in person on the hearing date at the time and

location on the front of this Summons.
• If no location is listed or checked off, you may appear at any OATH Hearings Center on the date and

time indicated on this Summons (see locations below).
• Please be fully prepared for a hearing at that time by bringing this Summons and all of your evidence

with you.
• If you require assistance with English, free language assistance will be prcvided.

Reasonable Accommodation: If you have a disability and require a reasonable accommodation on the day of

your hearing, call the phone number listed below.
______________ _____________________ ______________
Note: YOU HAVE THE RIGHT TO BE INFORMED OF THE MAXIMUM PENALTY. Pursuant to the New York City
Health Code, §3.11, a penalty of not less than $200 and not more than $2000 may be imposed for each

Health Code violation. For non-NYCHC violations please see the cited statute/regulation for maximum

penalties. The penalty for certain violations may be found in regulations available at nyc.gov/health. Higher

penalties may be imposed for each repeated violation up to the maximum penalty allowed by law or
regulation.

OATH HEARINGS CENTERS

Tel: 1-844-OATH-NYC (1-844-628-4692) www.nyc.gov/oath

Manhattan: 66 John Street, 10th & 11th Floors, New York, NY 10038
Brooklyn: 9 Bond Street, 7th Floor, Brooklyn, NY 11201
Queens: 31-00 47th Avenue , 3rd Floor, Long Island City, NY 11435

Bronx: 3030 Third Avenue, Room 250, Bronx, NY 10455
Staten Island: 350 St. Mark's Place, Main Floor, Staten Island, NY 10301
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Health

Information on Measles Exposure and the Civil Summons

This document provides information about measles exposure and the civil summons issued to you by the New York

City Department of Health and Mental Hygiene related to the measles outbreak in Williamsburg, Brooklyn.

Summons Number: 30328-19LO

Why was I issued a summons?

The Health Department has issued a civil summuna to you for failing to comply with the April 9, 2019 Order of the

Commissioner regarding measles.

You have the right to a hearing at the New York City Office of Administrative Trials and Hearings (OATH) (Hearings

Division). Follow the instructions that are attached to the summuna.

How can I provide information to show that 1, or my child, have been vaccinated, have !===.!'y or have a medical

exemption?

If you believe that you or your child have received the measles, mumps, and rubella (MMR) vaccine; have immunity to

measles; or have a medical condition that prevents you from getting the MMR, you may submit medical records

(these include vaccination records, serology report to prove immunity, or medical documentation for an exemption).

All records submitted to the Health Department must be signed and dated by a medical professional. The Health

Department will review the medical records and may withdraw the sunununs.

Submit the medical record to the Health Department. Fax it to 347-396-8851 or email a copy of the record to

measlesdocuments@health.nyc.gov.

What if I have been adviscd to stay home because of measles exposure and cannot attend the hearing?

If you cannot attend the hearing because of measles exposure - or for any other reason - follow the directions on

the summons to reschedule.

What should I do about the MMR vaccine after the period of time that I was advised to stay home?

Schedule an appointment with your medical provider so that you can get the MMR vaccine on the first business day

you are able to leave your home. immediately fax (347-396-8851) or email (measlesdocuments@health.nvc.cov) your

medical records (signed and dated by a medical professional) to the Health Department.

If your medical provider does not have MMR vaccine or if you need to find a vaccine clinic, call 311 or go to the Health

Department website https://wwwl.nvc.gov/site/doh/index.page.

Where can I find infor=ation about the Order of the Commissioner, measles or the MMR vaccine?

Information about the Order of the Commissioner, measles and the MMR vaccine is on the NYC Health Department's

website at nyc.gov/health. Or call 347-396-7998 to speak to somêGñê at the Health Department.
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Summons Issued to 
Plaintiff-Petitioner 
Rachel Guttman
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Page _1 of __1

SUMMONS NUMBER: 30420-19LO

ENFORCEMENT AGENCY NAME: DEPT. OF HEALTH AND MENTAL HYGlENE
DIVISION: Disease Control BUREAU: Immunization

AGENCY ADDRESS AND PHONE NUMBER: 42-09 28th Street, Long Island City, NY 11101 Phone: 347-396-7998

RESPONDENT: Rachel Guttman ID NUMBER: 50094292

ADDRESS: 79 Skillman Street, Apt. 4A, Brooklyn, N.Y. 11205 PHONE:

DATE AND TIME OF OCCURRENCE: June 13, 2019 AT 1:19 PM BOROUGH: Brooklyn

PLACE OF OCCURRENCE : 79 Skillman Street, Apt. 4A, Brooklyn, N.Y. 11205

The respondent is summoned to appear and respond to the details of violation(s) stated below.

HEARING DATE: August 1, 2019 AT 9:00 AM
** RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

Manhattan Staten island Bronx Queens XX Brooklyn
66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond Street
10th 11th FlOOr Main Floor Room 250 3d & 4th FlOOr 6th 7th Floor
New York, NY 10038 Staten Island, NY 10301 Bronx, NY 10455 Long Island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPOND!NG TO THIS SUMMONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.
REFERTO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.

WARNING;If youdonot showupfor yourhearing(orpaythe penaltybymail if permitted)theSummonswdlbedecidedagamstyouandpenaltieswil' be imposedYourhcense
mayalsobesuspendedor revoked.Inaddition.the Oty mayenterajudgmentagainstyouin court.

Details of Violation(s)
# Code Section Violation Description

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn. the NYC Commissioner of
1 Health declared a public health emergency on April 9, 2019 and published a Commissioner's Order

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or
attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against
measles within forty eight hours of the Order. On April 17, 2019. the NYC Board of Health

unanimously approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons living, working or attending school in these affected ZIP codes be
vaccinated against measles. The Resolution further provides that any person who is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they demonstrate proof of immunity or that immunization is not medically appropriate. A copy of
the Order and Resolution are attached to this Summons for reference. A review of Department
records shows that Respondent's child, I.G., who is at least six months old, lives at: 79 Skillman

Street, Apt. 4A, Brooklyn, N.Y. 11205, which is located in one of the affected zip codes listed in the
Order. On June 13, 2019, a review of the Department's Citywide Immunization Registry, which
collects immunization records for all children receiving vaccines in NYC and is required to be
updated by medical providers, found that child I.G. has no record of measles immunization.
Respondent has failed to vaccinate child I.G. or otherwise submit acceptable proof of immunity in
violation of the Order.

NYCCh3rtersections1048and1049-aandthe Rulesof theCityof NewYorkauthorizethe NYCOfficeof AdministratweTnalsandHearmgs(OATH)to holdheanngsFor
hearingoptions,seeother sideof this notice
I, an employee of the agency named above, affirm under penalty of perjury that I personally observed the commission of the violation(s) charged
above and/or verified their existence through a review of departmental records. Falsestatements made herein are punishable as a ClassA
Misdemeanor pursuant to section 210.45 of the Penal Law.

Gerald Cohen 06/14/2019
Print Name Signature ID Date
I acknowledge that I have received a copy of this Summons and instructions for responding and that I am authorized to accept service of this Summons.
Received by:

Print Name Signature Title Date:
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Page __1_ of _____1___

The agency named on the front of this Summons has alleged that you committed the described violation or

violations. Note: If the charge on the front of the Summons states you MUST APPEAR IN PERSON, then you or

an authorized representative must attend the hearing in person. See the front of this Summons for the date,

time and location of your hearing. in some cases, the agency may offer you the chance to enter into a

stipulation or settlement agreement. If you are eligible, the agency will send you a letter in the mail. To

accept the stipulation or settlement, follow the instructions in the letter.
________________________________________________________________________________________________________________

If a stipulation or settlement is offered to you and you do not accept it, the independent NYC Office of

Administrative Trials and Hearings will hear and decide your case. If you do not accept the settlement or

show up for your hearing, a default judgment may be entered against you and additional penalties may be

imposed.

If your case is NOT marked "MUST APPEAR IN
PERSON,"

you may deny the charges or their severity by

presenting a defense online, by phone or by mail.
• Online: To submit a defense online, visit www.nyc.gov/oath.
• Phone: To schedule a hearing by phone, call (212) 436-0817.
• Mail: To submit a defense by mail, send a signed statement of facts that must say, "My signature in

this statement certifies that all facts in it are
true," with all documents you wish to have considered to: OATH

Mail Unit, 66 John Street, 10th Floor, New York, NY 10038.

To present a defense in person:
• You or an authorized representative must appear in person on the hearing date at the time and

location on the front of this Summons.
• If no location is listed or checked off, you may appear at any OATH Hearings Center on the date and

time indicated on this Summons (see locations below).
• Please be fully prepared for a hearing at that time by bringing this Summons and all of your evidence

with you.
• If you require assistance with English, free language assistance will be provided.

Reasonable Accommodation: If you have a disability and require a reasonable accommodation on the day of

your hearing, call the phone number listed below.
____________________________________________________________________________________________-_________..------------------------ __

Note: YOU HAVE THE RIGHT TO BE INFORMED OF THE MAXIMUM PENALTY. Pursuant to the New York City
Health Code, §3.11, a penalty of not less than $200and not more than $2000 may be imposed for each

Health Code violation. For non-NYCHC violations please see the cited statute/regulation for maximum

penalties. The penalty for certain violations may be found in regulations available at nyc.gov/health. Higher

penalties may be imposed for each repeated violation up to the maximum penalty allowed by law or

regulation.

OATH HEARINGS CENTERS

Tel: 1-844-OATH-NYC (1-844-628-4692) www.nyc.gov/oath

Manhattan: 66 John Street, 10th & 11th Floors, New York, NY 10038

Brooklyn: 9 Bond Street, 7th Floor, Brooklyn, NY 11201

Queens: 31-0047th Avenue, 3rd Floor, Long Island City, NY 11435

Bronx: 3030 Third Avenue, Room 250, Bronx, NY 10455

Staten Island: 350 St. Mark's Place, Main Floor, Staten Island , NY 10301
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Health

Information on Measles Exposure and the Civil Summons

This document provides information about measles exposure and the civil summons issued to you by the New York

City Department of Health and Mental Hygiene related to the measles outbreak in Williamsburg, Brooklyn.

Summons Number: 30420-19LO

Measies exposure date: June 7, 2019

Start date when the |ñdividüal exposed to measles no longer needs to stay home: July 7, 2019

Why was I issued a summons?

The Health Department has issued a civil summons to you for failing to comply with the April 9, 2019 Order of the

Commissioner regarding measles.

You have the right to a hearing at the New York City Office of Administrative Trials and Hearings (OATH) (Hearings

Division). Follow the instructions that are attached to the summons.

How can I prüvide information to show that I, or my child, have been vaccinated, have !=== y or have a medical

exemption?

If you believe that you or your child have received the measles, mumps, and rubella (MMR) vaccine; have immunity to

measles; or have a medical condition that prevents you from getting the MMR, you may submit medical records

(these include vaccination records, serology report to prove immunity, or medical documentation for an exemption).

All records submitted to the Health Department must be signed and dated by a medical professional. The Health

Department will review the medical records and may withdraw the summons.

Submit the medical record to the Health Department. Fax it to 347-396-8851 or email a copy of the record to

measlesdocuments@health.nyc.gov.

What if I have been advised to stay home because of measles exposure and cannot attend the hearing?

If you cannot attend the hearing because of measles exposure - or for any other reason - follow the directions on

the summons to reschedule.

What should I do about the MMR vaccine after the period of time that I was advised to stay home?

Schedule an appointment with your medical provider so that you can get the MMR vaccine on the first business day

you are able to leave your home. |mmêdiately fax (347-396-8851) or email (measlesdocuments@health.nyc.gov) your

medical records (signed and dated by a medical professional) to the Health Department.

If your medical provider does not have MMR vaccine or if you need to find a vaccine clinic, call 311 or go to the Health

Department website https://wwwl.nyc.gov/site/doh/index.page.

Where can I find information about the Order of the Comm!rr!oner, measles or the MMR vaccine?

Information about the Order of the Commissioner, measles and the MMR vaccine is on the NYC Health Department's

website at nyc.gov/health. Or call 347-396-7998 to speak to somecñê at the Health Department.
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Health

Frequently Asked Questions:

NYC Measles Vaccine Order for ZIP codes 11205, 11206, 11211 and 11249

On April 9, the Health Department declared a public health emergency and issued a measles vaccine

order in response to the measles outbreak in ZIP codes 11205, 11206, 11211 and 11249 in Brooklyn. This

FAQ provides additional information on this announcement as well as the associated measles vaccine

order.

Why did the Health Department declare a public health emergency in response to the measles

outbreak in ZIP codes 11205, 11206, 11211 and 11249?

The Commissioner of Health can declare a public health emergency when there is an urgent threat to

the health of New Yorkers.

There is currently an active measles outbreak in the Williamsburg and Borough Park neighborhoods of

Brooklyn that qualifies as such a threat. The outbreak began in early October 2018 and has resulted in

nearly 300 cases of this vaccine-preventable disease. In the last three months the vast majority of these

cases have been in residents of ZIP codes 11205, 11206, 11211 and 11249. The Health Department has

tried multiple strategies to end this outbreak, including intensive outreach to the affected community

and the medical providers who serve them. Additionally, the Health Department required any

unvaccinated children to be excluded from yeshivas and child care programs serving this community.

However, the outbreak continues due to low vaccination rates in these ZIP codes.

This outbreak is being fueled by the spread of dangerous misinformation on the safety and effectiveness

of the MMR vaccine. The Health Department stands with the majority of people in this community who

have worked hard to protect their children and others at risk. There is an urgent need to end this

outbreak and protect New Yorkers from this potentially fatal infection. This declaration will help

improve vaccination rates in the affected communities.

What does the measles vaccine order do?

To stop the spread of measles in New York City, the Health Department requires that adults and children

ages 6 months and older who live, work or go to school in ZIP codes 11205, 11206, 11211 and 11249

receive a measles, mumps and rubella (MMR) vaccine. People who cannot receive the vaccine for valid

medical reasons, including pregnant individuals, are exempt from the vaccine order.

The risk of getting the measles is low for vaccinated or immune individuals. For most people in ZIP codes

11205, 11206, 11211 and 11249, this order should encourage you to check your immunization records

or talk to your health care provider to confirm your vaccination history or immunity status.
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Are infants 6 through 11 months included in the vaccine order?

Yes, all infants living or attending child care in ZIP codes 11205, 11206, 11211 and 11249 are included in

the vaccine order. The early dose of the MMR vaccine will protect them during the current outbreak.

Children should then return to the recommended vaccine schedule and the first dose of the MMR

vaccine should be repeated at 12 months of age. Children must have two doses of the MMR vaccine to

attend school (kindergarten - 12th

Please use the following guidance regarding an early dose of the MMR vaccine for infants 6 through 11

months of age who do not live in ZIP codes 11205, 11206, 11211 and 11249:

• Recommended for members of communities with a known measles outbreak in Borough Park

and Crown Heights.

• Suggested for members of the Orthodox Jewish community in New York City.

• Recommended for all infants traveling internationally or to a community with a known measles

outbreak.

What if I work in ZIP codes 11205, 11206, 11211 and 11249?

If you work for a business located in ZIP codes 11205, 11206, 11211 and 11249 then you are required to

have the MMR vaccine to stop the spread of measles. We encourage you to check your immunization

records or talk to your health care provider to confirm your vaccination history or immunity status.

How will the Health Department know who isn't vaccinated?

When Health Department staff identify a patient with measles, they also identify anyone that person

has had contact with. The Health Department and health care providers connect these contacts with

immunization or other preventive measures and work with them to reduce the risk of measles. Health

Department staff also use the Citywide Immunization Registry (CIR) to check the vaccine record of any

individual who may have been in contact with a patient with measles. If immunization records are not

available, the Health Department may request other evidence of immunity to measles. For example, a

blood test, called a measles serology, can prove that someone is immune to measles through prior

vaccination or infection with the measles virus. Your health care provider can order this common test

and arrange to have your blood drawn. Anyone in ZIP codes 11205, 11206, 11211 and 11249 who

cannot prove they are immune to measies by producing immunization records or demonstrate immunity

with a positive measles serology blood test will be considered non-immune and unvaccinated by the

Health Department and will be in violation of the vaccine order.

What happens if I refuse the vaccine?

The Health Department has ordered everyone in ZIP codes 11205, 11206, 11211 and 11249 to get

vaccinated if they have not already done so. The Health Department may issue a civil summons to

anyone who lives, works or attends school in the affected ZIP codes and has not been vaccinated as of

April 11, 2019, and does not provide proof of immunity or a valid medical exemption to the Health

Department. If the unvaccinated person is a child, the summons will be issued to the parent. The person
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receiving the summons will be entitled to a hearing at the New York City Office of Administrative Trials

and Hearings. If the hearing officer upholds the summons, a $1,000 penalty will be imposed. Failing to

appear at the hearing or respond to the summons will result in a $2,000 fine.

What happens if I cannot take the vaccine because of a medical ccñditian or other medical reason?

There are few medical reasons that would prevent you from receiving the MMR vaccine. If you are a

known contact of a measles case and there is a medical reason that would prevent you from receiving

the MMR vaccine, including pregnancy, you will be asked to produce specific documentation from a

healthcare provider licensed to practice in New York. This medical documentation must explicitly state

the condition that makes it impossible for you or your child to be vaccinated. A general provider note

without a clear statement of why you cannot receive the vaccine will not be accepted as a valid medical

exemption. If your documentation is confirmed, the fine against you will be withdrawn.

Individuals with medical reasons that prevent them from receiving the MMR vaccine after exposure to

measles may be able to receive another preventive treatment called immune globulin. The Health

Department will provide guidance to eligible individuals who require immune globulin.

What else is the Health Department doing to stop the spread of measles?

The Health Department will continue to require yeshivas and child care programs that serve the affected

community and are located in ZIP codes 11205, 11206, 11211 and 11249 to exclude children who do not

have the required doses of the MMR vaccine. Children will be allowed to go back to their child care or

yeshiva if they prove they are up to date on their MMR vaccines or have laboratory tests (measles

serology) that show they are immune to measles. These exclusion requirements are in place until the

end of the outbreak or until the Health Department determines it is safe for unvaccinated students to

attend these yeshivas or child care facilities. The Health Department is also partnering with community-

based medical providers, organizations, religious leaders and other locally trusted voices to share

education on vaccinations and engage with concerned families.

Which schools are affected by the exclusion rêÿüirements?

Yeshivas and child care programs in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg have

been given a Commissioner's Order to exclude unvaccinated children from attending school during the

outbreak. Additional yeshivas and child care programs in ZIP codes 11204, 11218 and 11219 in Borough

Park have also been notified and are required to exclude unvaccinated children. These schools are the

only schools required to meet the outbreak exclusion requirements at this time. Students who attend

child care or yeshivas in these ZIP codes must be excluded from attending school even if they have a

religious or medical exemption or a medical note. Child care programs must also exclude staff who are

not vaccinated and do not have proof of immunity. All unvaccinated or non-immune students in any
child care or school, in any ZIP code, with a known measles case will also be excluded from school as

determined by the Health Department.
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Outbreak-Related School Attendance Exclusions

Unvaccinated child lives Unvaccinated child is in Unvaccinated child is in Unvaccinated child is in

in or attends a child nursery, Head Start or grade kindergarten grade 9-12 and school

care program or school pre-K program through 12 has grades 9-12 only

located in the following

ZIP code

11204 Cannot attend Can attend Can attend

11205 Cannot attend Cannot attend Cannot attend

11206 Cannot attend Cannot attend Cannot attend

11211 Cannot attend Cannot attend Cannot attend

11218 Cannot attend Can attend Can attend

11219 Cannot attend Cannot attend Can attend

11249 Cannot attend Cannot attend Cannot attend

Do the outbreak-related school exclusion requirements apply to public or private schools that do not

serve the Orthodox Jewish community?

No, these exclusion requirements are currently only in effect for yeshivas or child care programs serving

the Orthodox Jewish community in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg, and in

ZIP codes 11204, 11218 and 11219 in Borough Park. To date there have been no cases or transmissions

associated with children in these other types of programs or schools, so there is no reason to extend

outbreak-related exclusions to public or private programs at this time. The Health Department will

adjust these outbreak-related exclusions in the future if outbreak patterns change. For now, it is critical

that all children in public or private schools follow the standard Department of Education immunization

requirements as well as the current MMR vaccine order requirements to prevent additional measles

cases. For more information on Department of Education immunization requirements, visit

schools.nyc.gov.

What is measles?

Measles is a viral infection that causes fever and a rash. Almost 30% of people with measles will have

complications from this infection, including pneumonia, brain swelling, diarrhea, ear infection,

hospitalization and potentially death. It is highly contagious and anyone who is not vaccinated against

the virus can get it at any age. Measles can be very severe in people with weakened immune systems

and pregnant individuals.
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How is measles spread?

Measles is spread through the air when an infected person sneezes or coughs, or even when they

breathe. A person with measles is contagious four days before the rash appears and continues to be

contagious for four days after the rash appears.

Measles is a highly contagious virus that remains active and capable of causing infection in the air and

on surfaces for up to two hours.

How can measles be prevented?

Vaccination is the best way to prevent measles. Anyone who has received two doses of a measles-

containing vaccine or was born before 1957 (likely immune because of natural infection) is considered

immune and highly unlikely to get measles.

All children starting at 12 months old enrolled in pre-kindergarten, nursery school, child care programs

and Head Start are required to receive one dose of the MMR vaccine.

Children must have two doses of the MMR vaccine to attend school (kindergarten through 12* grade).

Where can I get the MMR vaccine?

To get the MMR vaccine, check with your health care provider. You can also call 311 or visit

nyc.gov/health/clinics.

Where can I get more information about measles?

Talk to your health care provider, call 311 or visit these online resources for more information:

• Measles: nyc.gov/health and search for
"measles"

• Measles (lmmunization Action Coalition): vaccineinformation.org/measles

• Measles Overview (Centers for Disease Control): cdc.gov/measles
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NEW YORK CITY DEPARTMENT OF

HEALTH AND MENTAL HYGlENE

Oxiris Barbot, M.D.

Commissioner

ORDER OF THE COMMISSIONER

TO: All persons who reside, work or attend school in the neighborhood of Williamsburg,

Brooklyn, New York and to the parents and/or guardians of any child who resides,
works or attends school in the seighborhood of Williamsburg, Brooklyn, New York

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn. New York who live within zip codes 1 1205. 1 1206.

1 1211 and 11249. Since September 2018. more than 250 cases of measles have been

documented among people living in Williamsburg and that number continues to grow as new

cases are still occurring; and

WHEREAS. measles is a highly contagious viral disease that can result in serious health

complications, such as pneumonia and swelling of the brain. About a third of reported measles

cases have at least one complication and in some cases. measles can cause death. Measles can be

serious in all age groups. However, infants. young children. pregnant persons. people whose

immune systems are weak and adults are more likely to suffer from measles complications: and

WHEREAS, measles is easily transmitted from a sickened person to others who lack

immunity to the disease. The virus can live for up to two hours in air or on surfaces where an

infected person coughed or sneezed and people who lack immunity are highly likely to become

sick if they are in contact with an infectious person or near where an infectious person recently
has been; and

WHEREAS, although measles is highly contagious. the Measles-Mumps-Rubella (MMR)
vaccine is an effective and safe vaccine that will prevent its transmission. While measles remains

one of the leading causes of death among young children in parts of the world where the

vaccination is not available. the disease until this outbreak was largely eliminated in the United

States; and

WHEREAS, the measles outbreak persists in Williamsburg despite other efforts taken by
the Department of Health and Mental Hygiene to stop it. including orders excluding
unvaccinated children from attending preschools and daycare programs. because a high rate of

people living within Williamsburg have not been vaccinated against measles: and

WHEREAS, pursuant to section 556 of the Charter of the City of New York. the

Department is responsible for controlling communicable diseases within the City of New York

and for supervising the abatement of nuisances that affect or are likely to affect the public health:

and

WHEREAS. pursuant to section 3.01 of the New York City Health Code. I am

authorized to declare a public health emergency and issue orders and take actions that 1 deem
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necessary for the health and safety of the City and its residents when urgent public health action

is necessary to protect the public health against an existing threat; and

WHEREAS, I find the ongoing measles outbreak in Williamsburg to be an existing
threat to public health in the City ofNew York: and

WHEREAS, I also find that the presence of any person in Williamsburg lacking the

MMR vaccine. unless that vaccine is otherwise medically contra-indicated or such person has

demonstrated immunity against measles. creates an unnecessary and avoidable risk of continuing
the outbreak and is therefore a nuisance, as defined in New York City Administrative Code §l 7-

142; and

WHEREAS, pursuant to New York City Health Code §3.07. no person "shall do or

assist in any act which is or may be detrimental to the public health or to the life or health of any
individual... or ...shall fail to do any reasonable act or take any necessary precaution to protect

human life and
health."

IT IS HEREBY ORDERED that any person who lives. works or resides within the

11205, 11206, 11211 and/or 11249 zip codes and who has not received the MMR vaccine within

forty eight (48) hours of this Order being signed by me shall be vaccinated against measles

unless such person can demonstrate immunity to the disease or document to the satisfaction of

the Department that he or she should be medically exempt from this requirement.

IT IS FURTHER ORDERED that the parent or guardian of any child older than six

months of age who lives, works or resides within the 11205. 11206. 11211 and/or 11249 zip
codes and who has not received the MMR vaccine within forty eight (48) hours of this order

being signed by me shall cause such child to be vaccinated against measles unless such parent or

guardian can demonstrate that the child has immunity to the disease or document that he or she

should be medically exempt from this requirement.

THIS ORDER shall remain in effect until the next meeting of the New York City Board

of Health scheduled for April 17, 2019 at which time it may be continued or rescinded by the

Board.

Dated: April 9. 2019 Oxiris Barbot, M.D.

Commissioner of Health
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WARNING

Failure to comply with this Order is a violation of §3.05 of the New York City Health Code. and

a misdemeanor for which you may be subject to civil and/or criminal Ones. forfeitures and

penalties, including imprisonment.

Anyone wishing to object to the order. please write or fax Thomas G. Merrill. General Counsel.

New York City Department of Health and Mental Hygiene. 42-09 28th Street (WS 14-38) Long
Island City NY 11101-4132; tmerrilli health.nve.gov telephone: 347-396-6116; fax: 347-396-

6087. providing a statement of the reasons for your objection to the order. If you have any
questions about how to comply with this Order. please telephone Jane R. Zucker. M.D.. M.Sc..

Assistant Commissioner. Bureau of Immunization at 347-396-2471.
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The following resolution was adopted by the Board of Health on April 17. 2019

and will be published in accordance with §l 7-148 of the Administrative Code of the City
of New York.

Resolution of the Board of Health of the

Department of Health and Mental Hygiene

of the City of New York

At a meeting of the Board of Health of the Department of Health and Mental

Hygiene held on April 17. 2019. the following resolution was adopted:

WHEREAS. there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn. New York who live within zip codes I 1205.

1 1206. 11211 and 11249 (the "affected zip codes"): and

WHEREAS, on April 9. 2019 the Commissioner of the Department of Health and

Mental Hygiene determined that an urgent public health action was necessary to protect

the public from the measles outbreak occurring in the neighborhood of Williamsburg and

declared a public health emergency; and

WHEREAS. pursuant to her authority under Health Code §3.01. the Commissioner

ordered that anyone who lives. works or resides in the affected zip codes and any child

older than six months of age living, residing. or working in any of the affected zip codes

be immunized against measles: and

WHEREAS. the Order subjects a person to a civil fine , unless such person or. for

a child. such person's parent or guardian. can demonstrate that such person has immunity
to the disease or document to the satisfaction of the Department that such person should be

medically exempt from this requirement: and

WHEREAS. pursuant to Health Code §3.01. the Order issued by the

Commissioner is only in effect until the Board of Health convenes and either continues or

rescinds the Commissioner's exercise of authority: and

WHEREAS. the Board of Health has taken and filed among its records and reports

that since September 2018 more than 300 cases of measles have been documented in the

City of New York with the vast majority occurring among people residing in the affected

zip codes and that new cases of measles are still occurring at an alarming rate: and

WHEREAS. measles is a highly contagious viral disease that can result in serious

health complications such as pneumonia. encephalitis (swelling of the brain) and death.

About a third of reported measles cases have at least one complication. Measles can be

serious in all age groups. However. infants. young children. pregnant persons. people whose

immune systems are weak and adults are more likely to suffer from measles complications:
and
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WHEREAS. measles is easily transmitted from a sickened person to others who

lack immunity to the disease. The virus can live for up to two hours in the air or on

surfaces where an infected person coughed or sneezed and people who lack immunity
are highly likely to become sick if they are in contact with an infectious person or near

where an infectious person recently has been: and

WHEREAS, although measles is highly contagious. the Measles-Mumps-

Rubella (MMR) vaccine is a proven safe and effective vaccine that will prevent its

transmission. While measles remains one of the leading causes of death among young
children in parts of the world where the vaccination is not available. the disease until

this outbreak was eliminated in the United States: and

WHEREAS. because a high rate of people living within the affected zip codes in

Williamsburg have not been vaccinated against measles. the measles outbreak persists in

Williamsburg despite other efforts taken by the Department of Health and Mental Hygiene

to stop it. including orders excluding unvaccinated children from attending preschools and

daycare programs: and

WHEREAS. the Board of Health regards the aforesaid reports of over 300 cases

of measles as sufficient proof to authorize the declaration that an outbreak of measles is

occurring in Williamsburg that threatens the health and safety of New Yorkers and is

immediately dangerous to human life and health and constitutes a public nuisance: and

WHEREAS. the outbreak is occurring because a large number of people residing
in the affected zip codes have not been vaccinated against measles: and

WHEREAS. the only way to end the outbreak is to require that people residing.

working or attending school in any of the affected zip codes be vaccinated against or

otherwise have immunity against measles; and

WHEREAS. personal service or service pursuant to subdivisions (a) or (b) of §l7-

148 of the Administrative Code of the City of New York of orders requiring the abatement

of such nuisances and conditions in effect dangerous to life and health upon each of the

persons who. pursuant to the provisions of Title 17 of the Administrative Code of the City
of New York. has a duty or liability to abate such nuisances and conditions. would result

in a delay prejudicial to the public health. welfare. and safety: now. therefore. be it

RESOLVED. that the Board of Health hereby declares that an outbreak of measles

is ongoing in the neighborhood of Williamsburg and that the outbreak poses a public

nuisance because it is immediately dangerous to life and health: and be it further

RESOLVED. that the Board of Health hereby declares that any person who lives

or works within the affected zip codes shall be vaccinated against measles unless such

person can demonstrate immunity to the disease or document to the satisfaction of the

Department that such person should be medically exempt from this requirement: and be it

further
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RESOLVED. that the parent or guardian of any child six months of age or older

who lives or attends school. preschool or child care within the affected zip codes and who

has not received the MMR vaccine shall cause such child to be vaccinated against measles

unless such parent or guardian can demonstrate that the child has immunity to the disease

or document to the satisfaction of the Department that such child should be medically
exempt from this requirement: and be it further

RESOLVED. that any person required by this declaration to be immunized against

measles, or any parent or guardian required by it to immunize his or her child. shall be

violating this order and be subject to the fines authorized by applicable law. rule and

regulations each day that he. she. or such child continues to reside. work or attend school.

preschool or child care in any of the affected zip codes without having been vaccinated

against measles until such time that this outbreak is declared to be over by the

Commissioner of the Department of Health and Mental Hygiene.

RESOLVED further, that this resolution shall take effect immediately and

publication shall be in accordance with New York City Administrative Code §17-148.

(As adopted by the Board of Health on April 17. 2019)
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Page _1 of 1

SUMMONS NUMBER: 30422-19LO

ENFORCEMENT AGENCY NAME: DEPT. OF HEALTH AND MENTAL HYGlENE
DIVISION: Disease Control BUREAU: Immunization

AGENCY ADDRESS AND PHONE NUMBER: 42-09 28th Street, Long Island City, NY 11101 Phone: 347-396-7998

RESPONDENT: Rachel Guttman ID NUMBER: 50094292

ADDRESS: 79 Skillman Street, Apt. 4A, Brooklyn, N.Y. 11205 PHONE:

DATE AND TIME OF OCCURRENCE: June 13, 2019 AT 1:38 PM BOROUGH: Brooklyn

PLACE OF OCCURRENCE : 79 Skillman Street, Apt. 4A, Brooklyn, N.Y. 11205

The respondent is summoned to appear and respond to the details of violation(s) stated below.

HEARING DATE: AuguSt 1, 2019 AT 9:00 AM
** RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

O Manhattan U Staten Island O Bronx U Queens XX Brooklyn

66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond Street
10th & 11th Floor Main Floor Room 250 3" & 4th Floor 6th 7th FlOOr
New York, NY 10038 Staten Island, NY 10301 Bronx, NY 10455 Long Island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPONDING TO THIS SUMMONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.
REFER TO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.

WARNING:If youdo not showupfor your hearing(or paythe penaltyby mail if permitted)the Summonswill bedecidedagainstyouand penaltieswill be imposed.Yourlicense
mayalsobesuspendedor revoked.In addition,the Citymayenter ajudgmentagainstyou in court.

. ...................... ............... .. ..... . . . .. ... ... .. .. .. ........ . .. ............ ......... .. . . . . ............ ...... ....... ...... ........... .. .......................... . . ... ....................... .... .......

Details of Vie!etion(s)
# Co Settion Violation Description

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn, the NYC Commissioner of
1 Health declared a public health emergency on April 9, 2019 and published a Commissioner's Order

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or
attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against

measles within forty eight hours of the Order. On April 17, 2019, the NYC Board of Health

unanimously approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons living, working or attending school in these affected ZIP codes be
vaccinated against measles. The Resolution further provides that any person who is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they dêmcastrate proof of immunity or that immunization is not medically appropriate. A copy of

the Order and Resolution are attached to this Summails for reference. A review of Department

records shows that Respondent's child, E.G., who is at least six months old, lives at: 79 Skillman

Street, Apt. 4A, Brooklyn, N.Y. 11205, which is located in one of the affected zip codes listed in the

Order. On June 13, 2019, a review of the Department's Citywide Immunization Registry, which

collects immunization records for all children receiving vaccines in NYC and is required to be

updated by medical providers, found that child E.G. has no record of measles immunization.

Respondent has failed to vaccinate child E.G. or otherwise submit acceptable proof of immunity in

violation of the Order.
NYCCharterSections1048and1049-aandthe Rulesof the Cityof NewYorkauthorizethe NYCOfficeof AdministrativeTrialsandHearings(OATH)to holdhearings.For
hearingoptions, seeother sideof this notice
I, an employee of the agency named above, affirm under penalty of perjury that I personally observed the commission of the violation(s) charged
above and/or verified their existence through a review of departmental records. Falsestatements made herein are punishable as a ClassA
Misdemeanor pursuant to section 210.45 of the Penal Law.

Gerald Cohen 06/14/2019. __
Print Name Signature ID Date
I acknowledge that I have received a copy of this Summons and instructions for responding and that I am authorized to accept service of this Summons.
Received by:

Print Name Signature Title Date:
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Page _1_ of _1__

The agency named on the front of this Sununvna has a::eged that you committed the described violation or

violations. Note: If the charge on the front of the Sununvna states you MUST APPEAR IN PERSON, then you or

an authorized representative must attend the hearing in person. See the front of this Summons for the date,
time and location of your hearing. In some cases, the agency may offer you the chance to enter into a

stipulation or settlement agreement. If you are eligible, the agency will send you a letter in the mail. To

accept the stipulation or settlement, follow the instructions in the letter.
_________________ ___________________________________________________________

If a stipulation or settlement is offered to you and you do not accept it, the independent NYC Office of

Administrative Trials and Hearings will hear and decide your case. If you do not accept the settlement or

show up for your hearing, a default judgment may be entered against you and additional penalties may be

imposed.

If your case is NOT marked "MUST APPEAR IN
PERSON,"

you may deny the charges or their severity by

presenting a defense online, by phone or by mail.
• Online: To submit a defense online, visit www.nyc.gov/oath.
• Phone: To schedule a hearing by phone, call (212) 436-0817.
• Mail: To submit a defense by mail, send a signed statement of facts that must say, "My signature in

this statement certifies that all facts in it are
true,"

with all documents you wish to have considered to: OATH

Mail Unit, 66 John Street, 10th Floor, New York, NY 10038.

To present a defense in person:
• You or an authorized representative must appear in person on the hearing date at the time and

location on the front of this Summons.
• If no location is listed or checked off, you may appear at any OATH Hearings Center on the date and

time indicated on this Summons (see locations below).
• Please be fully prepared for a hearing at that time by bringing this Sunununa and all of your evidence

with you.
• If you require assistance with English, free language assistance will be provided.

Reasonable Accorñmodation: If you have a disability and require a reasonable accommodation on the day of

your hearing, call the phone number listed below.
______________________________________________________________________

Note: YOU HAVE THE RIGHT TO BE INFORMED OF THE MAXIMUM PENALTY. Pursuant to the New York City
Health Code, §3.11, a penalty of not less than $200 and not more than $2000 may be imposed for each

Health Code violation. For non-NYCHC violations please see the cited statute/regulation for maximum

penalties. The penalty for certain violations may be found in regulations available at nyc.gov/health. Higher

penalties may be imposed for each repeated violation up to the maximum penalty allowed by law or

regulation.

OATH HEARINGS CENTERS

Tel: 1-844-OATH-NYC (1-844-628-4692) www.nyc.gov/oath

Manhattan: 66 John Street, 10th & 11th Floors, New York, NY 10038

Brooklyn: 9 Bond Street, 7th Floor, Brooklyn, NY 11201

Queens: 31-00 47th Avenue, 3rd Floor, Long Island City, NY 11435

Bronx: 3030 Third Avenue, Room 250, Bronx, NY 10455

Staten Island: 350 St. Mark's Place, Main Floor, Staten Island, NY 10301
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Health

Information on Measles Exposure and the Civil Summons

This document provides information about measles exposure and the civil summons issued to you by the New York

City Department of Health and Mental Hygiene related to the measles outbreak in Williamsburg, Brooklyn.

Summons Number: 30422-19LO

Measles exposure date: June 7, 2019

Start date when the individ=! exposed to measles no longer needs to stay home: July 7, 2019

Why was I issued a summons?

The Health Department has issued a civil summons to you for failing to comply with the April 9, 2019 Order of the

Commissioner regarding measles.

You have the right to a hearing at the New York City Office of Administrative Trials and Hearings (OATH) (Hearings

Division). Follow the instructions that are attached to the summons.

How can I provide information to show that 1, or my child, have been vaccinated, have !==="y or have a medical

exemption?

If you believe that you or your child have received the measles, mumps, and rubella (MMR) vaccine; have immunity to

measles; or have a medical condition that prevêñts you from getting the MMR, you may submit medical records

(these include vaccination records, serology report to prove immunity, or medical documentation for an exemption).

All records submitted to the Health Department must be signed and dated by a medical professional. The Health

Department will review the medical records and may withdraw the summons.

Submit the medical record to the Health Department. Fax it to 347-396-8851 or email a copy of the record to

measlesdocuments@health.nyc.gov.

What if I have been advised to stay home because of measies exposure and cannot attend the hearing?

If you cannot attend the hearing because of measles exposure - or for any other reason - follow the directions on

the summons to reschedule.

What should I do about the MMR vacciñê after the period of time that I was advised to stay home?

Schedule an appointment with your medical provider so that you can get the MMR vaccine on the first business day

you are able to leave your home. Immediately fax (347-396-8851) or email (measlesdocuments@health.nyc.gov) your

medical records (signed and dated by a medical professional) to the Health Department.

If your medical provider does not have MMR vaccine or if you need to find a vaccine clinic, call 311 or go to the Health

Department website h_ttos://wwwl.nvc.gov/site/doh/index.page.

Where can I fmd information about the Order of the Commissioner, measles or the MMR vacciñê?

Information about the Order of the Commissioner, measles and the MMR vaccine is on the NYC Health Department's

website at nyc.gov/health. Or call 347-396-7998 to speak to samecñé at the Health Department.
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Health

Frequently Asked Questions:

NYC Measles Vaccine Order for ZIP codes 11205, 11206, 11211 and 11249

On April 9, the Health Department declared a public health emergency and issued a measles vaccine

order in response to the measles outbreak in ZIP codes 11205, 11206, 11211 and 11249 in Brooklyn. This

FAQ provides additional information on this announcement as well as the associated measles vaccine

order.

Why did the Health Department declare a public health emergency in response to the measles

outbreak in ZIP codes 11205, 11206, 11211 and 11249?

The Commissioner of Health can declare a public health emergency when there is an urgent threat to

the health of New Yorkers.

There is currently an active measles outbreak in the Williamsburg and Borough Park neighborhoods of

Brooklyn that qualifies as such a threat. The outbreak began in early October 2018 and has resulted in

nearly 300 cases of this vaccine-preventable disease. In the last three months the vast majority of these

cases have been in residents of ZIP codes 11205, 11206, 11211 an d 11249. The Health Department has

tried multiple strategies to end this outbreak, including intensive outreach to the affected community

and the medical providers who serve them. Additionally, the Health Department required any

unvaccinated children to be excluded from yeshivas and child care programs serving this community.

However, the outbreak continues due to low vaccination rates in these ZIP codes.

This outbreak is being fueled by the spread of dangerous misinformation on the safety and effectiveness

of the MMR vaccine. The Health Department stands with the majority of people in this community who

have worked hard to protect their children and others at risk. There is an urgent need to end this

outbreak and protect New Yorkers from this potentially fatal infection. This declaration will help

improve vaccination rates in the affected communities.

What does the measles vaccine order do?

To stop the spread of measles in New York City, the Health Department requires that adults and children

ages 6 months and older who live, work or go to school in ZIP codes 11205, 11206, 11211 and 11249

receive a measles, mumps and rubella (MMR) vaccine. People who cannot receive the vaccine for valid

medical reasons, including pregnant individuals, are exempt from the vaccine order.

The risk of getting the measles is low for vaccinated or immune individuals. For most people in ZIP codes

11205, 11206, 11211 and 11249, this order should encourage you to check your immunization records

or talk to your health care provider to confirm your vaccination history or immunity status.
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Are.infants 6 through 11 months included in the vaccine order?

Yes, all infants living or attending child care in ZIP codes 11205, 11206, 11211 and 11249 are included in

the vaccine order. The early dose of the MMR vaccine will protect them during the current outbreak.

Children should then return to the recommended vaccine schedule and the first dose of the MMR

vaccine should be repeated at 12 months of age. Children must have two doses of the MMR vaccine to

attend school (kindergarten -12th
gadeh

Please use the following guidance regarding an early dose of the MMR vaccine for infants 6 through 11

months of age who do not live in ZIP codes 11205, 11206, 11211 and 11249:

• Recomméñded for members of communities with a known measles outbreak in Borough Park

and Crown Heights.

• Suggested for members of the Orthodox Jewish community in New York City.

• Recommended for all infants traveling internationally or to a community with a known measles

outbreak.

What if I work in ZIP codes 11205, 11206, 11211 and 11249?

If you work for a business located in ZIP codes 11205, 11206, 11211 and 11249 then you are required to

have the MMR vaccine to stop the spread of measles. We encourage you to check your immunization

records or talk to your health care provider to confirm your vaccination history or immunity status.

How will the Health Department know who isn't vaccinated?

When Health Department staff identify a patient with measles, they also identify anyone that person

has had contact with. The Health Department and health care providers connect these contacts with

immunization or other preventive measures and work with them to reduce the risk of measles. Health

Department staff also use the Citywide Immunization Registry (CIR) to check the vaccine record of any

individual who may have been in contact with a patient with measles. If immunization records are not

available, the Health Department may request other evidence of immunity to measles. For example, a

blood test, called a measles serology, can prove that someone is immune to measles through prior

vaccination or infection with the measles virus. Your health care provider can order this common test

and arrange to have your blood drawn. Anyone in ZIP codes 11205, 11206, 11211 and 11249 who

cannot prove they are immune to measles by producing immunization records or demonstrate immunity

with a positive measles serology blood test will be considered non-immune and unvaccinated by the

Health Department and will be in violation of the vaccine order.

What happens if I refuse the vaccine?

The Health Department has ordered everyone in ZIP codes 11205, 11206, 11211 and 11249 to get

vaccinated if they have not already done so. The Health Department may issue a civil summons to

anyone who lives, works or attends school in the affected ZIP codes and has not been vaccinated as of

April 11, 2019, and does not provide proof of immunity or a valid medical exemption to the Health

Department. If the unvaccinated person is a child, the summons will be issued to the parent. The person
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receiving the summons will be entitled to a hearing at the New York City Office of Administrative Trials

and Hearings. If the hearing officer upholds the summons, a $1,000 penalty will be imposed. Failing to

appear at the hearing or respond to the summons will result in a $2,000 fine.

What happens if I cannot take the vaccine because of a medical condition or other medical reason?

There are few medical reasons that would prevent you from receiving the MMR vaccine. If you are a

known contact of a measles case and there is a medical reason that would prevent you from receiving

the MMR vaccine, including pregnancy, you will be asked to produce specific documentation from a

healthcare provider licensed to practice in New York. This medical documentation must explicitly state

the condition that makes it impossible for you or your child to be vaccinated. A general provider note

without a clear statement of why you cannot receive the vaccine will not be accepted as a valid medical

exemption. If your documentation is confirmed, the fine against you will be withdrawn.

Individuals with medical reasons that prevent them from receiving the MMR vaccine after exposure to

measles may be able to receive another preventive treatment called immune globulin. The Health

Department will provide guidance to eligible individuals who require immune globulin.

What else is the Health Department doing to stop the spread of measles?

The Health Department will continue to require yeshivas and child care programs that serve the affected

community and are located in ZIP codes 11205, 11206, 11211 and 11249 to exclude children who do not

have the required doses of the MMR vaccine. Children will be allowed to go back to their child care or

yeshiva if they prove they are up to date on their MMR vaccines or have laboratory tests (measles

serology) that show they are immune to measles. These exclusion requirements are in place until the

end of the outbreak or until the Health Department determines it is safe for unvaccinated students to

attend these yeshivas or child care facilities. The Health Department is also partnering with community-

based medical providers, organizations, religious leaders and other locally trusted voices to share

education on vaccinations and engage with concerned families.

Which schools are affected by the exclusion requirements?

Yeshivas and child care programs in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg have

been given a Commissioner's Order to exclude unvaccinated children from attending school during the

outbreak. Additional yeshivas and child care programs in ZIP codes 11204, 11218 and 11219 in Borough

Park have also been notified and are required to exclude unvaccinated children. These schools are the

only schools required to meet the outbreak exclusion requirements at this time. Students who attend

child care or yeshivas in these ZIP codes must be excluded from attending school even if they have a

religious or medical exemption or a medical note. Child care programs must also exclude staff who are

not vaccinated and do not have proof of immunity. All unvaccinated or non-immune students in any

child care or school, in any ZIP code, with a known measles case will also be excluded from school as

determined by the Health Department.
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Outbreak-Related School Attendance Exclusions

Unveccinated child lives Unveccinated child is in Unveccinated child is in Unvaccinated child is in

in or attends a child nursery, Head Start or grade kindergarten grade 9-12 and school

care program or school pre-K program thrcügh 12 has grades 9-12 only

located in the following

ZIP code

11204 Cannot attend Can attend Can attend

11205 Cannot attend Cannot attend Cannot attend

11206 Cannot attend Cannot attend Cannot attend

11211 Cannot attend Cannot attend Cannot attend

11218 Cannot attend Can attend Can attend

11219 Cannot attend Cannot attend Can attend

11249 Cannot attend Cannot attend Cannot attend

Do the outbreak-related school exclusion requirements apply to public or private schools that do not

serve the Orthodox.Iewish community?

No, these exclusion requirements are currently only in effect for yeshivas or child care programs serving

the Orthodox Jewish community in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg, and in

. ZIP codes 11204, 11218 and 11219 in Borough Park. To date there have been no cases or transmissions

associated with children in these other types of programs or schools, so there is no reason to extend

outbreak-related exclusions to public or private programs at this time. The Health Department will

adjust these outbreak-related exclusions in the future if outbreak patterns change. For now, it is critical

that all children in public or private schools follow the standard Department of Education immunization

requirements as well as the current MMR vaccine order requirements to prevent additional measles

cases. For more information on Department of Education immunization requirements, visit

schools.nyc.gov.

What is measles?

Measles is a viral infection that causes fever and a rash. Almost 30% of people with measles will have

complications from this infection, including pneumonia, brain swelling, diarrhea, ear infection,

hospitalization and potentially death. It is highly contagious and anyone who is not vaccinated against

the virus can get it at any age. Measles can be very severe in people with weakened immune systems

and pregnant individuals.
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How is measles spread?

Measles is spread through the air when an infected person sneezes or coughs, or even when they

breathe. A person with measles is contagious four days before the rash appears and continues to be

contagious for four days after the rash appears.

Measles is a highly contagious virus that remains active and capable of causing infection in the air and

on surfaces for up to two hours.

How can measles be prevented?

Vaccination is the best way to prevent measles. Anyone who has received two doses of a measles-

containing vaccine or was born before 1957 (likely immune because of natural infection) is considered

immune and highly unlikely to get measles.

All children starting at 12 months old enra||êd in pre-kindergarten, nursery school, child care programs

and Head Start are required to receive one dose of the MMR vaccine.

Childreñ must have two doses of the MMR vaccine to attend school (kindergarten through 12th grade).

Where can I get the MMR vaccine?

To get the MMR vaccine, check with your health care provider. You can also call 311 or visit

nyc.gov/health/clinics.

Where can I get more information about measles?

Talk to your health care provider, call 311 or visit these online resources for more information:

• Measles: nyc.gov/health and search for
"measles"

• Measles (lmmunization Action Coalition): vaccineinformation.org/measles

• Measles Overview (Centers for Disease Control): cdc.gov/measles
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NEW YORK CITY DEPARTMENT OF

HEALTH AND MENTAL HYGlENE

Oxiris Barbot, M.D.

Commissioner

ORDER OF THE COMMISSIONER

TO: All persons who reside, work or attend school in the neighborhood of Williamsburg,

Brooklyn, New York and to the parents and/or guardians of any child who resides,
works or attends school in the neighharhaad of Williamsburg, Brooklyn, New York

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205, 11206,
11211 and 11249. Since September 2018, more than 250 cases of measles have been

documented among people living in Williamsburg and that number continues to grow as new

cases are still occurring; and

WHEREAS, measles is a highly contagious viral disease that can result in serious health

complications, such as pneumonia and swelling of the brain. About a third of reported measles

cases have at least one complication and in some cases, measles can cause death. Measles can be

serious in all age groups. However, infants, young children, pregnant persons, people whose

immune systems are weak and adults are more likely to suffer from measles complications; and

WHEREAS, measles is easily transmitted from a sickened person to others who lack

immunity to the disease. The virus can live for up to two hours in air or on surfaces where an

infected person coughed or sneezed and people who lack immunity are highly likely to become

sick if they are in contact with an infectious person or near where an infectious person recently
has been; and

WHEREAS, although measles is highly contagious, the Measles-Mumps-Rubella (MMR)
vaccine is an effective and safe vaccine that will prevent its transmission. While measles remains

one of the leading causes of death among young children in parts of the world where the

vaccination is not available, the disease until this outbreak was largely eliminated in the United

States; and

WHEREAS, the measles outbreak persists in Williamsburg despite other efforts taken by
the Department of Health and Mental Hygiene to stop it, including orders excluding
unvaccinated children from attending preschools and daycare programs, because a high rate of

people living within Williamsburg have not been vaccinated against measles; and

WHEREAS, pursuant to section 556 of the Charter of the City of New York, the

Department is responsible for controlling communicable diseases within the City of New York

and for supervising the abatement of nuisances that affect or are likely to affect the public health;
and

WHEREAS, pursuant to section 3.01 of the New York City Health Code, I am
authorized to declare a public health emergency and issue orders and take actions that I deem
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necessary for the health and safety of the City and its residents when urgent public health action

is necessary to protect the public health against an existing threat; and

WHEREAS, I find the ongoing measles outbreak in Williamsburg to be an existing
threat to public health in the City of New York; and

WHEREAS, I also find that the presence of any person in Williamsburg lacking the

MMR vaccine, unless that vaccine is otherwise medically contra-indicated or such person has

demonstrated immunity against measles, creates an unnecessary and avoidable risk of continuing
the outbreak and is therefore a nuisance, as defined in New York City Administrative Code §l7-

142; and

WHEREAS, pursuant to New York City Health Code §3.07, no person "shall do or

assist in any act which is or may be detrimental to the public health or to the life or health of any
individual... or ...shall fail to do any reasonable act or take any necessary precaution to protect

human life and
health."

IT IS HEREBY ORDERED that any person who lives, works or resides within the

11205, 11206, 11211 and/or 11249 zip codes and who has not received the MMR vaccine within

forty eight (48) hours of this Order being signed by me shall be vaccinated against measles

unless such person can demonstrate immunity to the disease or document to the satisfaction of

the Department that he or she should be medically exempt from this requirement.

IT IS FURTHER ORDERED that the parent or guardian of any child older than six

months of age who lives, works or resides within the 11205, 11206, 11211 and/or 11249 zip
codes and who has not received the MMR vaccine within forty eight (48) hours of this order

being signed by me shall cause such child to be vaccinated against measles unless such parent or

guardian can demonstrate that the child has immunity to the disease or document that he or she

should be niedically exempt from this requirement.

THIS ORDER shall remain in effect until the next meeting of the New York City Board

of Health scheduled for April 17, 2019 at which time it may be continued or rescinded by the

Board.

Dated: April 9, 2019 Oxiris Barbot, M.D.

Commissioner of Health
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WARNING

Failure to comply with this Order is a violation of §3.05 of the New York City Health Code, and

a misdemeanor for which you may be subject to civil and/or criminal fines, forfeitures and

penalties, including imprisonment.

Anyone wishing to object to the order, please write or fax Thomas G. Merrill, General Counsel,
New York City Department of Health and Mental Hygiene, 42-09 28th Street (WS 14-38) Long
Island City NY 11101-4132; tmerrill@health.nyc.gov telephone: 347-396-6116; fax: 347-396-

6087, providing a statement of the reasons for your objection to the order. If you have any
questions about how to comply with this Order, please telephone Jane R. Zucker, M.D., M.Sc.,

Assistant Commissioner, Bureau of Immunization at 347-396-2471.
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The following resolution was adopted by the Board of Health on April 17, 2019

and will be published in accordance with §l7-148 of the Administrative Code of the City
of New York.

Resolution of the Board of Health of the

Department of Health and Mental Hygiene

of the City of New York

At a meeting of the Board of Health of the Department of Health and Mental

Hygiene held on April 17, 2019, the following resolution was adopted:

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205,

11206, 11211 and 11249 (the "affected zip codes"); and

WHEREAS, on April 9, 2019 the Commissioner of the Department of Health and

Mental Hygiene determined that an urgent public health action was necessary to protect

the public from the measles outbreak occurring in the neighborhood of Williamsburg and

declared a public health emergency; and

WHEREAS, pursuant to her authority under Health Code §3.01, the Commissioner

ordered that anyone who lives, works or resides in the affected zip codes and any child

older than six months of age living, residing, or working in any of the affected zip codes

be immunized against measles; and

WHEREAS, the Order subjects a person to a civil fine , unless such person or, for

a child, such person's parent or guardian, can demonstrate that such person has immunity
to the disease or document to the satisfaction of the Department that such person should be

medically exempt from this requirement; and

WHEREAS, pursuant to Health Code §3.01, the Order issued by the

Commissioner is only in effect until the Board of Health convenes and either continues or

rescinds the Commissioner's exercise of authority; and

WHEREAS, the Board of Health has taken and filed among its records and reports

that since September 2018 more than 300 cases of measles have been documented in the

City of New York with the vast majority occurring among people residing in the affected

zip codes and that new cases of measles are still occurring at an alarming rate; and

WHEREAS, measles is a highly contagious viral disease that can result in serious

health complications such as pneumonia, encephalitis (swelling of the brain) and death.

About a third of reported measles cases have at least one complication. Measles can be

serious in all age groups. However, infants, young children, pregnant persons, people whose

immune systems are weak and adults are more likely to suffer from measles complications;
and
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WHEREAS, measles is easily transmitted from a sickened person to others who

lack immunity to the disease. The virus can live for up to two hours in the air or on

surfaces where an infected person coughed or sneezed and people who lack immunity
are highly likely to become sick if they are in contact with an infectious person or near

where an infectious person recently has been; and

WHEREAS, although measles is highly contagious, the Measles-Mumps-

Rubella (MMR) vaccine is a proven safe and effective vaccine that will prevent its

transmission. While measles remains one of the leading causes of death among young
children in parts of the world where the vaccination is not available, the disease until

this outbreak was eliminated in the United States; and

WHEREAS, because a high rate of people living within the affected zip codes in

Williamsburg have not been vaccinated against measles, the measles outbreak persists in

Williamsburg despite other efforts taken by the Department of Health and Mental Hygiene

to stop it, including orders excluding unvaccinated children from attending preschools and

daycare programs; and

WHEREAS, the Board of Health regards the aforesaid reports of over 300 cases

of measles as sufficient proof to authorize the declaration that an outbreak of measles is

occurring in Williamsburg that threatens the health and safety of New Yorkers and is

immediately dangerous to human life and health and constitutes a public nuisance; and

WHEREAS, the outbreak is occurring because a large number of people residing
in the affected zip codes have not been vaccinated against measles; and

WHEREAS, the only way to end the outbreak is to require that people residing,

working or attending school in any of the affected zip codes be vaccinated against or

otherwise have immunity against measles; and

WHEREAS, personal service or service pursuant to subdivisions (a) or (b) of §l7-

148 of the Administrative Code of the City of New York of orders requiring the abatement

of such nuisances and conditions in effect dangerous to life and health upon each of the

persons who, pursuant to the provisions of Title 17 of the Administrative Code of the City
of New York, has a duty or liability to abate such nuisances and conditions, would result

in a delay prejudicial to the public health, welfare, and safety; now, therefore, be it

RESOLVED, that the Board of Health hereby declares that an outbreak of measles

is ongoing in the neighborhood of Williamsburg and that the outbreak poses a public

nuisance because it is immediately dangerous to life and health; and be it further

RESOLVED, that the Board of Health hereby declares that any person who lives

or works within the affected zip codes shall be vaccinated against measles unless such

person can demonstrate immunity to the disease or document to the satisfaction of the

Department that such person should be medically exempt from this requirement; and be it

further
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RESOLVED, that the parent or guardian of any child six months of age or older

who lives or attends school, preschool or child care within the affected zip codes and who

has not received the MMR vaccine shall cause such child to be vaccinated against measles

unless such parent or guardian can demonstrate that the child has immunity to the disease

or document to the satisfaction of the Department that such child should be medically
exempt from this requirement; and be it further

RESOLVED, that any person required by this declaration to be immunized against

measles, or any parent or guardian required by it to immunize his or her child, shall be

violating this order and be subject to the fines authorized by applicable law, rule and

regulations each day that he, she, or such child continues to reside, work or atterid school,

preschool or child care in any of the affected zip codes without having been vaccinated

against measles until such time that this outbreak is declared to be over by the

Commissioner of the Department of Health and Mental Hygiene.

RESOLVED further, that this resolution shall take effect immediately and

publication shall be in accordance with New York City Administrative Code §17-148.

(As adopted by the Board of Health on April 17, 2019)
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Summons Issued to 
Plaintiff-Petitioner 

Simon Josef
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OFFICE OF THE SHERIFF
LAW ENFORCEMENT BUREAU

210 Joralemon Street - 9th
FlOOr

Brooklyn, NY 11201

SIMON JOSEF
217 KEAP STREET .

#4L

BROOKLYN, NY 11211

Case# 19024911.

Dear SIMON JOSEF,

Confidential do.cuments issued out of court have been filed with this office. These document(s)
concern you personally and are of great importance. Pisasa come into our office between 8:30

a.m. and 7:00 p.m. (Monday thru Friday) so that we may diacumn this matter. Please bring this

letter along with photo identification.

Yours Truly,

Deputy Sheriff MEDE/ ZONE 1

IF YOU RECElVE.THIS LETTER AFTER A DEPUTY SHERIFF HAS SERVED

THE DOCUMENT(S) PLEASE DISREGARD. IF YOU HAVE NOT BEEN SERVED
PLEASE CALL: (718) 488-3545

OUR OFFICE ADDRESS:

OFFICE OF THE SHERIFF
. KINGS COUNTY LAW ENFORCEMENT BUREAU

-

Municipal Building

210 Joralemon Street
-9"'

I loor

Brooklyn, NY 11021

. .

City of New York - Office of the 5heriff - NyC.gov/theriff
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Page _1 of 1

SUMMONS NUMBER: 30373-19LO

ENFORCEMENT AGENCY NAME: DEPT; OF HEALTH AND MENTAL HYGIENE
DIVISION: Disease Control BUREAU: '-- ^^

AGENCY ADDRESS AND PHONE NUMBER: 42-O9 28th $treet, Long Island City, NY 11101 Phone: 347-396-7998

RESPONDENT: SIMON JOSEF ID NUMBER: 50093812

ADDREss: 217 KEAP ST #4L BROOKLYN, NY 11211 PHONE:

DATE AND TIME OF OCCURRENCE:June 4, 2019 AT 9:30 AM EbROUGH: Brooklyn

PLACEOF OCCURRENCE : 217 KEAP ST #4L BROOKLYN, NY 11211

The rempundent is summoned to appear and respond to the details of -M stated below.
-

HEARING DATE: July 18, 2019 AT 11:00 AM
** RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND NEARINGS:

O Manhattan O Staten Island O Bronx O Queens XX Brooklyn

66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 47th Avenue 9 Bond 5treet
10th & 11% Floor Main Floor Room 250 3rd & 4th Floor 6th 7% Floor
New York, NY 10038 5taten Island, NY 10301 Bronx, NY 10455 Long Island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPONDING TO THIS SUMtylONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.
REFERTO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.

WARNING:If youdonotshowupfor·year·hearing(orpaythe penaltybymailif perrnitted)thesummonswilt bedecidedagainstyouandpenaltieswHlbeirnposed.Yourlicense
ñtayalsobesuspendedor revoked.Inaddition,theCitymayenterajudgrnentagainstyouin court.

................. ..... ...- . .
Details of V|ü|at:üñ(s)

NYC HC 3.05 In response to the active measles outbreak in certain parts of Bi GOklyn, the NYC Comrni«inrler of
1 Health declared a public health emergency on April 9, 2019 and püb||shed a Commissioner's Order

("Order") pursuant to Article 3 of the NYC Health code ordering all persons who live, work or

attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against

measles within forty eight hours of the Order. On April 17, 2019, the NYC Board of Health

unanirnausly approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons living, working or attending school in these affected ZIP codes be

vaccinated against measles. The Resolution further provides that any person who Is not

vacdnstêd, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they demonstrate proof of Immunity or that immunization is not medically appropriate. A copy of

the Order and Resolution are attarhad to this Summons for reference. A review of Department

records shows that Respondent's child, H.P.J., who Is at least six months old, lives at: 217 KEAP ST

#4L BROOKLYN, NY 11211, which is located in one of the affected zip codes listed in the Order. On

June 4, 2019, a review of the Department's Citywide Immunization Registry, which collects

immunization records for all children receiving vaccines in NYC and is required to be updated by
medical providers, found that cNId H.PJ. has no record of rnamIn immunization. Pesnandant has

... failed to vaccinate child H.PJ. or otherwise submit acceptable proof of immunity in vinlation of the

Order-
NYeChartersections1048and1049.9andthe Rulesof the Cltyof NewYorkputhorizethe NYCOfficeof AdrninistrativeTrialsaridHear'ings(DATH)to hnIrlhonrir'Es.For
hearingoptiorus,seeothersideof this notice
1,an employee of the agencynamed above, affirm Urlder penalty of perjury that I personally observed the c . ..;s5;ùr of the *½t!cn(-0 charged
above and/or verified their existence through a review of departmerital records. Falsestaternents made herein are -=• as a ClassA
Misdemeanor pursuant to section 210.45 of the Penal l.aw.

Pooja Jani 06/04/2019

Print Name Signature . ID · Date

I acknowledge that I have received a copy of this $ummons and instructions for r Giid;us arld that I am authorized to accept service of this summons.'

Received by:

Print Name Signature Title Date:
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Page _1_ of ___1

The agency named on the front of this Summons has alleged that you committed the described violation or
vie!ations. Note: If the charge on the front of the Summons states you MUST APPEAR IN PERSON, then you or
an authorized representative must attend the hearing in person. see the front of this Summons for the date

time and location of your hearing. In some cases, the agency may offer you the chance to enter into a
stipulation or sett!ement sgreemsat. If you are eligible, the agency will send you a letter in the mall. To

accept the stipulation or settlement, follow the instructions in the letter.
______-..-,_________,----_________.-..._,..,_______,,___ __.....___________ _ ___-..__-___

If a stipulation or settlement is offered to you and you.do not accept it, the independent NYC Office of

Admiriistrative Trials and Hearings will hear and decide your case. If you do not accept the settlement or

. show up for your hearing, a default judgment may be entered·against you and additiona! penalties may be

Imposed.

If your case is NOT marked "MUST APPEAR IN
PERSON," you may deny the charges or their severity by

presenting a defense online, by phone or by mall.
• Online: To submit a defense online, visit www.nyc.gov/oath.
• Phone: To schedule a hearing by phone, call (212) 436-0817.

Mail: To submit a defense by mail, send a signed statement of facts that must say, "My signature In

this stMemant certifies that all facts in it are true," with all documents you wish to have considered to: OATH

Mail Unit, 66 John street, 10th Floor, New York, NY 10038.

To present a defense in person:
• You or an authorized representative must appear in person on the hearing date at the time and

location on the front of this Summons.
• If no location is listed or checked off, you may appear at any OATH Heariiigs Center on the date. and

time indicated on this Summons (see locations below).

• Please be fully prepared for a hearing at that time by bringing this S•_!mmes and all of your evidence

with you.
• If you require assistance with English, free language assistance will be provided.

Reasonab!e Accomiiiodation: if you have a disability and require a reasonable accommodation on the day of

your hearing, call the phone number listed below.
_______-.________-,,-____--------___----------..,-----------.---------------.--------

Note: YOU HAVE THE RIGHT TO BE INFORMED OF THE MAXIMUM PENALTY. Pursuant to the New York City

Health Code, §3.11, a penalty of not less than $200 and not more than $2000 may be imposed for each

Health Code vie!aties For non-NYCHC violations please see the cited statute/regulation for maximum

pene!ties. The penalty for certain vialations may be found in regulations available at nyc.gov/health. Higher

penalties may be imposed for each repeated vio|atio6 up to the maximum penalty allowed by law or

regulation.
. .

OATH HEARINGS CENTERS

Tel: 1-844-OATH-NYC (1-844-628-4692) www.nyc,gov/oath

Manhattan: 66 John Street, 10th & 11th Floors, New York, NY 10038

Brooklyn: 9 Bond 5treet, 7th Floor, Brooklyn, NY 11201

Queens:31-00 47th Avenue, 3rd Floor, Long island City, NY 11435

Bronx: 3030 Third Avenue, Room 250, Bronx, NY 10455

staten island: 350 St. Mark's Place, Main Floor, Staten Island, NY 10301
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Health

information on Measles and the Civil Summons

This document pravides information about measles exposure and the civil summons issued to you by the New York

City Department of Health and Mental Hygiene related to the measles outbreak in W!!!!amsburg, Brooklyn.

Summons Number: 30373-19LO

Why was Iissued a summons?

The Health Department has issued a civil summons to you for failing to comply with the April 9, 2019 Order of the
Commissioner regarding measles.

You have the right to a hearing at the New York City Office of Administrative Trials and Hearings (OATH) (Hearings
Division). Follow the instructions that are attached to the summons.

How can I provide information to show that 1, or my child, have been vaccinated, have !rr±f or have a medical
exêmption?

If you believe that you or your child have receiyed the meas!es, mumps, and rubella (MMR) vaccine; have1mmunity to

measles; or have a medical cond!!!= that prevents you from getting the MMR, you may submit medical records
(these include vaccination records, serology report to prove immunity, or medical documentation for an exemptian).

New Residents

if you or your child were not born in the city, your provider will need a copy of the immunization history to add to the

Citywide '==ea%tion Registry (CIR) record. You should contact your or your child's previous health care provider, or

the last school.you or your child attended, for your immunization records. The state where you previously lived may
also have your records in its immunization registry.

If you moved to the city from elsewhere in New York State, the immunization record may already be In the ClR. You

should contact your or your child's previous health care provider, the last school you or your child attended, the New

York State Department of Health, or your local (county) health department for your immunization records.

Ail records submitted to the Health Department must be signed and dated by a medical professional The Health

Department will review the medical records and may withdraw the summons.

Submit the medical record to the Health Department. Fax it to 347-396-8844 or email a copy of the record to

measlesreview@health.nyc.gov.

If your medical provider does not have MMR vaccine or if you need to find a vaccine clinic, call 311 or goto the Health

Department website httngd/,ww.ginycRov/site/doh/ indeg.p_age.

Where can I find information about the Order of the Commiccioner, measies or the (VlMR vaccine?

information about the Order of the Commissioner, measles and the MMR vaccine is on the NYC Health Department's

website at nyc.gov/health. Or call 347-396-7998 to speak to someone at the Health Department.
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Health

Frequently Asked Questions:

NYC Measles Vaccine Order for ZIP codes 11205, 11206, 11211 and 11249

On April 9, the Health Department declared a public health emergency and issued a measles vaccine

order in response to the measles outbreak in ZIP codes 11205, 11206, 11211 and 11249 in Brõcklyn. This

FAQ provides additione! information on this announcement as well as the associated measles vaccine

order.

Why did the Health Department declare a public health emergency in response to the measles

outbreak In ZIP codes 11205, 11206, 11211 and 112497

The Commi::5ner of Health can declare a public health e.nmsenoy when there is an urgent threat to

the health of New Yorkers.

There is currently an active meas!es outbreak in the Williamsburg and Borough Park neighborhoods of

B ooklyn that qualifies as such a threat, The outbreak began in early October 2018 and has resulted in

nearly 300 cases of this vaccine-¡ireventable disease. In the last three months the vast majority of these

cases have been in residents of ZIP codes 11205, 11206, 11211 and 11249. The Health Department has

tried multip!e strategies to end this outbreak, Including intensive outreach to the affected community

and the medical providers who serve them. Additionally, the Health Department required any

unvectinated children to be excluded from yeshivas and child care programs serving this car..--u.-.:ty.

However, the outbreak centinüês due to low vaccination rates in these ZIP codes.

This outbreak is being fueled by the spread of dangerous misinformaticñ on the safety and effectiveness

of the MMR vaccine, The Health Department stands with the majority of people in this community who

have worked hard to protect their children and others at risk. There is an urgent need to end this

outbreak and protect New Yorkers from this potentia"y fatal infection. This declaration will help

imp ove vaccination rates in the affected communities.

What does the measles vaccine order do?

To stop the spread of measles in New York City, the Health Department requires that adults and children

ages 6 months and older who live, work or go to school in ZIP codes 11205, 11206, 11211 and 11249

receive a measles, mumps and rubella (MMR) vaccine. People who cannot receive the vaccine for valid

medical reasons, including pregnant individuals, are exempt from the vaccine order.

The risk of getting the measles is low for vaccinated or imrnune ind;v;dsals. For most people in ZIP codes

11205, 11206, 11211 and 11249, this order should encourage you to check your immunization records

or talk to your health care provider to cenfirm your vaccination history or immun"y status.
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Are infants 6 through 11months included In the vaccine order?

Ye , all infants living or attending child care in ZIP codes 11205, 11206, 11211and 11249 are included in

the vaccine order. The early dose of the MMR vaccine will protect them during the current outbreak.

Chi dren should then retum to the reco--ended vaccine schêdyle and the first dose of the MMR
vaÖcine should be repeated at 12 months of age. Children must have two doses of the MMR vaccine to

attend school (kindergarten - 123 grade).

Please use the following guidance regarding an early dose of the MMR vaccine for infants 6 through 11

me{nths of age who do not live in ZIP codes 1120s, 11206, 11211 and 11249:

• Recominended for members of communities with a known measles outbreak In Borough Park

and Crown Heights.

• Suggested for members of the orthodox Jewish cc==="y in New York City.

• Recommended for all infants traveEng internationally or to a ccm‡sr.ky with a known measles

outbreak.

W at If I work in ZIP codes 11205, 11206, 11211and 11249?

If you work for a business located in ZiP codes 11205, 11206, 11211 and 11249 then you are required to

have the MMR vaccine to stop the spread of measles. We encourage you to check your immun!zation

records or talk to your health care provider to confirm your vaccination history or -!ty status.

Hoyr will the Health Department know who isn't vaccinated?

When Health Department staff identify a patient with measles, they also identify anyone that person

hasihad contact with. The Health Departrnent and health care providers connect these contacts with

im-·Mration or other preventive measures and worlt with them to reduce the risk of measles. Health

Department staff also use the Citywide Immunization Registry (ClR) to check the vaccine record of any

individual who may have been in contact with a patient with measles. If immunization records are not

available, the Health Department may request other evidence of imm:±v to measles.For example, a

blood test, called a me=!es serology, can prove that someone is immune to measles through prior

vaccination or Infection with the measles virus. Your health care provider can order this common test

and arrange to have your blood drawn. Anyana in ZIP codes 11205, 11206, 11211 and 11249 who

cannot prove they are immune to measles by producing immunization records or demonstrate :===!ty

with a positive measles serology blood test will be considered non-immune and unvaccinated by the

Health Department and will be in violation of the vaccine order,

What happens if I refuse the vaccine?

The Health Department has ordered everyone in ZIP codes 11205, 11206, 11211 and 11249 to get

vaccinated if they have not already done so. The Health Department may issue a civil summons to

anyõñê who lives, works or attends school in the affected ZIP codes and has not been vaccinated as of

April 11, 2019, and does not provide proof of immunity or a valid medical exemption to the Health

Department. If the üñvaccinated person is a child, the summons will be issued to the parent. The person
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receiving the summons will be entitled to a hearing at the New York City Office of Administrative Trials

and Hearings. If the hearing officer upholds the summons, a $1,000 penalty will be imposed. Failing to

appear at the hearing or respond to the summons will result in a $2,000 fine.

what happens if I cannot take the vaccine because of a medica! c==±±== or other medical reason?

There are few medical reasons that would prevent you from receiving the MMR vaccine, If you are a

known contact of a measles case and there Is a medical reason that would prevent you from receiving
the MMR vaccine, including pregnancy, you will be asked to produce specific documentation from a

healthcare provider licensed to practice in New York. This medkel docü mantation must explicitly state

the condition that makes it impossible for you or your child to be vaccinated. A general provider note

without a clear statement of why you cannot receive the vaccine will not be accepted as a valid medical

exemption. If your documentation is confirmed, the fine against you will be withdrawn.

ü± ±a!s with medical reasons that prevent them from receiving the MMR vaccine after exposure to

measles may be able to receive another preventive treatment called immune globulin, The Health

Department will provide guidance to eligible individuals who require immüñê globulin,

What else is the Health Department doing to stop the spread of measies?

The Health Department will cantinue to require yeshivas and child care programs that serve the anected

cc ty and are located in ZIP codes 11205, 11206, 11211 and 11249 to exclude children who do not

have the required doses of the MMR vaccine, Children will be allowed to go back to their child care or

yeshiva if they prove they are up to date on their MMR vaccines or have leb--retory tests (measles

serology) that show they are iminüñë to measles. These exclusion requirements are in place until the

end of the outbreak or until the Health Department determines it is safe for unvaccinated studêñts to

attend these yeshivas or child care facilities. The Health Department is also partnering with community-

based medical providers, organizations, religious leaders and other locally trusted voices to share

education on vaccinations and engage with concerned families.

Which schools are affected by the exclusion requirements?

Yeshivas and child care programs in ZIP codes 11205, 11206, 11211and 11249 in Williamsburg have

been given a Commissioner's Order to exclude unvaccinated children from attending school during the

outbreak, Additional yeshivas and child care programs in ZIP codes 11204, 11218 and 11219 in Borough

Park have also been notified and are required to exclude unwaccinated children. These schools are the

only schools required to meet the outbreak exclusion requirements at this time. Students who attend

child care or yeshivas in these ZIP codes rnust be excluded from attending school even if they have a

religious or medical exemption or a medical note. Child care programs must also exclude staff who are

not vaccinated and do not have proof of immunity. All unvaccinated or non-im=ns students in any

child care or school, in any ZIP code, with a known measles case will also be excluded from school as

determined by the Health Department,

!
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Outbreak-Related School Attendance Exclusions

Unvaccinated child lives Unvaccinated child is in Unvecdnated child is in Unvaccinated child is in

in or attends a child nursery, Head Start or grade kindergarten grade 9-12 and school

care program or school pre-K program through 12 has grades 9-12 only
located in the following

ZIP code

11204 Cannot attend Can attend Can attend

11205 Cannot attend - Cannot attend Cannot attend

11206 Cannot attend Cannot attend Cannot attend

11211 Cannot attend Cannot attend Cannot attend

11218 Cannot attend Can attend Can attend

11219 Cannot attend Cannot attend Can attend

. 11249 Cannot attend Cannot attend Cannot attend

Do the outbreak-related school exclusion requirements apply to public or private schools that do not

serve the Orthodox Jewish community?

No, these exclusion requirements are currently only in effect for yeshivas or child care programs serving

the orthodox Jewish commüñity in ZIP codes 11205, 11206, 11211and 11249 in Williamsburg, and in

ZIP codes 11204, 11218 and 11219 in Borough Park. To date there have been no cases or transmissions

assedated with children in these other types of programs or schools, so there is no reason to extend

outbreak-related exclusions.to public or private programs at this time. The Health Department will

adjust these outbreak-related excidsiuris in the future if outbreak patterns change. For now, it is criticai

that all children in public or private schools follow the standard Department of Education immunization

requirements as well as the current MMR vaccine order requirements to prevêrd additional measles

cases. For more information on Department of Education immunization requirements, visit

schools.nyc.gov.

What is measles?

MÅmlan is a Viral infection that causes fever and a rash. Almost30% of people with measles will have

complications from this infection, including pñêümonia, brain swelling, diarrhea, ear infection,

hospitalization and potentially death. it is highly contagious and anyone who is not vaccinated against

the virus can get it at any age. Measles can be very severe in people with weakened imm=± systems

and pregnant individuals.
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How is measles spread?

Measles is spread thrcügh the air when an infected person sneezes or coughs, or even when they

breathe. A person with measles is contagious four days before the rash appears and continues to be

contagious for four days after the rash appears.

Measles is a highly contagious virus that remains active and capable of causing infection in the air and

on surfaces for up to two hours.
. .

How can measles be prevented?

Vaccination is the best way to pmvent measles. Anyone who has received two doses of a measles-

conte!ning vaccine or was born before 1957 (likely :---rs because of natural infectiõn) is considered

immune and highly unlikely to get measles,

All children starting at 12 months old enroiled in p e-kindergarten, nursery school, child care programs

and Head 5tart are racisired to receive one dose of the MMR vaccine.

Children must have two doses of the MMR vaccine to attend school (kindergarten through 12* grade).

. Where can I get the MMR vaccine?

To get the MMR vaccine, check with your health care provider. You can also call 311 or visit

nyc.gov/health/clinics.

Where can I get more information about measles?
..

Talk to your health care p-Gvider, call 311 or visit these online resources for more information:

• Measies: nyc.gov/health and search for "measies"

• Measies (!m:s|:ation Action Coalition) vacciñëinf0cmation.org/measles

• Measles Overview (Centers for Disease Control): edc.gov/measles
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NEW YORK CITY DEPARTMENT eF

HEALTHAND MENTAL HYGIENE . .

Oxiris Barbot, M.D.

Commissioner

ORDER OF THE COMMISSIONER

TO: All persons who reside, work or attend school in the neighborhood of Williamsburg,

Brooklyn, New York and to the parents and/or guar lians of any child who resides,
works or attends school in the neighborhood of Williamsburg, Brooklyn, New York

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205, 11206,
11211 and 11249. Since Sep emkr 2018, more than 250 cases of measles have been

documented among people living in Williarasburg and that number continues to grow as new

cases are still occurring; and

WHEREAS, measles is a highly contagious viral disease that can result in serious health

complications, such as pneumonia and swelling of the brain. About a third of reported measles

cases have at least one complication and in some cases, measles can cause death. Measles can be

serious in all age groups. However, infants, young children, pregnant persons, people whose

immuñê systems are weak and adults are more likely to suffer from measles camplications; and

WHEREAS, measles is easily trammined from a sickened person to others who lack

immunity to the disease. The virus can live for up to two bours in air or on surfaces where an

infected person coughed or sneezed and people who..lack immunity are highly likely to become

sick if they are in contact with an infectious person or near where an infectious person recently
has been; and

WHEREAS, although measles is highly contagious, the Measles-Mumps-Rubella (MMR)
vaccine is an effective and safe vaccine that will prevent its transmission. While measles remains

one of the leading causes of death among young children in parts of the world where the

vacciñation is not available, the disease until this outbreak was largely eEmi::rd in the United

States; and ·

WHEREAS, the measles outbreak persists in Williamsburg despite other efforts taken by
the Department of Health and Mental Hygiene to stop it, including orders excluding
unvâccinated children from attending preschools and daycare programs, because a high rate of

people living within Williamsburg have not been vaccinated against measles; and

WHEREAS, pursuant to section 556 of the Charter of the City of New York, the

Department is responsible for controlling communicable diseases within the City of New York

and for supervising the abatement of nuisances that affect or are likely to affect the public health;

and

WHEREAS, pursuant to section 3.01 of the New York City Health Code, 1 am

authorized to declare a public health emergency and issue orders and take actions that I deem
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necessary for the health and safety of the City and its residents when urgent public health action
is necessary to protect the public health against an existing threat; and

WHEREAS, I fmd the ongoing measles outbreak in Williamsburg to be an existing
threat to public health in the City of New York; and

WHEREAS, I also find that the presence of any person in Williamsburg lacking the

MMR vaccine, unless that vsceine is otherwise medically contra-indicated or such person has
demonstrated immunity against measles, creates an unnecessary and avoidable risk of continuing
the outbreak and is therefore a nuisance, as defined in New York City Administrative Code §1.7-

142; and

WHEREAS, pursuant to New York City Health Code §3.07, no person "shall do or

assist in any act which is or may be detrimental to the public health or to the life or health of any
individual... or ...shall fail to do any reasonable act or take any necessary precantion to protect

human life and health."

.IT IS HEREBY ORDERED that any person who lives, works or resides within the

11205, I1206, 11211 and/or 11249 zip codes and who has not received the MMR vaccine within

forty eight (48) hours of this Order being .signed by me shall be vaccinated against measles

unless such person can demonstrate immunity to the disease or document to the satisfaction of

the Department that he or she should be medically exempt from this requirement.

IT IS FURTHER ORDERED that the parent or guardian of any child older than six

months of age who lives, works or resides within the 11205, 11206, 1121I and/or 11249 zip
codes and who has not received the MMR vaccine within forty eight (48) hours of this order

being signed by me shall cause such child to be vaccinated against measles unless such parent or

guardian can demonstrate that the child has immmity to the disease or documeñt that he or she

should be medically exempt from this requirement.

THIS ORDER shall remain in effect until the next meeting of the New York City Board

of Health scheduled for April 17, 2019 at which time it may be continued or rescinded by the

Board.

Dated: April 9, 2019 Oxiris Barbot, M.D.

Commissioner of Health
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WARNING

Failure to comply with this Order is a violation of §3.05 of the New York City Health Code, and

a misdemeanor for which you may be subject to civil and/or crirninal fines, forfeitüres and

penalties, including imprisonment.

Anyone wishiñg to object to the order, please write or fax Thomas G. Merrill, General Counsel,
New York City Departracñt of Health and Mental Hygiene, 42-09 28th Street (WS 14-38) Long
Island City NY 11101-4132; tmerrill@health.nyc.aov telephone: 347-396-6116; fax: 347-396-

6087, providing a statement of the reasons for your objection to the order. If you have any
questions about how to comply with this Order, please telephone Jane R. Zucker, M.D., M.Sc.,

Assistant Comrnissioner, Bureau of Immunization at 347-396-2471.
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The following resolution was adopted by the Board of Health on April 17, 2019

and will be published in accordance with §l 7-148 of the Administrative Code of the City
of New York.

Resolution of the Board of Health of the

Department of Health and Mental Hygiene

of the City of New York

At a meeting of the Board of Health of the Department of Health and Mental

Hygiene held on April 17, 2019, the following resolution was adopted:

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205,

11206, 11211 and 11249 (the "affected zip codes"); and

WHEREAS, on April 9, 2019 the Commissioner of the Department of Health and

Mental Hygiene determined that an urgent public health action was necessary to protect

the public from the measles outbreak occurring in the neighborhood of Williamsburg and

declared a public health emergency; and

WHEREAS, pursuant to her authority under Health Code §3.01, the Commissioner

.ordered that anyone who lives, works or resides in the affected zip codes and any child

older than six months of age living, residing or working in any of the affected zip codes

be immunized against measles; and

WHEREAS, the Order subjects a person to a civil fine , unless such person or, for

a child, such person's parent or guardian, can demonstrate that such person has immunity

to the disease or document to the satisfaction of the Department that such person should be

medically exempt from this requirement; and

WHEREAS, pursuant to Health Code §3.01, the Order issued by the

Commissioner is only in effect until the Board of Health convenes and either continues or

rescinds the Commissioner's exercise of authority; and

WHEREAS, the Board of Health has taken and filed among its records and reports

that since September 2018 more than 300 cases of measles have been documented in the

City of New York with the vast majority occurring among people residing in the affected

zip codes and that new cases of measles are still occurring at an alarming rate; and

WHEREAS, measles is a highly contagious viral disease that can result in serious

health complications such as pneumonia, encephalitis (swelling of the brain) and death.

About a third # rapar+ad menclec cacec hav4 at least ane mmplicatintt Measles can he

serious in all age groups. However, infants, young children, pregnant persons, people whose

immune systems are weak and adults are more likely to suffer from measles complications;

and
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WHEREAS, measles is easily transmitted from a sickened person to others who

lack immunity to the disease. The virus can live for up to two hours in the air or on

surfaces where an infected person coughed or sneezed and people who lack immunity

are highly likely to become sick if they are in contact with an infectious person or near

where an infectious person recently has been; and

WHEREAS, although measles is highly contagious, the Measles-Mumps-

Rubella (MMR) vaccine is a proven safe and effective vaccine that will prevent its

transmission. While measles remains one of the leading causes of death among young

children in parts of the world where the vaccination is not available, the disease until

this outbreak was eliminated in the United States; and

WHEREAS, because a high rate of people living within the affected zip codes in

Williamsburg have not been vaccinated against measles, the measles outbreak persists in

Williamsburg despite other efforts taken by the Department of Health and Mental Hygiene

to stop it, including orders ev_cluding unvaccinated children from attending preschools and

daycare programs; and

WHEREAS, the Board of Health mgards the aforesaid reports of over 300 cases

of measles as sufficient proof to authorize the declaration that an outbreak of measles is

occurring in Williamsburg that threatens the health and safety of New Yorkers and is

immediately dangerous to human life and health and constitutes a public nuisance; and

WHEREAS, the outbreak is occurring because a large number of people residing

in the affected zip codes have not been vaccinated against measles; and

WHEREAS, the only way to end the outbreak is to require that people residing,

working or attending school in any of the affected zip codes be vaccinated against or

otherwise have immunity against measles; and

WHEREAS, personal service or service pursuant to subdivisions (a) or (b) of §17-

148 of the Administrative Code of the City of New York of orders requiring the abatement

of such nuisances and conditions in effect dangerous to life and health upon each of the

persons who, pursuant to the pmvisions of Title 17 of the Adudni±ative Code of the City

óf New York, has a duty ur liability tu abate suth nuisances and conditions, would mault

in a delay prejudicial to the public health, welfare, and safety; now, therefore, be it

RESOLVED, that the Board of Health hereby declares that an outbreak of measles

is ongoing in the neighborhood of Williamsburg and that the outbreak poses a public

üúisance because it is immediately dangerous to life and health; and be it further

RESOLVED, that the Board of Health hereby declares that any person who lives

vi vtw.lu within the affected eip sodma sun h w a aco½+ maelae imba anch

person can demonstrate immunity to the disease or document to the satisfaction of the

Department that such person should be medically exempt from this requirement; and be it

further.

. .

. .
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RESOLVED, that the parent or guardian of any child six months of age or older

who lives or attends school, preschool or child care within the affected zip codes and who

has not received the MMR vaccine shall cause such child to be vaccinsted against measles

unless such parent or guardian can demonstrate that the child has immunity to the disease

or document to the satisfaction of the Department that such child should be medically
exempt froni this requirement; and be it further

RESOLVED, that any person required by this declaration to be immunized against

measles, or any parent or guardian required by it to immunize his or her child, shall be

violating this order and be subject to the fines authorized by applicable law, rule and

regulations each day that he, she, or such child continues to reside, work or attend school,

preschool or child care in any of the affected zip codes without having been vaccinated

against measles until such time that this outbreak is declared to be over by .the

Commissioner of the Department ofHealth and Mental Hygiene.

RESOLVED further, that this resolution shall take effect immediately and

publication shall be in accordance with New York City Administrative Code §17-148.

(As adorited hv the Roard of Health on Aeril 17. 2019)

. .
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Summons Issued to 
Plaintiff-Petitioner 
Baila Klein (Hauer)
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SUMMONS NUMBER: 30216-19LO
.

ENFORCEMENT AGENCY NAME: DEPT. OF HEALTH AND MENTAL HYGlENE
DIVISION: Disease Control BUREAU: Immunization

AGENCY ADDRESS AND PHONE NUMBER: 42-09 28th Street, Long island City, NY 11101 Phone: 347-396-7998

RESPONDENT: Baila Hauer ID NUMBER: 50092097

ADDRESS: 201 HOOPER ST , Brooklyn NY 11211 PHONE:

DATE AND TIME OF OCCURRENCE: May 1, 2019, 11:35 AM BOROUGH: Brooklyn

PLACE OF OCCURRENCE: 201 HOOPER ST , Brooklyn NY 11211

The reSpOndent iS Summoned to appear and reSpond to the detailS Of violation(S) Stated below.

HEARING DATE: June 12, 2019 AT: 10:00 AM

RESPONDENT MUST APPEAR IN PERSON **

OFFICE OF ADMINISTRATIVE TRIALS AND HEARINGS:

Manhattan Staten Island _l Bronx Queens XX Brooklyn

66 John Street 350 St. Marks Place 3030 Third Avenue 31-00 475 Avenue 9 Bond Street
10* & 11th Floor Main Floor Room 250 3rd g 4th FlOOr 65 & 7th FlOOr

New York, NY 10038 Staten island, NY 10301 Bronx, NY 10455 Long island City, NY 11435 Brooklyn, NY 11201

INSTRUCTIONS FOR RESPONDING TO THIS SUMMONS ARE ON THE BACK OF THIS PAGE OR ATTACHED.

REFERTO THE SUMMONS NUMBER ABOVE ON ALL CORRESPONDENCE.
WARNING:If youdonot showupfor your hearing(or paythe penaltybymail if permitted)the summonswill bedecidedagainstyouandpenaltieswill be imposed.Yourlicense
mayalsobesuspendedor revoked.in addition,the Citymayenterajudgmentagainstyouin court.

Details of Violation(s)
# Code Section Violation Description

NYC HC 3.05 In response to the active measles outbreak in certain parts of Brooklyn, the NYC Commissioner of
1 Health declared a public health emergency on April 9, 2019 and published a Commissioner's Order

("Order") pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or

attend school within ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against

measles within forty eight hours of the Order. On April 17, 2019, the NYC Board of Health

unanimously approved a Resolution ("Resolution") continuing the public health emergency
and requirement that all persons living, working or attending school in these affected ZIP codes be

vaccinated against measles. The Resolution further provides that any person who is not

vaccinated, or the parent and/or guardian of a child who is not vaccinated, shall be fined unless

they demonstrate proof of immunity or that immunization is not medically appropriate. A copy of

the Order and Resolution are attached to this Summons for reference. A review of Department

records shows that Respondent's child, Z.K., who is at least six months old, lives at 201 HOOPER

ST, Brooklyn NY 11211, which is located in one of the affected zip codes listed in the Order. On

May 1, 2019, a review of the Department's Central Immunization Registry, which collects

immunization records for all children receiving vaccines in NYC and is required to be updated by
medical providers, found that child Z.K. has no record of measles immunization. Respondent has

failed to vaccinate child Z.K. or otherwise submit acceptable proof of immunity in violation of the

Order.
NYCChirter sections1048and1049-aandthe Rulesof the Cityof NewYorkauthorizethe NYCOfficeof AdministrativeTrialsandHearings(OATH)to holdheanngs.For
hearingoptions,seeother sideof this notice
I, an employee of the agency named above, affirm under penalty of perjury that I personally observed the commission of the violation(s) charged
above and/or verified their existence through a review of departmental records. Falsestatements made herein are punishable as a ClassA
Misdemeanor pursuant to section 210.45 of the Penal Law.

Torian Easterling 05/02/2019
Print Name Signature ID Date
I acknowledge that I have received a copy of this summons and instructions for responding and that I am authorized to accept service of this Summons.
Received by:

Print Name Signature Title Date:
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.. Page __1___ of __1___

The agency named on the front of this Summons has alleged that you committed the described violation or
violations. Note: If the charge on the front of the Summum states you MUST APPEAR IN PERSON, then you or
an authorized representative must attend the hearing in person. See the front of this Summons for the date,
time and location of your hearing. In some cases, the agency may offer you the chance to enter into a
stipulation or settlement agreement. If you are eligible, the agency will send you a letter in the mail. To
accept the stipulation or settlement, follow the instructions in the letter.
-------..____________.._______________.._____________..___________________..__.._

If a stipulation or settlement is offered to you and you do not accept it, the indepêñdêñt NYC Office of
Administrative Trials and Hearings will hear and decide your case. If you do not accept the settlement or

show up for your hearing, a default judgment may be entered against you and additional penalties may be

imposed.

If your case is NOT marked "MUST APPEAR IN PERSON,"
you may deny the charges or their severity by

presenting a defense online, by phone or by mail.
• Online: To submit a defense online, visit www.nyc.gov/oath.
• Phone: To schedule a hearing by phone, call (212) 436-0817.
• Mail: To submit a defense by mail, send a signed statement of facts that must say, "My signature in

this statement certifies that all facts in it are
true,"

with all documents you wish to have considered to: OATH

Mail Unit, 66 John Street, 10th Floor, New York, NY 10038.

To present a defense in person:
• You or an authorized representative must appear in person on the hearing date at the time and

location on the front of this Summons.
• If no location is listed or checked off, you may appear at any OATH Hearings Center on the date and

time indicated on this Summons (see locations below).
• Please be fully prepared for a hearing at that time by bringing this Summons and all of your evidence

with you.
• If you require assistance with English, free language assistance will be provided.

Reasonable Accommodation: If you have a disability and require a reasonable accommodation on the day of

your hearing, call the phone number listed below.
_____________________----------------________.._____________________

Note: YOU HAVE THE RIGHT TO BE INFORMED OF THE MAXiMUM PENALTY. Pursuant to the New York City
Health Code, §3.11, a penalty of not less than $200 and not more than $2000 may be imposed for each

Health Code violation. For non-NYCHC violations please see the cited statute/regulation for maximum

penalties. The penalty for certain violations may be found in regulations available at nyc.gov/health. Higher

penalties may be imposed for each repeated violation up to the maximum penalty allowed by law or

regulation.

OATH HEARINGS CENTERS

Tel: 1-844-OATH-NYC (1-844-628-4692) www.nyc.gov/oath

Manhattan: 66 John Street, 10th & 11th Floors, New York, NY 10038

Brooklyn: 9 Bond Street, 7th Floor, Brooklyn, NY 11201

Queens: 31-0047th Avenue, 3rd Floor, Long Island City, NY 11435

Bronx: 3030 Third Avenue, Room 2S0, Bronx, NY 10455

Staten island: 350 St. Mark's Place, Main Floor, Staten Island, NY 10301
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Summons Issued to 
Plaintiff-Petitioner 
Malky Roth-Tabak
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SUMMONS NUMBER: 30198-19LO

ENFORCEMENT AGENCV NAME; DEPT. OF HEALTH AND MENTAL HVEiIENE

DNISION: Disease Control BUREAU: imrnonitation
AGENCY ADDRE$5 AND PHONE NUMBERE42.09 28$ 5treet, I.ong island City, NY 11101 Phone: 347-3964998

RESPONDENT: Malky Tabak ID NUMBER: 50091595

ADDRESS: 585 Marty Avenue APT# 2E, Brooklyn, 11206 PHONE:

DATE AND TIME OF OCCURRENCE:AprE 22, 2019 09:00 AM SOROUGH" BrooMun

PI.ACEOF OCCURRENCE: 585 Marcy Avenue APTIf 2E, Brooklyn, 11206

The respondent is surnmOned to appear and respond to the details of violation(s) stated below,

ggSPONDENT MUST APPEAR IN PERSON * *

OFFICE OF ADMINA5TRATIVE TIMALS AND HEARING$:

Manhattan Staten island Queens XX amomyn

66 fohn Streat 350 St. Marks Place 3030 Third Avenue 31-00 475 Avenu e 9 Bond Street
108 & 116 Floor Main Floor Roorn 250 3d & 45 Floor 66 & 75 Floor
New Yorlç NY 10038 Staten island, NY 10301 Brons NY 10455 . I.ong.island City, NY 11435 Brooklyn, NY 11201

INSTRUCTION5 FOR RESFONDING TD TH1$5UMMONS ARE OM1HE BACl(DF THISPAGE.Olt ATTACHED.
REFERTO THE $UMMONS NUMBER ABOVE ON dL CURRESPONDENCE. . .

MNW-' !' youdo notshowupfor yourhearing(orpaythepenaltybymaHif permltted)thesummonswill beGeddedagainstyeUBudpentltimswinbeimp0tedVgurkense
mayalsometuspendedor revokedin addidan ECitym87materajudgmentagnngtyoukmurt.

Details of Violation(s)
Code section violation Description .
NYC HC 3-05 in response to the active measles out break in certain parts of Brooklyn, the NYC Commissioner of

Health declared a public health emergency on April 9, 2019 and published a Commissioner's Order

("Order") pursuant to Article 1 of the NYC Health Code ordering all persons who live, Work or
attend school within ZIP codes 1120S, 11206, 11211and 11249 to be vaccinated against
measles within forty eight hours of the Order, On April 17, 2019. the NYC Board of Health
un dmou:!y approved a Resolution ("Resolution") continuing the public health emergency

. an requirement that all persons living, working or attending schoohn these affected ZIP codes be
vaasinated against ineasies. ine ReSo1Ution further provides that any person who is not . --

vaccinated, or the parent and/or guardian of a child who is not vaccinated,-shall he fined unless
they demonstrate proof of immunity or that Immunlration is not rWedically appropriate. A copy of
the Order and Resolution are attached to this Summons for reference, A review of Department
records shows that Respondent's child, CRy who is at least six months old, lives att 585 Marcy
Avenue APT# 2E, Brooklyn, 11206, which is located in one of the affected zip codes listed in the
order. On April 21, 2019, a review of the Department's Central immunization Registry, which
collects immunization records for all children receiving vaccines in NYC Rnd Is required to be
updated by medical providers, found that child CR. has no record of measles immmiátion.
Respondent has falled to vaccinate child C.R. or otherwise submit acceptable proof of Im==:"Mn
violation of the Order.

NVCCharter5ections1948andWa andthethde'softheCityof Newyert anrthorkethe NYCOfke ofAdministrativefrisis andifmarirg (OATH}to holdhearings.For. heurkggopdegy,gerothertideof this rustice
L an ernployee of the agencynarned above, aMrrn under penalty of perjury thst 1pertenally observed the Cornmissionof the violation(s) charged
above and/or verified their existenr,ethrough a revieyr of de entat records, sestattments rnadeherelu pot pun(shableas a Cla55A
Mlularneancr pursuant to section 210.45of the

sh K .. .'' .-

Print Name Ignature ateI acknowledgethat I have recahed a copy of this surnrrgonsand hostructionsfor respenchesandthat I3rn authorked to accept serviceof tN5 5ummons,Received by:
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OATH Appeal 
Decision for 

Plaintiff-Petitioner 
Ascher Berkowitz
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   DATE MAILED: 

ATTY: SF/0610    

 

 

Appeal No. 30376-19L0                DOHMH v. J. Doe1                              April 24, 2020 
                       

APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
September 25, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against 
measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s decision 
is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal finds as 
follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30376-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, the issuing officer (IO) affirmed reviewing the records of Petitioner, the 
Department of Health and Mental Hygiene (DOHMH), on June 4, 2019, and observing that 
Petitioner’s Citywide Immunization Registry (CIR), which collects immunization records for all 
children receiving vaccines in New York City and which is required to be updated by medical 
providers, had no record of measles immunization for Respondent’s child, who was at least six 
months old and resided at a stated address in Brooklyn.  The summons alleged that Respondent’s 
failure to vaccinate the child was in violation of a Commissioner’s Order, which was issued on 
April 9, 2019, pursuant to Article 3 of the HC, in response to a public health emergency, and 
which ordered that all persons who live, work or attend school within certain specified ZIP codes 
in Brooklyn be vaccinated against measles within forty-eight hours of the Order.  The summons 
stated that the Order was to remain in effect until the next meeting of the New York City Board 
of Health (BOH) scheduled for April 27, 2019, “at which time it may be continued or rescinded 
by the Board.”  The summons further alleged that o April 17, 2019 the BOH approved a 
resolution (Resolution) continuing the public health emergency and vaccination requirement and 
providing that the parent and /or guardian of a child who is not vaccinated be fined unless they 
demonstrate proof of immunity or that immunization is not medically appropriate 
 
At the hearing, held on September 25, 2019, Respondent was represented by his attorney.  
Petitioner was represented by its general counsel, another DOHMH attorney, and a DOHMH 
physician.  The IO did not appear.3  Petitioner relied on the summons and the DOHMH 
physician’s testimony and knowledge of its records.  The parties agreed that all the arguments 
made and evidence submitted in the hearing previously held for Docket No. 30198-19L0 were to 
be incorporated in this hearing, including the Commissioner’s Order and the BOH Resolution.  
Respondent did not deny the essential facts of the summons, specifically that an emergency 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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Appeal No. 30376-19L0               DOHMH v. J. Doe                                      p. 2 of 6 
                      

Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,4 and 
that the child was not vaccinated.  In the prior hearing, Respondent argued that the Order had 
already expired on the date of the summons and Respondent could not be charged with violating 
an expired Order.  Respondent argued that because the BOH Resolution had terms that differed 
from the Order,5 and because the Resolution did not specifically state that it was continuing the 
expiring Order, the Order was not continued.  In addition, Respondent argued that Petitioner did 
not establish that it was medically appropriate for the subject child to be vaccinated.  Documents 
previously offered by Respondent regarding the efficacy and safety of the vaccination in general 
were also incorporated in this record.  For this hearing, Respondent submitted a declaration from 
the child’s mother that on June 4, 2019, the child was healing from an eye surgery, that the child 
had had a previous reaction to a vaccine, and that on the pediatrician’s advice she decided to 
delay MMR vaccination until the child’s eye was fully healed.6  The mother’s declaration was 
admitted into evidence without objection.  Respondent suggested that no doctor’s note was 
provided because the pediatrician feared the consequences of writing anything that said the child 
should not get a vaccine.  
 
Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued the  
Order in its Resolution by continuing the finding of an emergency and the requirement to 
vaccinate. Petitioner argued that Respondent was also in violation of the Resolution, which itself 
constituted an order under HC § 3.05, and for which notice was provided in the narrative of the 
summons; that the Resolution was by its terms effective immediately, that is, on the date of 
issuance.7  Petitioner’s previous submissions, incorporated here, included “Frequently Asked 
Questions” regarding the measles vaccine, published along with the Order, and a copy of the 
decision in C.F. v. The New York City Department of Health and Mental Hygiene, denying 
injunctive relief from the Order that was claimed on scientific, religious, and moral grounds.8 As 
to the mother’s declaration, Petitioner argued that although the child may or may not have been 
recovering from eye surgery that prevented vaccination on June 4 or while the child healed, there 
was ample time for compliance prior to that date.  Petitioner also noted that by State law 
pediatricians are required to give notes for medical exemptions for other purposes, such as for 
school exams,9 and advised the hearing officer that Petitioner recently withdrew a similar case 
after verifying that a physician had indicated that the child might have had an exemption.  
 

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live within the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 “MMR” stands for Measles, Mumps, Rubella. 
7 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue an 
earlier argument challenging a summons that was issued during the publication period.   
8 See 2019 NY Slip Op 31047 (April 18, 2019). 
9 Petitioner cited 10 NYCRR § 66-1.3, which sets forth required immunizations for school admission. 
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In the decision, the hearing officer credited the allegations contained in the summons.  He found 
that the BOH, by its April 17, 2019, Resolution continued the Commissioner’s exercise of 
emergency authority, which operated to continue the validity of the Commissioner’s Order of 
April 9, 2019.  He noted the record made and evidence previously submitted on Constitutional 
and scientific arguments and found that those arguments were beyond the scope of the hearing. 
On the merits of the case, the hearing officer found that “Respondent did not meet its burden in 
showing a medical exemption because a doctor’s note was not provided by Respondent” and he 
sustained the violation.   
 
On appeal, Respondent repeats by incorporation, the arguments raised in Docket No. 30198-
19L0 relevant to this and other cases regarding compliance with the emergency Order to 
vaccinate against measles.10  In addition, Respondent argues that he did not have a full and fair 
hearing because he could not cross-examine the IO to establish whether the MMR vaccine was 
medically appropriate for the child and because the hearing officer did not allow a reasonable 
cross-examination of Petitioner’s expert.  Finally, Respondent argues that the summons should 
be dismissed because the hearing officer’s decision lacked a rational basis; in the interests of 
justice pursuant to New York City Charter (NYCC) § 1049, found in Chapter 45-A; and on New 
York State and United States Constitutional grounds.    
 
Petitioner asserts that the hearing officer’s finding was correct that the Order of April 9, 2019, 
was continued by the BOH Resolution, citing the Tribunal’s decision in DOHMH v. J. Doe, 

Appeal No. 30329-19L0 (December 20, 2019).  Petitioner argues that HC § 3.01(d) allows the 
Board to continue the Order as is, but that the Board’s powers are not limited to continuing or 
rescinding the Order.  Petitioner argues that the Resolution continued the Commissioner’s 
exercise of power, as it repeats the Order’s main directive, that people living in the named ZIP 
codes be vaccinated unless they can demonstrate immunity or a medical exemption.  Petitioner 
asserts that Respondent was in violation whether the language of the Order or the language of the 
Resolution is applied.  Petitioner argues that the summons provided adequate notice of the 
charges pursuant to §§ 6-08(c)(2) and (3), found in 48 RCNY of OATH rules, found in 48 
RCNY, and that the hearing officer did not deprive Respondent of a full and fair hearing by 
declining to order that the IO testify, as the presence of the DOHMH physician, who had 
knowledge of the records, was sufficient.                                                                          
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 
hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  

 

APPLICABLE LAW 

HC § 3.05(a) provides as follows: “No person shall violate an order of the Board, Commissioner 
or Department.”  
 

                                                            
10 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New 
York City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
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HC § 3.01(d) provides as follows: 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power.   
 

Code § 17-148(c) provides in pertinent part as follows: 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 
.  .  .  .  . 

   
 IT IS FURTHER ORDERED that the parent or guardian of any child older than 
six months of age who lives, works or resides within [four specified ZIP codes] and 
who has not received the MMR vaccine within forty eight (48) hours of this order being 
signed by me shall cause such child to be vaccinated against measles unless such parent 
or guardian can demonstrate that the child has immunity to the disease or document that 
he or she should be medically exempt from this requirement. 

.  .  .  .  . 
 
 

48 RCNY § 6-12(a) provides as follows: 

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the                              
summons by a preponderance of the evidence.  The Respondent has the burden of 
proving an affirmative defense, if any, by a preponderance of the evidence. 
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ANALYSIS 

The Tribunal affirms the hearing officer’s decision. 
 
The hearing officer credited the allegations contained in the summons and found they supported 
a violation of the section cited.  The Tribunal generally defers to the hearing officer’s credibility 
determinations and finds no reason not to do so here.  See NYC v. Michele Radolovic, Appeal 
No. 44124 (January 18, 2007). The essential facts were not denied.  Pursuant to HC § 3.01(d), 
the Commissioner of Health declared a public health emergency because of an outbreak of 
measles in certain ZIP codes in Brooklyn and issued an Order that required parents or guardians 
of children older than six months to have their children vaccinated against measles within forty-
eight hours of the Order being signed unless they could demonstrate that the children had 
immunity to the disease or should be medically exempt.  The Order was signed on April 9, 2019, 
and was enforceable as of April 11, 2019, and remained in effect at least until the BOH met on 
April 17, 2019.  As the summons in this case was dated after April 17, 2019, Respondent argues 
that it must be dismissed because by that date the Order had expired.  That is not correct.  The 
summons was based on an examination of Petitioner’s records that took place on June 4, 2019.  
That examination provided uncontroverted evidence that the child had not been vaccinated as if 
the inspection date, thereby also establishing that the child had not been vaccinated during the 48 
hours specified in the Order.  As the BOH did not rescind or disavow the Order, the Tribunal 
finds that Petitioner’s authority to issue a summons for failure to comply during the specified 
period was not limited by the expiration date of the Order.  In fact, a summons for a violation 
that took place during the specified period could have been issued after that period even if the 
child had subsequently been vaccinated.11 
   
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.12  There is no 
evidence in this record to show that Respondent offered any proof of immunity or 
documentation, such as a doctor’s note, that vaccination was medically inappropriate specifically 
for this child.  In addition, the Tribunal finds the hearing officer’s ruling that the IO’s appearance 
was not necessary for a fair hearing to be reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.13 As Respondent did not offer proof to contest any of the 

                                                            
11 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY § 6-08(c)(2), in part 
because it did not inform Respondent of which order he or she was alleged to have violated.  The summons was 
clear in alleging that there was a violation of the April 9, 2019, Commissioner’s Order, and the Tribunal finds that 
the facts alleged in support of that charge satisfy the notice requirements of 48 RCNY § 6-08(c). 
12 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018). After admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement.)    
13 See also Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination 
in administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no 
claims of any defects or reliability issues with the test).    
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essential facts establishing the violation, and the DOHMH physician, who had personal 
knowledge of the same vaccination records examined by the IO, was available to testify, there 
was no showing that the IO was needed.  As to Respondent’s request for dismissal in the 
interests of justice pursuant to NYCC § 1049, Petitioner is correct that that provision is not 
applicable to violations of HC § 3.05.  It is also noted that Respondent concedes on appeal that 
the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.   
 
In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge.     
 
Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to 
comply with the Commissioner’s Order in violation of HC § 3.05.  
 
By: OATH Hearings Division Appeals Unit 
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Appeal No. 30244-19L0                DOHMH v. J. Doe1                            April 24, 2020 
                       

APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
August 30, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against 
measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s decision 
is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal finds as 
follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30216-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, on April 30, 2019, the issuing officer (IO) affirmed reviewing the records of 
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on April 29, 2019, and 
observing that Petitioner’s Citywide Immunization Registry (CIR), which collects immunization 
records for all children receiving vaccines in New York City and which is required to be updated 
by medical providers, had no record of measles immunization for Respondent’s child, who was 
at least six months old and resided at a stated address in Brooklyn.  The summons alleged that 
Respondent’s failure to vaccinate the child was in violation of a Commissioner’s Order, which 
was issued on April 9, 2019, pursuant to Article 3 of the HC, in response to a public health 
emergency, and which ordered that all persons who live, work or attend school within certain 
specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the 
Order.  The summons stated that the Order was to remain in effect until the next meeting of the 
New York City Board of Health (BOH) scheduled for April 17, 2019, “at which time it may be 
continued or rescinded by the Board.”  The summons further alleged that on April 17, 2019, the 
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination 
requirement and providing that the parent and/or guardian of a child who is not vaccinated be 
fined unless they demonstrate proof of immunity or that immunization is not medically 
appropriate.   
 
At the hearing, held on August 28, 2019, Respondent was represented by her attorney.  Petitioner was 
represented by its general counsel, another DOHMH attorney, and a DOHMH physician.  The IO did not 
appear.3  Petitioner relied on the summons and the DOHMH physician’s testimony and knowledge of its 
records.  The parties agreed that the arguments made and evidence submitted in the hearing previously held 
for Docket No. 30198-19L0 were to be incorporated in this hearing, including the Commissioner’s Order 
and the BOH Resolution.  Respondent did not deny the essential facts of the summons, specifically that an 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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emergency Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,4 and 
that the child was not vaccinated.  In the prior hearing, Respondent argued that the Order had already 
expired on the date of the summons and Respondent could not be charged with violating an expired Order.    
Respondent argued that because the BOH Resolution had terms that differed from the Order,5 and because 
the Resolution did not specifically state that it was continuing the expiring Order, the Order was not 
continued.  Respondent further argued that Petitioner did not establish that it was medically appropriate for 
the subject child to be vaccinated.  Documents previously offered by Respondent regarding the efficacy and 
safety of the vaccination in general were also incorporated in this record.  For this hearing, Respondent 
asserted that the summons incorrectly showed Respondent’s apartment as being on the second floor of the 
building instead the third; Respondent argued that a charge that she was in violation at that time in that place 
was an impossibility as she was not in that place.  Respondent did not deny receipt of the summons by mail.  
 

Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued the  
Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.  
Petitioner argued that Respondent was also in violation of the Resolution, which itself 
constituted an order under HC § 3.05, and for which notice was provided in the narrative of the 
summons, and that the Resolution was by its terms effective immediately.6 Petitioner’s previous 
submissions, incorporated here, included “Frequently Asked Questions” regarding the measles 
vaccine, published along with the Order, and a copy of the decision in C.F. v. The New York City 

Department of Health and Mental Hygiene, denying injunctive relief from the Order, claimed on 
scientific, religious, and moral grounds.7 In response to Respondent’s assertion that the summons 
showed the wrong floor for Respondent’s residence, Petitioner argued that for the purposes of 
this summons, the floor was not material to the violation, that the material element for violating 
the Order was that the apartment was in Brooklyn, as alleged.                                                             
 

In the decision, the hearing officer reviewed the arguments of the parties and found that the 
BOH, by its April 17, 2019, Resolution continued the Commissioner’s exercise of emergency 
authority, which operated to continue the validity of the Commissioner’s Order of April 9, 2019.  
The hearing officer found that the floor number listed in the summons, even if incorrect, did not 
affect Respondent’s right to notice of the violation or to receive a fair hearing.  He found that 
Respondent’s Constitutional and scientific arguments were beyond the scope of the hearing.                                
The hearing officer credited the testimony and allegations contained in the summons.  He found 
that they supported a violation of the cited section and that Respondent failed to provide a 
defense to the allegations.   
                                                                        

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live within the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue its 
earlier argument challenging a summons that was issued during the publication period.  
7 See 2019 NY Slip Op 31047 (April 18, 2019). 
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On appeal, Respondent repeats the arguments raised in Docket No. 30198-19L0, relevant to this 
and other cases, regarding compliance with the emergency Order to vaccinate against measles.8  
Respondent argues that she did not have a full and fair hearing because she could not cross-
examine the IO to establish whether the MMR vaccine was medically appropriate for the child 
and because the hearing officer did not allow a reasonable cross-examination of Petitioner’s 
expert.9  Respondent argues that the summons should be dismissed because the hearing officer’s 
decision lacked a rational basis; in the interests of justice pursuant to New York City Charter 
(NYCC) § 1049, found in Chapter 45-A; and on New York State and United States 
Constitutional grounds.  Specifically, as to this case, Respondent argues that the summons must 
be dismissed because Respondent was not present and did not reside at the alleged place of 
occurrence at the time of the alleged violation, an apparent reference to the floor number  
indicated on the summons.   
 

Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0 and 
those made at the hearing.  Petitioner asserts that the hearing officer was correct in finding that 
the Commissioner’s Order was continued by the BOH Resolution, citing the Tribunal’s decision 
in DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20, 2019).  Petitioner argues that 
while HC § 3.01(d) allows the BOH to continue the Order as is, but does not limit BOH action to 
continuing or rescinding the Order.  Petitioner repeats the argument that the Resolution 
continued the Commissioner’s exercise of power asserted in the Order, as it repeats the Order’s 
main directive, that people living in the specified ZIP codes be vaccinated unless they can 
demonstrate immunity or a medical exemption.  Petitioner asserts that Respondent was in 
violation whether the language of the Order or the language of the Resolution is applied.  
Petitioner argues that the summons provided adequate notice of the charges pursuant to §§ 6-
08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not deprive 
Respondent of a full and fair hearing by declining to order that the IO testify, as the presence of 
the DOHMH physician, who had knowledge of the records, was sufficient.  Specifically, as to 
this summons, Petitioner asserts that the hearing officer was correct in finding that Respondent 
received notice of the violation and a fair hearing even if there was a defect in the floor number 
on the summons.  Petitioner notes that Respondent did not contest receipt of service by mail or 
that she resides in an affected ZIP code.  Citing TLC v. Tawfik Al Shammaa, Appeal No. 
72140348A (November 13, 2017), Petitioner argues that absent any demonstrated prejudice, 
dismissal based on notice is not warranted.  Petitioner also argues that the standard for service in 
an administrative proceeding was met: “whether the notice under all the circumstances was 
reasonably calculated to make the parties aware of the proceeding so that they have an 
opportunity to be heard.”10                                                                      
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether misidentifying the floor location of Respondent’s apartment  
in the summons required that the summons be dismissed; (2) whether Petitioner had the authority 
to issue the summons on the date it was issued; (3) whether Respondent was prevented from 
having a fair hearing by the hearing officer’s ruling that it was not necessary for Petitioner to 

                                                            
8 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New York 
City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
9 “MMR” stands for Measles, Mumps, Rubella. 
10 See Reda v. Dep’t of Health, 137 Misc.2d 61, 62-63 (Sup. Ct. N.Y. Co. 1987), aff’d’, 143 A.D.2d 1073 (1st Dep’t 
1988) 
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produce the IO for cross-examination; and (4) whether Respondent established a defense to the 
charge.  
 

 

APPLICABLE LAW 

48 RCNY § 6-08(b)(1)(ii) provides in pertinent part as follows: 
 

 (ii)   Alternatively, the summons may be served by mail deposited with the U.S. Postal 
Service, or other mailing service, to any such person at the address of the premises that is 
the subject of the summons or, as may be appropriate, at the residence or business 
address of:  

 
(A) the alleged violator, 

.  .  .  .  . 
HC § 3.05(a) provides as follows: “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 
 
 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power.   
 

Code § 17-148(c) provides in pertinent part as follows: 
 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
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nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 
.  .  .  .  . 

   
 IT IS FURTHER ORDERED that the parent or guardian of any child older than 
six months of age who lives, works or resides within [four specified ZIP codes] and 
who has not received the MMR vaccine within forty eight (48) hours of this order being 
signed by me shall cause such child to be vaccinated against measles unless such parent 
or guardian can demonstrate that the child has immunity to the disease or document that 
he or she should be medically exempt from this requirement. 

.  .  .  .  . 
   
48 RCNY § 6-12(a) provides as follows: 
 
Burden of Proof. The Petitioner has the burden of proving the factual allegations in the                              
summons by a preponderance of the evidence.  The Respondent has the burden of proving 
an affirmative defense, if any, by a preponderance of the evidence. 

 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision.   

Petitioner is correct that the floor location of Respondent’s apartment was not material to the 
charge.  As Petitioner established Respondent’s residence in one of the subject ZIP codes, and 
service by mail was not denied, the hearing officer properly did not dismiss the summons 
because of a possible error in the floor number.   

The essential facts were not denied.  Pursuant to HC § 3.01(d), an Order of the Commissioner of 
Health was signed on April 9, 2019, requiring that the parent or guardian of any child older than 
six months of age who was living in designated ZIP codes in Brooklyn and who was not 
vaccinated against measles should cause the child to be vaccinated within forty-eight hours 
unless the parent or guardian could demonstrate that the child had immunity or could document 
that the child should be medically exempt.  The Order was enforceable as of April 11, 2019, and 
remained in effect at least until the BOH met on April 17, 2019.  Respondent argues that the 
summons must be dismissed because it was issued after April 17, when the Order expired.  That 
is not correct.  The summons was based on an examination of Petitioner’s records that took place 
on April 29, 2019.  That examination provided uncontroverted evidence that the child was not 
vaccinated as of the inspection date, thereby also establishing that the child had not been 
vaccinated during the 48 hours specified in the Order.  As the BOH did not rescind or disavow 
the Order, the Tribunal finds that Petitioner’s authority to issue a summons for failure to comply 
during the specified period was not limited by any subsequent expiration date of the Order.  In 
fact, a summons for a violation that took place during the specified period could have been 
issued after that period even if the child had subsequently been vaccinated.11   

                                                            
11 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY S 6-08(c)(2), I part because 
it did not inform Respondent of which order he or she was alleged to have violated.  The summons was clear in 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 10 RECEIVED NYSCEF: 08/24/2020



Appeal No. 30244-19L0               DOHMH v. J. Doe                                      p. 6 of 6 
                      

Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.12 There is no 
evidence in the record to show that Respondent offered any such proof of immunity or 
documentation, such as a doctor’s note, that vaccination was medically inappropriate specifically 
for this child.  In addition, the Tribunal finds the hearing officer’s ruling that the IO’s appearance 
was not necessary for a fair hearing to be reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.13  Respondent did not offer proof to contest any of the 
essential facts alleged, and the DOHMH physician, who was available to testify, had personal 
knowledge of the same vaccination records examined by the IO.  As to Respondent’s request for 
dismissal in the interests of justice pursuant to NYCC § 1049, Petitioner is correct that that 
provision is not applicable to violations of HC § 3.05.  It is also noted that Respondent concedes 
on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.  
The hearing officer credited the testimony and allegations contained in the summons and found 
that they supported a violation of the cited section of law.  The Tribunal generally defers to the 
hearing officer’s credibility determinations and finds no reason not to do so here.  See NYC v. 

Michele Radolovic, Appeal No. 44124 (January 18, 2007).  

In view of the foregoing, the Tribunal finds that an error in the summons stating the wrong floor 
location for Respondent’s apartment did not require dismissal of the summons, that Petitioner 
had the authority to issue the summons on the date it was issued, that Respondent was not 
prevented from having a fair hearing by not having the IO present for cross-examination, and 
that Respondent did not establish a defense to the charge.     
 

Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to  
comply with the Commissioner’s Order in violation of HC § 3.05. 
  

By: OATH Hearings Division Appeals Unit 
 

                                                                                                                                                                                                
alleging that there was a violation of the April 9, 2019, Commissioner’s Order, and the Tribunal finds that the facts 
alleged in support of that charge satisfy the notice requirement of 48 RCNY S 6-08(c). 
12 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018). (After admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement.)   
13 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994). (There is a limited due process right to cross-examination in 
administrative proceedings, based upon the nature of the evidence, the burden of producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no 
claims of any defects or reliability issues with the test.)  
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Appeal No. 30212-19L0                DOHMH v. J. Doe1                              April 24, 2020 
                       

APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
August 29, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against 
measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s decision 
is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal finds as 
follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30212-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, on May 2, 2019, the issuing officer (IO) affirmed reviewing the records of 
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on May 1, 2019, and 
observing that Petitioner’s Citywide Immunization Registry (CIR), which collects immunization 
records for all children receiving vaccines in New York City and which is required to be updated 
by medical providers, had no record of measles immunization for Respondent’s child, who was 
at least six months old and resided at a stated address in Brooklyn.  The summons alleged that 
Respondent’s failure to vaccinate the child was in violation of a Commissioner’s Order, which 
was issued on April 9, 2019, pursuant to Article 3 of the HC, in response to a public health 
emergency, and which ordered that all persons who live, work or attend school within certain 
specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the 
Order.  The summons states that the Order was to remain in effect until the next meeting of the 
New York City Board of Health (BOH) scheduled for April 17, 2019, “at which time it may be 
continued or rescinded by the Board.”  The summons further alleged that o April 17, 2019, the 
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination 
requirement and providing that the parent and/or guardian of a child who is not vaccinated be 
fined unless they demonstrate proof of immunity or that immunization is not medically 
appropriate.   
 
At the hearing, held on August 28, 2019, Respondent was represented by her attorney.  Petitioner 
was represented by its general counsel, another DOHMH attorney, and a DOHMH physician.  
The IO did not appear.3  Petitioner relied on the summons and the DOHMH physician’s 
testimony and knowledge of its records.  The parties stipulated that all the arguments made and 
evidence submitted in the previous hearing for Docket No. 30198-19L0 were to be incorporated 
in this hearing, including the Commissioner’s Order and the BOH Resolution.  Petitioner 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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submitted an additional document consisting of a list of contraindications for the MMR vaccine.4 
Respondent did not deny the essential facts of the summons, specifically that an emergency 
Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,5 and 
that the child was not vaccinated.  As in the prior hearing, Respondent argued that the Order had 
already expired on the date of the summons and Respondent could not be charged with violating 
an expired Order.  Respondent argued that because the BOH Resolution had terms that differed 
from the Order,6 and the Resolution did not specifically state that it was continuing the expiring 
Order, the Order was not continued.7   Respondent argued again that Petitioner did not establish 
that it was medically appropriate for the subject child to be vaccinated.  Documents previously 
offered by Respondent regarding the efficacy and safety of the vaccination in general were also 
referenced.   In this hearing, Respondent added that the mother of this child has 10 other 
children, all up-to-date on vaccines; that she is waiting to provide the vaccination when the child 
is older because she “believes the child is not immunologically capable of handling this vaccine 
without having serious reactions.”   
 
Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued this 
Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate. 
Petitioner argued that Respondent was also in violation of the Resolution, which itself was an 
order under HC § 3.05 for which notice was provided in the narrative of the summon.  Petitioner 
further argued that the Resolution was by its terms effective immediately, and that publication 
had bearing only on the question of service.  Petitioner’s previous submissions included 
“Frequently Asked Questions” regarding the measles vaccine, published along with the Order, 
and a copy of the decision in C.F. v. The New York City Department of Health and Mental 

Hygiene, denying injunctive relief from the Order, claimed on scientific, religious, and moral 
grounds.8 As to Respondent’s assertion that the child was not capable of handling immunization 
at this time, Petitioner stated that nothing to that effect was submitted to the Petitioner and noted 
that the child was over a year old.    
 
In the decision, the hearing officer found that the Commissioner declared, and the Board 
resolved, that a public health emergency existed pursuant to HC § 3.01; that the Commissioner 
by her Order and the Board by its Resolution directed that persons six months of age or older 
who live, work or reside in the specified ZIP codes be vaccinated against measles, demonstrate 
immunity to measles, or show proof of an acceptable medical exception.  The hearing officer 
rejected Respondent’s argument that the Order had expired when the summons was written, 

                                                            
4 “MMR” stands for Measles, Mumps, Rubella. 
5 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live in the affected ZIP codes. 
6 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
7 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue an 
earlier argument challenging a summons that was issued during the publication period.   
8 See 2019 NY Slip Op 31047 (April 18, 2019). 
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finding that the BOH Resolution of April 17, 2019, had continued the Commissioner’s exercise 
of emergency authority, which operated to continue the validity of the Order.  The hearing 
officer found that Respondent’s Constitutional and scientific arguments were beyond the scope 
of the hearing.  He credited the IO and the allegations contained in the summons and found that 
they support a violation of the cited section of the law.  The hearing officer noted Respondent’s 
assertion that the child’s mother did not vaccinate the child because she thought the child was not 
physically able to accept the vaccination.  However, he found that Respondent had failed to 
provide a defense to the allegations and he sustained the violation.   
                                                                        
On appeal, Respondent repeats the arguments raised in the prior hearing relevant to this and 
other cases regarding compliance with the emergency Order to vaccinate against measles, and 
the specific argument in this case that service of the summons was not proper.9  In addition, 
Respondent argues that she did not have a full and fair hearing because she could not cross-
examine the IO to establish whether the MMR vaccine was medically appropriate for the child 
and because the hearing officer did not allow a reasonable cross-examination of Petitioner’s 
expert.  Finally, Respondent argues that the summons should be dismissed because the hearing 
officer’s decision lacked a rational basis; in the interests of justice pursuant to § 1049 of the 
NYCC, found in Chapter 45-A; and on NYS and United States Constitutional grounds.    
 
In response, Petitioner argues that the hearing officer’s finding was correct that the Order of 
April 9, 2019, was continued by the BOH Resolution dated April 17, 2019, citing the Tribunal’s 
decision in DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20, 2019).  Petitioner argues 
that HC § 3.01(d) allows the Board to continue the Order as is, but that the Board’s powers are  
not limited to continuing or rescinding the Order.  Petitioner argues that the Resolution continued 
the Commissioner’s exercise of power asserted in the Order since the Resolution repeats the 
main directive of the Order, that people living in the named ZIP codes shall be vaccinated unless 
they can demonstrate immunity or a medical exemption.  Petitioner asserts that Respondent was 
in violation whether the language of the Order or the language of the Resolution is applied.  
Petitioner argues that the summons provided adequate notice of the charges pursuant to § 6-
08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not deprive 
Respondent of a full and fair hearing by declining to order that the IO testify, as the presence of 
the DOHMH physician, who had knowledge of the records, was sufficient.                                                             
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 
hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  

 

APPLICABLE LAW 

HC § 3.05(a) provides as follows:  “No person shall violate an order of the Board, Commissioner 
or Department.”  
 

                                                            
9 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New York 
City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
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HC § 3.01(d) provides as follows: 
 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power. . . .  
 

Code § 17-148(c) provides in pertinent part as follows: 
 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

48 RCNY § 6-12(a) provides as follows: 
 

Burden of Proof.  The Petitioner has the burden of proving the factual allegations in the 
summons by a preponderance of the evidence.  The Respondent ha the burden of proving 
an affirmative defense, if any, by a preponderance of the evidence. 
 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision.   
 
Pursuant to HC § 3.01(d), the Commissioner of Health declared a public health emergency 
because of an outbreak of measles in certain ZIP codes in Brooklyn and issued an Order 
requiring that any person living, working or residing in those ZIP codes who had not received the 
MMR vaccine be vaccinated within forty-eight hours of the Order being signed, unless such 
person could demonstrate immunity to the disease or document to the satisfaction of the 
Department that he or she should be medically exempt from this requirement, and ordered that a 
parent or guardian of a child older than six months have the child vaccinated unless the parent or 
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guardian could demonstrate that the child had immunity or could document that the child should 
be medically exempt.  The Order was signed on April 9, 2019, and was enforceable as of April 
11, 2019.  The Order remained in effect at least until the BOH met on April 17, 2019.  
Respondent argues that the summons must be dismissed because it was served after the Order 
had expired.  That is not correct.  The summons was based on an examination of Petitioner’s 
records that took place on May 1, 2019.  That examination provided uncontroverted evidence 
that the child had never been vaccinated, and therefore was not vaccinated during the 48 hours 
specified in the Order.  As the BOH did not rescind or disavow the Order, the Tribunal finds that 
Petitioner’s authority to issue a summons for failure to comply during the specified period was 
not limited by the expiration date of the Order.  In fact, a summons for a violation that took place 
during the specified period could have been issued after that period even if the child had 
subsequently been vaccinated.   
 
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish10.  There is no 
evidence in this record to show that Respondent offered any proof of immunity or documentation 
that vaccination was medically inappropriate specifically for this child.  In addition, the Tribunal 
finds that the hearing officer’s ruling that the IO’s appearance was not necessary for a fair 
hearing was reasonable.11  Respondent did not offer proof to contest any of the essential facts 
establishing the violation so as to shift the burden back to Petitioner, see 48 RCNY § 6-12(b) (the 
summons, if affirmed, “will be admitted as prima facie evidence of the facts stated therein), and, 
in any case, the DOHMH physician had personal knowledge of the same vaccination records 
examined by the IO and was available to testify.   
 
As to Respondent’s request for dismissal in the interests of justice pursuant to NYCC § 1049, 
Petitioner is correct that that provision is not applicable to violations of HC § 3.05.  It is also 
noted that Respondent concedes on appeal that the Constitutional objections it raises are beyond 
the jurisdiction of the Tribunal.   
 
In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge.     
 
Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to 
comply with the Commissioner’s Order in violation of HC § 3.05.  
 
By: OATH Hearings Division Appeals Unit 

                                                            
10 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it 

was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement). 
11 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination in 

administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor f familiar with each step of the test at issue was subject to cress-examination, and there were no 
claims of any defects or reliability issues with the test). 
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Appeal No. 30412-19L0                DOHMH v. J. Doe1                       April 24, 2020 
                       

APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
September 25, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against 
measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s decision 
is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal finds as 
follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30412-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, the issuing officer (IO) affirmed on June 13, 2019, that on June 12, 2019, she 
reviewed the records of Petitioner, the Department of Health and Mental Hygiene (DOHMH), 
and observed that Petitioner’s Citywide Immunization Registry (CIR), which collects 
immunization records for all children receiving vaccines in New York City and which is required 
to be updated by medical providers, had no record of measles immunization for Respondent’s  
child, who was at least six months old and resided at a stated address in Brooklyn.  The summons 
alleged that Respondent’s failure to vaccinate the child was in violation of a Commissioner’s 
Order, which was issued on April 9, 2019, pursuant to Article 3 of the HC, in response to a 
public health emergency, and which ordered that all persons who live, work or attend school 
within certain specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight  
hours of the Order.  The summons stated that the Order was to remain in effect until the next 
meeting of the New York City Board of Health (BOH) scheduled for April 17, 2019, “at which 
time it may be continued or rescinded by the Board.”  The summons further alleged that on April 
17, 2019, the BOH approved a resolution (Resolution) continuing the public health emergency 
and vaccination requirement and providing that the parent and /or guardian of a child who is not 
vaccinated be fined unless they demonstrate proof of immunity or that immunization is not 
medically appropriate 
 
At the hearing, held on September 25, 2019, Respondent was represented by his attorney.  
Petitioner was represented by its general counsel, another DOHMH attorney, and a DOHMH 
physician.  The IO did not appear.3  Petitioner relied on the summons and the DOHMH 
physician’s testimony and knowledge of its records.  The parties agreed that all the arguments 
made and evidence submitted in the hearing previously held for Docket No. 30198-19L0 were to 
be incorporated in this hearing, including the Commissioner’s Order and the BOH Resolution.  
Respondent did not deny the essential facts of the summons, specifically that an emergency 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,4 and 
that the child was not vaccinated.  Petitioner added that the subject child in this case was five 
years old.  In the prior hearing, Respondent argued that the Order had already expired on the date 
of the summons and that Respondent could not be charged with violating an expired Order. 
Respondent argued that because the BOH Resolution had terms that differed from the Order,5 
and the Resolution did not specifically state that it was continuing the expiring Order, the Order 
was not continued.  In addition, Respondent argued that Petitioner did not establish that it was 
medically appropriate for the subject child to be vaccinated.  Documents previously offered by 
Respondent regarding the efficacy and safety of the vaccination in general were also 
incorporated in this record.  In this hearing, Respondent added three additional defenses: (1) that 
the parent asserted he never received the summons in the mail; however, Respondent 
acknowledged Petitioner’s affidavit of service, which was taken into evidence without objection; 
(2) that the parent did not have the child vaccinated because an older sibling had had an adverse 
reaction to the MMR vaccination, including loss of hearing and delayed speech, as established by 
the parent’s declaration taken into evidence without objection; and (3) that there was an 
objection on religious grounds.6  
 
Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued the 
Commissioner’s Order in its Resolution by continuing the finding of emergency and the 
requirement to vaccinate.  Petitioner argued that Respondent was also in violation of the 
Resolution, which itself was an order under HC § 3.05, and for which notice was provided in the 
narrative of the summons; and that the Resolution was by its terms effective immediately, that  
is, on the date of issuance.7 Petitioner’s previous submissions included “Frequently Asked 
Questions” regarding the measles vaccine, published along with the Order, and a copy of the 
decision in C.F. v. The New York City Department of Health and Mental Hygiene, denying 
injunctive relief from the Order, claimed on scientific, religious, and moral grounds.8 As to the 
new defenses raised in this hearing, Petitioner asserted that a parent’s belief that a child’s issues 
were related to a vaccination did not mean that they were, nor did it establish a medical 
exemption.  Citing the national standard for recommendations for immunizations set by the 
Advisory Committee on Immunization Practices of the Centers for Disease Control and 
Prevention (CDC), the DOHMH physician testified that any reaction in a household member or 
family member was not a contra-indication and that the parent would have needed to submit 
documentation for a medical exemption.     
 

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician indicated that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live in the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 “MMR” stands for Measles, Mumps, Rubella. 
7 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue an 
earlier argument challenging a summons that was issued during the publication period.  
8 See 2019 NY Slip Op 31047 (April 18, 2019). 
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In the decision, the hearing officer sustained the violation, finding that the Commissioner 
declared, and the Board resolved, that a public health emergency existed pursuant to HC § 3.01; 
that the Commissioner by her Order, and the Board by its Resolution, directed that persons six 
months of age or older who live, work or reside in the specified ZIP codes be vaccinated against 
measles, demonstrate immunity to measles, or show proof of an acceptable medical exception.  
The hearing officer rejected Respondent’s argument that the Order had expired when the 
summons was written, finding that the BOH, by its Resolution of April 17, 2019, had continued 
the Commissioner’s exercise of emergency authority, which operated to continue the validity of 
the Order.  The hearing officer found that Respondent’s Constitutional and scientific arguments 
were beyond the scope of the hearing.  He credited Petitioner’s affidavit of service and found 
that the summons was properly mailed to Respondent’s address.  He found that Respondent’s 
evidence had not established a medical exemption for the child, and that Respondent had failed 
to provide a defense to the allegations. 
                                                                        
On appeal, Respondent repeats the arguments raised in the hearing relevant to this and other 
cases regarding compliance with the emergency Order to vaccinate against measles, and the 
specific argument in this case that service of the summons was not proper.9  In addition, 
Respondent argues that he did not have a full and fair hearing because he could not cross-
examine the IO to establish whether the MMR vaccine was medically appropriate for the child 
and because the hearing officer did not allow a reasonable cross-examination of Petitioner’s 
expert.  Finally, Respondent argues that the summons should be dismissed because the hearing 
officer’s decision lacked a rational basis; in the interests of justice pursuant to § 1049 of the 
NYCC, found in Chapter 45-A; and on NYS and United States Constitutional grounds.    
 
In response, Petitioner argues that the hearing officer’s finding was correct that the Order of 
April 9, 2019, was continued by the BOH Resolution dated April 17, 2019, citing the Tribunal’s 
decision in DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20, 2019).  Petitioner argues 
that HC § 3.01(d) allows the Board to continue the Order as is, but that the Board’s powers are 
not limited to continuing or rescinding the Order.  Petitioner argues that the Resolution continued 
the Commissioner’s exercise of power asserted in the Order since the Resolution repeats the 
main directive of the Order, which is that people living in the named ZIP codes shall be 
vaccinated unless they can demonstrate immunity or a medical exemption.  Petitioner asserts that 
Respondent was in violation whether the language of the Order or the language of the Resolution 
is applied.  Petitioner argues that even if it is found that the Resolution was not in effect until 
completion of publication, the Resolution “is a continuation of the Commissioner’s Order and 
therefore on the date of the occurrence alleged, April 21, 2019, Respondent was in violation of 
both the Order and the Resolution continuing the Order.”  Petitioner argues that the summons 
provided adequate notice of the charges pursuant to § 6-08(c)(2) and (3) of OATH rules, found 
in 48 RCNY, and that the hearing officer did not deprive Respondent of a full and fair hearing by 
declining to order that the IO testify, as the presence of the DOHMH physician, who had 
knowledge of the records, was sufficient.                                                                          
 

ISSUES ON APPEAL 

                                                            
9 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New York 
City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
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The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 
hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  

 

APPLICABLE LAW 

HC § 3.05(a) provides as follows:  “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 
 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power. . . .  
 

Code § 17-148(c) provides in pertinent part as follows: 
 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 

 
 
ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 

.  .  .  .  . 
   

 IT IS FURTHER ORDERED that the parent or guardian of any child older than 
six months of age who lives, works or resides within [four specified ZIP codes] and 
who has not received the MMR vaccine within forty eight (48) hours of this order being 
signed by me shall cause such child to be vaccinated against measles unless such parent 
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or guardian can demonstrate that the child has immunity to the disease or document that 
he or she should be medically exempt from this requirement. 

.  .  .  .  . 
 
48 RCNY § 6-12(a) provides as follows: 
 

Burden of Proof.  The Petitioner has the burden of proving the factual allegations in the 
summons by a preponderance of the evidence.  The Respondent has the burden of 
proving an affirmative defense, if any, by a preponderance of the evidence.   
 
 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision.   
 
The hearing officer credited the testimony and allegations contained in the summons and found 
they supported a violation of the section cited.  The Tribunal generally defers to the hearing 
officer’s credibility determinations and finds no reason not to do so here.  See NYC v. Michele 

Radolovic, Appeal No. 44124 (January 18, 2007).  The essential facts were not denied.  Pursuant 
to HC § 3.01(d), an Order of the Commissioner of Health was signed on April 9, 20019, 
requiring that the parent or guardian of any child older than six months, who was living in the 
designated  ZIP codes in Brooklyn and who was not vaccinated against measles, have the child 
vaccinated within 48 hours unless the parent or guardian could demonstrate that the child had 
immunity or could document that the child should be medically exempt.  The Order was signed 
on April 9, 2019, and was enforceable as of April 11, 2019,  and remained in effect at least until 
the BOH met on April 17, 2019.   Respondent argues that the summons must be dismissed 
because it was issued after the Order had expired.  That is not correct.  The summons was based 
on an examination of Petitioner’s records that took place on June 12, 2019.  That examination 
provided uncontroverted evidence that the child had never been vaccinated, a fact that was 
admitted, and therefore was not vaccinated during the forty-eight hours specified in the Order.   
As the BOH did not rescind or disavow the Order, the Tribunal finds that Petitioner’s authority 
to issue a summons for failure to comply during the specified period was not limited by the 
expiration date of the Order.  In fact, a summons for a violation that took place during the 
specified period could have been issued after that period even if the child had subsequently been 
vaccinated.10   
 
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.11 There is no 
evidence in this record to show that Respondent offered proof of immunity or documentation, 

                                                            
10 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY § 6-08(c)(2), in part 
because it did not inform Respondent of which order he or she was alleged to have violated.  The summons was 
clear in alleging that there was a violation of the April 9, 2019, Commissioner’s Order,  and the Tribunal finds that 
the facts alleged in support of that charge satisfy the notice requirements of 48 RCNY S 6-08(c). 
11 See DCA V. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement).   
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such as a doctor’s note, that  that vaccination was medically inappropriate specifically for this 
child.  It was not error for the hearing officer to credit the DOHMH physician’s position that an 
adverse reaction by a sibling did not establish a medical exemption for the subject child.  In 
addition, the Tribunal finds that the hearing officer’s ruling that the IO’s appearance was not 
necessary for a fair hearing was reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.12 Respondent did not offer proof to contest any of the 
essential facts alleged, and the DOHMH physician, who was available to testify, had personal 
knowledge of the same vaccination records examined by the IO.  As to Respondent’s request for 
dismissal in the interests of justice pursuant to NYCC § 1049, Petitioner is correct that that 
provision is not applicable to violations of HC § 3.05.  It is also noted that Respondent concedes 
on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.   
 
In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge.     
 
Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to 
comply with the Commissioner’s Order in violation of HC § 3.05.  
 
By: OATH Hearings Division Appeals Unit 

                                                            
12

See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994). (there is a limited, due process right to cross-examination in 
administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and where there 
were no claims of any defects or reliability issues with the test). 
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 Appeal No. 30304-19L0                DOHMH v. J. Doe1                              April 24, 2020 

                       
APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
September 25, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated 
against measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s 
decision is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal 
finds as follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30304-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, on May 13, 2019, the issuing officer (IO) affirmed reviewing the records of 
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on May 10, 2019, and 
observing that Petitioner’s Citywide Immunization Registry (CIR), which collects immunization 
records for all children receiving vaccines in New York City and which is required to be updated 
by medical providers, had no record of measles immunization for Respondent’s child, who was 
at least six months old and resided at a stated address in Brooklyn.  The summons alleged that 
Respondent’s failure to vaccinate the child was in violation of a Commissioner’s Order, which 
was issued on April 9, 2019, pursuant to Article 3 of the HC, in response to a public health 
emergency, and which ordered that all persons who live, work or attend school within certain 
specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the 
Order.  The summons stated that the Order was to remain in effect until the next meeting of the 
New York City Board of Health (BOH) scheduled for April 17, 2019, “at which time it may be 
continued or rescinded by the Board.”  The summons further alleged that on April 17, 2019, the 
BOH  approved a resolution (Resolution) continuing the public health emergency and 
vaccination requirement and providing that the parent and/or guardian of a child who is not 
vaccinated be fined unless they demonstrate proof of immunity or that immunization is not 
medically appropriate the Board.”  The summons further alleged that on April 17, 2019, the 
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination 
requirement.   
 
At the hearing, held on September 25, 2019, Respondent was represented by her attorney.  Petitioner was 
represented by its general counsel, another DOHMH attorney, and a DOHMH physician.  The IO did not 
appear.3  Petitioner relied on the summons and the DOHMH physician’s testimony and knowledge of its 
records.  The parties agreed that all the arguments made and evidence submitted in the hearing previously 
                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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held for Docket No. 30198-19L0 were to be incorporated in this hearing, including the Commissioner’s 
Order and the BOH Resolution.  Respondent did not deny the essential facts of the summons, specifically 
that an emergency Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP 
codes,4 and that the child was not vaccinated.  In the prior hearing, Respondent argued that the Order had 
already expired on the date of the summons and Respondent could not be charged with violating an expired 
Order.  Respondent argued that because the BOH Resolution had terms that differed from the Order,5 and 
because the Resolution did not specifically state that it was continuing the expiring Order, the Order was not 
continued.  Respondent further argued that although Petitioner could have charged a violation of the BOH 
Resolution, in fact the charging language was only for the Order.  In addition, Respondent argued that 
Petitioner did not establish that it was medically appropriate for the subject child to be vaccinated.  
Documents previously offered by Respondent regarding the efficacy and safety of the vaccination in general 
were also incorporated in this record.  For this hearing, Respondent asked that the summons be dismissed 
because it was served in person after 11:00 P.M., which Respondent argued was improper.  In addition, 
Respondent argued that the measles vaccine was not licensed for children under 12 months of age, and 
submitted declarations that the child’s sibling previously suffered from moderate to severe adverse vaccine 
reaction and that the parent has a religious objection to the vaccination.6 The declarations were taken into 
evidence without objection.   
 

Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued the  
Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.   
Petitioner argued that Respondent was in violation of the Resolution, which itself constituted an 
order under HC § 3.05, for which notice was provided in the narrative of the summons; and that 
the Resolution was by its terms effective immediately, that is, on the date of issuance.7 
Petitioner’s previous submissions, incorporated here, included “Frequently Asked Questions” 
regarding the measles vaccine, published along with the Order, and a copy of the decision in C.F. 

v. The New York City Department of Health and Mental Hygiene, denying injunctive relief from 
the Order, claimed on scientific, religious, and moral grounds.8 The DOHMH doctor testified 
that the Advisory Committee on Immunization Practices,9 which sets the national standards for 
vaccination, states that during an outbreak, MMR vaccine may be used for children ages six to 
eleven months and recommends vaccinating children in that age group prior to international 
travel.10 She testified that the Advisory Committee does not consider reactions in siblings to be a 

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live within the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 In the audio record, these declarations are referred to as affidavits, but the record does not show that they were 
sworn to. 
7 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue its 
earlier argument challenging a summons that was issued during the publication period.  
8 See 2019 NY Slip Op 31047 (April 18, 2019). 
9 As noted in an earlier hearing, the DOHMH doctor was referring to a committee of the Centers for Disease Control 
and Prevention (CDC). 
10 “MMR” stands for Measles, Mumps, Rubella. 
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contraindication, and pointed out that the parent did not submit documentation of a medical 
exemption for the child.  Petitioner’s counsel also noted that the claim for religious exemption is 
not a legal defense.   
 
In the decision, the hearing officer reviewed the arguments of the parties and found that the 
BOH, by its April 17, 2019, Resolution, continued the Commissioner’s exercise of emergency 
authority, which operated to continue the validity of the Commissioner’s Order of April 9, 2019.    
He noted the record made and evidence previously submitted on Constitutional and scientific 
arguments and found that they were beyond the scope of the hearing.  He credited the testimony 
of the DOHMH physician that an adverse reaction to the MMR vaccine suffered by a sibling is 
not a medical justification to withhold the vaccine, and that a medical exemption was not 
established because Respondent did not provide a doctor’s note.  He also found that a religious 
objection was not a valid defense to the charge.  The hearing officer rejected Respondent’s 
assertion that service was improper because it was made at 11:15 P.M. as Respondent could not 
cite any regulation or case law to support that argument.  He credited the allegations contained in 
the summons and found that they support a violation of the cited section of law. He found that 
Respondent had failed to provide a defense and sustained the charge.  
                                                                        

On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0 
relevant to this and other cases regarding compliance with the emergency Order to vaccinate 
against measles.11  Respondent argues that she did not have a full and fair hearing because she 
could not cross-examine the IO to establish whether the MMR vaccine was medically 
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner’s expert.  Respondent argues that the summons should be dismissed 
because the hearing officer’s decision lacked a rational basis; in the interests of justice pursuant 
to New York City Charter (NYCC) § 1049, found in Chapter 45-A; and on New York State and 
United States Constitutional grounds, which in this case would include Respondent’s objections 
on religious grounds.                                                                                                                           
 
Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0. 
Petitioner asserts that the hearing officer was correct in finding that the Order of April 9, 2019, 
was continued by the BOH Resolution, citing the Tribunal’s decision in DOHMH v. J. Doe, 
Appeal No. 30329-19L0 (December 20, 2019).  Petitioner argues that while HC § 3.01(d) allows 
the BOH to continue the Order as is, it does not limit BOH action to continuing or rescinding the 
Order.  Petitioner repeats the argument that the Resolution continued the Commissioner’s 
exercise of power as it repeats the Order’s main directive, that people living in the specified ZIP 
codes be vaccinated unless they can demonstrate immunity or a medical exemption.  Petitioner 
asserts that Respondent was in violation whether the language of the Order or the language of the 
Resolution is applied.  Petitioner argues that the summons provided adequate notice of the 
charges pursuant to §§ 6-08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the 
hearing officer did not deprive Respondent of a full and fair hearing by declining to order that 
the IO testify, as the presence of the DOHMH physician, who had knowledge of the records, was 
sufficient.                                                                          
 

                                                            
11 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New 
York City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
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ISSUES ON APPEAL 

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 

hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  
 

APPLICABLE LAW 

HC § 3.05(a) provides as follows: “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power.   
 

Code § 17-148(c) provides in pertinent part as follows: 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 
.  .  .  .  . 

   
 IT IS FURTHER ORDERED that the parent or guardian of any child older than 
six months of age who lives, works or resides within [four specified ZIP codes] and 
who  has not received the MMR vaccine within forty eight (48) hours of this order 
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being signed by me shall cause such child to be vaccinated against measles unless such 
parent or guardian can demonstrate that the child has immunity to the disease or 
document that he or she should be medically exempt from this requirement. 
 

48 RCNY § 6-12(a) provides as follows: 

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the                             
summons by a preponderance of the evidence.  The Respondent has the burden of 
proving an affirmative defense, if any, by a preponderance of the evidence. 

 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision. 
 
The hearing officer credited the testimony and allegations contained in the summons and found 
that they supported a violation of the cited section of law.  The Tribunal generally defers to the 
hearing officer’s credibility determinations and finds no reason not to do so here.  See NYC v. 

Michele Radolovic, Appeal No. 44124 (January 18, 2007).  The essential facts were not denied.  
Pursuant to HC § 3.01(d), an Order of the Commissioner of Health was signed on April 9, 2019, 
requiring that the parent or guardian of any child older than six months, who was living in the 
designated ZIP codes in Brooklyn, and who was not vaccinated against measles, have the child 
vaccinated within forty-eight hours unless the parent or guardian could demonstrate that the child 
had immunity or could document that the child should be medically exempt.  The Order was 
enforceable as of April 11, 2019, and remained in effect at least until the BOH met on April 17, 
2019.  Respondent argues that the summons must be dismissed because it was issued after April 
17, when the Order expired.  That is not correct.  The summons was based on an examination of 
Petitioner’s records that took place on May 10, 2019.  That examination provided uncontroverted 
evidence that the child was not vaccinated as of the inspection date, thereby also establishing that 
the child had not been vaccinated during the 48 hours specified in the Order.  As the BOH did 
not rescind or disavow the Order, the Tribunal finds that Petitioner’s authority to issue a 
summons for failure to comply during the specified period was not limited by any subsequent 
expiration date of the Order.  In fact, a summons for a violation that took place during the 
specified period could have been issued after that period even if the child had subsequently been 
vaccinated.12 
 
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.13 There is no 
evidence in the record to show that Respondent offered any such proof of immunity or 
documentation, such as a doctor’s note, that vaccination was medically inappropriate specifically 

                                                            
12 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY § 6-08(c)(2), in part 
because it did not inform Respondent of which order he or she was alleged to have violated.  The summons was 
clear I alleging that there was a violation of the April 9, 2019, Commissioner’s Order, and the Tribunal finds that the 
facts alleged in support of that charge satisfy the notice requirements of 48 RCNY § 6-08(c).   
13 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement).   
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for this child.  In addition, the Tribunal finds the hearing officer’s ruling that the IO’s appearance 
was not necessary for a fair hearing to be reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.14  Respondent did not offer proof to contest any of the 
essential facts alleged, and the DOHMH physician, who was available to testify, had personal 
knowledge of the same vaccination records examined by the IO.  As to Respondent’s request for 
dismissal in the interests of justice pursuant to NYCC § 1049, Petitioner is correct that that 
provision is not applicable to violations of HC § 3.05.  It is also noted that Respondent concedes 
on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal. 
 

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge. 
 
Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to  
comply with the Commissioner’s Order in violation of HC § 3.05. 
 

By: OATH Hearings Division Appeals Unit 

                                                            
14 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination in 
administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no 
claims of any defects or reliability issues with the test). 
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 Appeal No. 30378-19L0                DOHMH v. J. Doe1                              April 24, 2020 

                       
APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
September 25, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated 
against measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s 
decision is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal 
finds as follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30378-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, the issuing officer (IO) affirmed reviewing the records of Petitioner, the 
Department of Health and Mental Hygiene (DOHMH), on June 4, 2019, and observing that 
Petitioner’s Citywide Immunization Registry (CIR), which collects immunization records for all 
children receiving vaccines in New York City and which is required to be updated by medical 
providers, had no record of measles immunization for Respondent’s child, who was at least six 
months old and resided at a stated address in Brooklyn.  The summons alleged that Respondent’s 
failure to vaccinate the child was in violation of a Commissioner’s Order, which was issued on 
April 9, 2019, pursuant to Article 3 of the HC, in response to a public health emergency, and                               
which ordered that all persons who live, work or attend school within certain specified ZIP codes 
in Brooklyn be vaccinated against measles within forty-eight hours of the Order.  The summons 
stated that the Order was to remain in effect until the next meeting of the New York City Board 
of Health (BOH) scheduled for April 17, 2019, “at which time it may be continued or rescinded 
by the Board.” The summons further alleged that on April 17, 2019, the BOH approved a 
resolution (Resolution) continuing the public health emergency and vaccination requirement and 
providing that the parent and/or guardian of a child who is not vaccinated be fined unless they 
demonstrate proof of immunity or that immunization is not medically appropriate.  
 
At the hearing, held on September 25, 2019, Respondent was represented by her attorney.  Petitioner was 
represented by its general counsel, another DOHMH attorney, and a DOHMH physician.  The IO did not 
appear.3  Petitioner relied on the summons and the DOHMH physician’s testimony and knowledge of its 
records.  The parties agreed that the arguments made and evidence submitted in the hearing previously held 
for Docket No. 30198-19L0 were to be incorporated in this hearing, including the Commissioner’s Order 
and the BOH Resolution.  Respondent did not deny the essential facts of the summons, specifically that an 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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emergency Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,4 and 
that the child was not vaccinated.  In the prior hearing, Respondent argued that the Order had already 
expired on the date of the summons and Respondent could not be charged with violating an expired Order. 
Respondent argued that because the BOH Resolution had terms that differed from the Order,5 and because 
the Resolution did not specifically state that it was continuing the expiring Order, the Order was not 
continued.  Respondent further argued that although Petitioner could have charged a violation of the BOH 
Resolution, in fact the charging language was only for the Order.  In addition, Respondent argued that 
Petitioner did not establish that it was medically appropriate for the subject child to be vaccinated.  
Documents previously offered by Respondent regarding the efficacy and safety of the vaccination in general 
were also incorporated in this record.  In this hearing, Respondent submitted a declaration from the child’s 
father that on June 4, 2019, the date the summons was issued, the child had a moderate, acute illness, and a 
second declaration that, based on witnessing “two vaccine injuries,” he believed that the vaccination was 
against his religious belief  because “[w]e are forbidden to take any drug or do anything that can cause us 
harm.”  The declarations were taken into evidence without objection.   
 

Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued the  
Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.   
Petitioner argued that Respondent was also in violation of the Resolution, which itself 
constituted an order under HC § 3.05 for which notice was provided in the narrative of the 
summons; and that the Resolution was by its terms effective immediately, that is, on the date of 
issuance.6 Petitioner’s previous submissions, incorporated here, included “Frequently Asked 
Questions” regarding the measles vaccine, published along with the Order, and a copy of the 
decision in C.F. v. The New York City Department of Health and Mental Hygiene,7 denying 
injunctive relief from the Order, claimed on scientific, religious, and moral grounds.  Petitioner 
argued that a religious objection was not a defense to the Order.  Petitioner also noted that the 
subject child was five years old.      
 
In the decision, the hearing officer reviewed the arguments of the parties and found that the 
BOH, by its April 17, 2019, Resolution continued the Commissioner’s exercise of emergency 
authority, which operated to continue the validity of the Commissioner’s Order of April 9, 2019.    
He noted the record made and evidence previously submitted on Constitutional and scientific 
arguments and found that those issues were beyond the scope of the hearing.  The hearing officer 
found that without a doctor’s note to support the “vague description” of the child’s illness, 
Respondent had failed to prove a medical exemption on the date of issuance.  In addition, he 

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live within the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue its 
earlier argument challenging a summons that was issued during the publication period.  
7 See 2019 NY Slip Op 31047 (April 18, 2019). 
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found that Respondent’s declaration of religious objection was not a valid defense.  He credited 
Petitioner’s allegations and found that the Respondent’s evidence did not provide a defense.                                
                                                                        

On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0 
relevant to this and other cases regarding compliance with the emergency Order to vaccinate 
against measles.8  Respondent argues that she did not have a full and fair hearing because she 
could not cross-examine the IO to establish whether the MMR vaccine was medically 
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner’s expert.9  Respondent argues that the summons should be dismissed 
because the hearing officer’s decision lacked a rational basis; in the interests of justice pursuant 
to New York City Charter (NYCC) § 1049, found in Chapter 45-A; and on New York State and 
United States Constitutional grounds, which include religious objections.                                                                
 
Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0. 
Petitioner asserts that the hearing officer was correct that the Order of April 9, 2019, was 
continued by the BOH Resolution, citing the Tribunal’s decision in DOHMH v. J. Doe, Appeal 
No. 30329-19L0 (December 20, 2019).  Petitioner argues that HC § 3.01(d) allows the BOH to 
continue the Order as is, but does not limit BOH action to continuing or rescinding the Order.  
Petitioner repeats the argument that the Resolution continued the Commissioner’s exercise of 
power, as it repeats the Order’s main directive, that people living in the specified ZIP codes be 
vaccinated unless they can demonstrate immunity or a medical exemption.  Petitioner asserts that 
Respondent was in violation whether the language of the Order or the language of the Resolution 
is applied.  Petitioner argues that the summons provided adequate notice of the charges pursuant 
to §§ 6-08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not 
deprive Respondent of a full and fair hearing by declining to order that the IO testify, as the 
presence of the DOHMH physician, who had knowledge of the records, was sufficient.                                        
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 

hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  
 

APPLICABLE LAW 

HC § 3.05(a) provides as follows: “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 

                                                            
8 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New York 
City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
9 “MMR” stands for Measles, Mumps, Rubella. 
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and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power.   
 

Code § 17-148(c) provides in pertinent part as follows: 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 
.  .  .  .  . 

 IT IS FURTHER ORDERED that the parent or guardian of any child older than 
six months of age who lives, works or resides within [four specified ZIP codes] and 
who has not received the MMR vaccine within forty eight (48) hours of this order being 
signed by me shall cause such child to be vaccinated against measles unless such parent 
or guardian can demonstrate that the child has immunity to the disease or document that 
he or she should be medically exempt from this requirement. 

.  .  .  .  . 
48 RCNY § 6-12(a) provides as follows: 

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the                             
summons by a preponderance of the evidence.  The Respondent has the burden of 
proving an affirmative defense, if any, by a preponderance of the evidence. 

 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision. 
 
The hearing officer credited the allegations contained in the summons and found they supported 
a violation of the section cited.  The Tribunal generally defers to the hearing officer’s credibility 
determinations and finds no reason not to do so here.  See NYC v. Michele Radolovic, Appeal 
No. 44124 (January 18, 2007).  The essential facts were not denied.  Pursuant to HC § 3.01(d), 
an Order of the Commissioner of Health was signed on April 9, 2019, requiring that the parent or 
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guardian of any child older than six months, who was living in the designated ZIP codes in 
Brooklyn and who was not vaccinated against measles, have the child vaccinated within forty-
eight hours unless the parent or guardian could demonstrate that the child had immunity or could 
document that the child should be medically exempt.  The Order was enforceable as of April 11, 
2019, and remained in effect at least until the BOH met on April 17, 2019.  Respondent argues 
that the summons must be dismissed because it was issued after the Order expired.  That is not 
correct.  The summons was based on an examination of Petitioner’s records that took place on 
June 4, 2019.  That examination provided uncontroverted evidence that the child was not 
vaccinated as of the inspection date, thereby also establishing that the child had not been 
vaccinated during the 48 hours specified in the Order.  As the BOH did not rescind or disavow 
the Order, the Tribunal finds that Petitioner’s authority to issue a summons for failure to comply 
during the specified period was not limited by any subsequent expiration date of the Order.  In 
fact, a summons for a violation that took place during the specified period could have been 
issued after that period even if the child had subsequently been vaccinated.10 
 
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.11 There is no 
evidence in the record to show that Respondent offered any such proof of immunity or 
documentation, such as a doctor’s note, that vaccination was medically inappropriate specifically 
for this child.  Even if the child was ill on the day the summons was issued, the violation was 
established by the failure to vaccinate during the time specified in the Order.  In addition, the 

Tribunal finds the hearing officer’s ruling that the IO’s appearance was not necessary for a fair 
hearing to be reasonable.  Parties have only a limited right to cross-examination in administrative 

hearings.12  Respondent did not offer proof to contest any of the essential facts alleged, and the 
DOHMH physician, who was available to testify, had personal knowledge of the same 
vaccination records examined by the IO.  As to Respondent’s request for dismissal in the 
interests of justice pursuant to NYCC § 1049, Petitioner is correct that that provision is not 
applicable to violations of HC § 3.05.  It is also noted that Respondent concedes on appeal that 
the Constitutional objections it raises are beyond the jurisdiction of the Tribunal. 
 

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge. 

                                                            
10 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY § 6-08(c)(2), in part 
because it did not inform Respondent of which order he or she was alleged to have violated.  The summons was 
clear in alleging that there was a violation of the April 9, 2019, Commissioner’s Order, and the Tribunal finds that 
the facts alleged in support of that charge satisfy the notice requirements of 48 RCNY § 6-08(c). 
11 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement).   
12 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination in 
administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no 
claims of any defects or reliability issues with the test). 
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Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to  
comply with the Commissioner’s Order in violation of HC § 3.05. 
 
By: OATH Hearings Division Appeals Unit  
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 Appeal No. 30328-19L0                DOHMH v. J. Doe1                              April 24, 2020 

                       
APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
September 25, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated 
against measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s 
decision is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal 
finds as follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30328-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, on May 23, 2019, the issuing officer (IO) affirmed reviewing the records of 
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on May 22, 2019, and 
observing that Petitioner’s Citywide Immunization Registry (CIR), which collects immunization 
records for all children receiving vaccines in New York City and which is required to be updated 
by medical providers, had no record of measles immunization for Respondent’s child, who was 
at least six months old and resided at a stated address in Brooklyn.  The summons alleged that 
Respondent’s failure to vaccinate the child was in violation of a Commissioner’s Order, which 
was issued on April 9, 2019, pursuant to Article 3 of the HC, in response to a public health                                  
emergency, and which ordered that all persons who live, work or attend school within certain 
specified ZIP codes in Brooklyn be vaccinated against measles withing forty-eight hours of the 
Order.  The summons stated that the Order was to remain in effect until the next meeting of the 
New York City Board of Health (BOH) scheduled for April 17, 2019, “at which time it may be 
continued or rescinded by the Board.”  The summons further alleged that on April 17, 2019, the 
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination 
requirement and providing that the parent and/or guardian of a child who is not vaccinated be 
fined unless they demonstrate proof of immunity or that immunization is not medically 
appropriate.  
 
At the hearing, held on September 25, 2019, Respondent was represented by her attorney.  Petitioner was 
represented by its general counsel, another DOHMH attorney, and a DOHMH physician.  The IO did not 
appear.3  Petitioner relied on the summons and the DOHMH physician’s testimony and knowledge of its 
records.  The parties agreed that the arguments made and evidence submitted in the hearing previously held 
for Docket No. 30198-19L0 were to be incorporated in this hearing, including the Commissioner’s Order 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing.   
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and the BOH Resolution.  Respondent did not deny the essential facts of the summons, specifically that an 
emergency Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,4 and 
that the child was not vaccinated.  In the prior hearing, Respondent argued that the Order had already 
expired on the date of the summons and Respondent could not be charged with violating an expired Order.   
Respondent argued that because the BOH Resolution had terms that differed from the Order,5 and because 
the Resolution did not specifically state that it was continuing the expiring Order, the Order was not 
continued.  Respondent further argued that although Petitioner could have charged a violation of the BOH 
Resolution, in fact the charging language was only for the Order.  In addition, Respondent argued that 
Petitioner did not establish that it was medically appropriate for the subject child to be vaccinated.  
Documents previously offered by Respondent regarding the efficacy and safety of the vaccination in general 
were also incorporated in this record.  In this hearing, and in several earlier hearings, Respondent asserted 
that the vaccine was not licensed for children under one year of age, and in this hearing noted that although 
Petitioner follows a recommendation that the vaccine be given during a measles outbreak, such use is not 
mandated.  Respondent submitted the parent’s declaration of a religious objection to the vaccine.6  In 
addition, Respondent submitted a notarized statement that she did not receive the summons in the mail 
although she admitted that it was posted on the door.  These declarations were taken into evidence without 
objection.   
 

Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued the  
Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate. 
Petitioner argued that Respondent was also in violation of the Resolution, which itself 
constituted an order under HC § 3.05, and for which for notice was provided in the narrative of 
the summons; and that the Resolution was by its terms effective immediately, that is, on the date 
of issuance.7 Petitioner’s previous submissions, incorporated here, included “Frequently Asked 
Questions” regarding the measles vaccine, published along with the Order, and a copy of the 
decision in C.F. v. The New York City Department of Health and Mental Hygiene,8 denying 
injunctive relief from the Order, claimed on scientific, religious, and moral grounds. The 
DOHMH doctor testified that the Advisory Committee on Immunization Practices,9 which sets 
the national standards for vaccination, recommends that the vaccine be given to children age six 
to twelve months in an outbreak setting and routinely prior to international travel.  As to the 
argument for a religious exemption, Petitioner noted that a religious objection was not a defense 

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live within the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 Respondent asserted that her religion did not permit putting foreign substances into the body and, in addition, that 
this vaccine derived from a non-kosher species. 
7 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue its 
earlier argument challenging a summons that was issued during the publication period.  
8 See 2019 NY Slip Op 31047 (April 18, 2019). 
9 As noted in an earlier hearing, the DOHMH doctor was referring to a committee of the Centers for Disease Control 
and Prevention (CDC). 
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to the Order, and as to service of the summons, Petitioner provided a copy of the deputy sheriff’s 
affidavit of mailing.   
 
In the decision, the hearing officer reviewed the arguments of the parties and found that the 
BOH, by its April 17, 2019, Resolution continued the Commissioner’s exercise of emergency 
authority, which operated to continue the validity of the Commissioner’s Order of April 9, 2019.    
He noted the record made and evidence previously submitted on Constitutional and scientific 
arguments and found that they were beyond the scope of the hearing.  He noted and credited the 
testimony of the DOHMH physician that in emergency/outbreak situations, an MMR vaccine is 
appropriate for a child between six and twelve months.10  He credited Petitioner’s certificate of 
service and found that the summons was properly mailed to Respondent’s address.  In addition, 
he found that a religious objection was not a valid defense to the charge.  The hearing officer 
found that the allegations in the summons supported a violation of the cited section of law and 
that Respondent’s evidence did not provide a defense to the allegations. 
 
On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0 
relevant to this and other cases regarding compliance with the emergency Order to vaccinate 
against measles.11  Respondent argues that she did not have a full and fair hearing because she 
could not cross-examine the IO to establish whether the MMR vaccine was medically 
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner’s expert.   Respondent argues that the summons should be dismissed 
because the hearing officer’s decision lacked a rational basis; in the interests of justice pursuant 
to New York City Charter (NYCC) § 1049, found in Chapter 45-A; and on New York State and 
United States Constitutional grounds, which include religious objections.                                                                
 
Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0. 
Petitioner asserts that the hearing officer was correct that the Order of April 9, 2019, was 
continued by the BOH Resolution, citing the Tribunal’s decision in DOHMH v. J. Doe, Appeal 
No. 30329-19L0 (December 20, 2019).  Petitioner argues that HC § 3.01(d) allows the BOH to 
continue the Order as is, but does not limit BOH action to continuing or rescinding the Order.  
Petitioner repeats the argument that the Resolution continued the Commissioner’s exercise of 
power, as it repeats the Order’s main directive, that people living in the specified ZIP codes be 
vaccinated unless they can demonstrate immunity or a medical exemption.  Petitioner asserts that 
Respondent was in violation whether the language of the Order or the language of the Resolution 
is applied.  Petitioner argues that the summons provided adequate notice of the charges pursuant 
to §§ 6-08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not 
deprive Respondent of a full and fair hearing by declining to order that the IO testify, as the 
presence of the DOHMH physician, who had knowledge of the records, was sufficient.                                        
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 

                                                            
10 “MMR” stands for Measles, Mumps, Rubella. 
11 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New 

York City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
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hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  
 

APPLICABLE LAW 

HC § 3.05(a) provides as follows: “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power.   
 

Code § 17-148(c) provides in pertinent part as follows: 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 
.  .  .  .  . 

   IT IS FURTHER ORDERED that the parent or guardian of any child older than six 
months of age who lives, works or resides within [four specified ZIP codes] and who has not 
received the MMR vaccine within forty eight (48) hours of this order being signed by me shall 
cause such child to be vaccinated against measles unless such parent or guardian can demonstrate 
that the child has immunity to the disease or document that he or she should be medically exempt 
from this requirement. 

.  .  .  .  . 
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48 RCNY § 6-12(a) provides as follows: 

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the                             
summons by a preponderance of the evidence.  The Respondent has the burden of 
proving an affirmative defense, if any, by a preponderance of the evidence. 

 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision. 
 
The hearing officer credited the testimony and allegations contained in the summons and found 
they supported a violation of the section cited.  The Tribunal generally defers to the hearing 
officer’s credibility determinations and finds no reason not to do so here.  See NYC v. Michele 

Radolovic, Appeal No. 44124 (January 18, 2007).  The essential facts were not denied.  Pursuant 
to HC § 3.01(d), an Order of the Commissioner of Health was signed on April 9, 2019, requiring 
that the parent or guardian of any child older than six months, who was living in the designated 
ZIP codes in Brooklyn and who was not vaccinated against measles, have the child vaccinated 
within forty-eight hours unless the parent or guardian could demonstrate that the child had 
immunity or could document that the child should be medically exempt.  The Order was 
enforceable as of April 11, 2019, and remained in effect at least until the BOH met on April 17, 
2019.  Respondent argues that the summons must be dismissed because it was issued after the 
Order expired.  That is not correct.  The summons was based on an examination of Petitioner’s 
records that took place on May 22, 2019.  That examination provided uncontroverted evidence 
that the child was not vaccinated as of the inspection date, thereby also establishing that the child 
had not been vaccinated during the 48 hours specified in the Order.  As the BOH did not rescind 
or disavow the Order, the Tribunal finds that Petitioner’s authority to issue a summons for failure 
to comply during the specified period was not limited by any subsequent expiration date of the 
Order.  In fact, a summons for a violation that took place during the specified period could have 
been issued after that period even if the child had subsequently been vaccinated.12 
 
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.13 There is no 
evidence in the record to show that Respondent offered any such proof of immunity or 
documentation, such as a doctor’s note, that vaccination was medically inappropriate specifically 
for this child.  In addition, the Tribunal finds the hearing officer’s ruling that the IO’s appearance 
was not necessary for a fair hearing to be reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.14  Respondent did not offer proof to contest any of the 

                                                            
12 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY § 6-08(c)(2), in part 
because it did not inform Respondent of which order he or she was alleged to have violated.  The summons was 
clear in alleging that there was a violation of the April 9, 2019, Commissioner’s Order, and the Tribunal finds that 
the facts alleged in support of that charge satisfy the notice requirements of 48 RCNY § 6-08(c). 
13 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement.   
14 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination in 
administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
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essential facts alleged, and the DOHMH physician, who was available to testify, had personal 
knowledge of the same vaccination records examined by the IO.  As to Respondent’s request for 
dismissal in the interests of justice pursuant to NYCC § 1049, Petitioner is correct that that 
provision is not applicable to violations of HC § 3.05.  It is also noted that Respondent concedes 
on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal. 
 

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge. 
 
Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to  
comply with the Commissioner’s Order in violation of HC § 3.05. 
 
By: OATH Hearings Division Appeals Unit 

                                                                                                                                                                                                
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no 
claims of any defects or reliability issues with the test). 
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Appeal No. 30422-19L0                DOHMH v. J. Doe1                              April 24, 2020 
                       

APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
September 25, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated 
against measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s 
decision is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal 
finds as follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30422-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, on June 14, 2019, the issuing officer (IO) affirmed reviewing the records of 
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on June 13, 2019, and 
observing that Petitioner’s Citywide Immunization Registry (CIR), which collects immunization 
records for all children receiving vaccines in New York City and which is required to be updated 
by medical providers, had no record of measles immunization for Respondent’s child, who was 
at least six months old and resided at a stated address in Brooklyn.  The summons alleged that 
Respondent’s failure to vaccinate the child was in violation of a Commissioner’s Order, which 
was issued on April 9, 2019, pursuant to Article 3 of the HC, in response to a public health                                  
emergency, and which ordered that all persons who live, work or attend school within certain 
specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the 
Order.  The summons stated that the Order was to remain in effect until the next meeting of the 
New York City Board of Health (BOH) scheduled for April 17, 2019, “at which time it may be 
continued or rescinded by the Board.” The summons further alleged that on April 17, 2019, the 
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination 
requirement and providing that the parent and/or guardian of a child who is not vaccinated be 
fined unless they demonstrate proof of immunity or that immunization is not medically 
appropriate.  
 
At the hearing, held on September 25, 2019, Respondent was represented by her attorney.  
Petitioner was represented by its general counsel, another DOHMH attorney, and a DOHMH 
physician.  The IO did not appear.3  Petitioner relied on the summons and the DOHMH 
physician’s testimony and knowledge of its records.  The parties agreed that all the arguments 
made and evidence submitted in the hearing previously held for Docket No. 30198-19L0 were to 
be incorporated in this hearing, including the Commissioner’s Order and the BOH Resolution.  
Respondent did not deny the essential facts of the summons, specifically that an emergency 
                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,4 and 
that the child was not vaccinated.  In the prior hearing, Respondent argued that the Order had 
already expired on the date of the summons and Respondent could not be charged with violating 
an expired Order.  Respondent argued that because the BOH Resolution had terms that differed 
from the Order,5 and because the Resolution did not specifically state that it was continuing the 
expiring Order, the Order was not continued.  Respondent further argued that although Petitioner 
could have charged a violation of the BOH Resolution, in fact the charging language was only 
for the Order.  In addition, Respondent argued that Petitioner did not establish that it was 
medically appropriate for the subject child to be vaccinated.  Documents previously offered by 
Respondent regarding the efficacy and safety of the vaccination in general were also 
incorporated in this record.   
 
Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued the  
Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate. 
Petitioner argued that Respondent was also in violation of the Resolution, which itself 
constituted an order under HC § 3.05, and for which notice was provided in the narrative of the 
summons; and that the Resolution was by its terms effective immediately, that is, on the date of 
issuance.6 Petitioner’s previous submissions, incorporated here, included “Frequently Asked 
Questions” regarding the measles vaccine, published along with the Order, and a copy of the 
decision in C.F. v. The New York City Department of Health and Mental Hygiene,7 denying 
injunctive relief from the Order, claimed on scientific, religious, and moral grounds.  
 
In the decision, the hearing officer reviewed the arguments of the parties and found that the 
BOH, by its April 17, 2019, Resolution continued the Commissioner’s exercise of emergency 
authority, which operated to continue the validity of the Commissioner’s Order of April 9, 2019.    
He noted the record made and evidence previously submitted on Constitutional and scientific 
arguments and found that they were beyond the scope of the hearing.  The hearing officer found 
that the allegations in the summons supported a violation of the cited section of law and that 
Respondent’s evidence did not provide a defense to the allegations. 
 
On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0 
relevant to this and other cases regarding compliance with the emergency Order to vaccinate 
against measles.8  Respondent argues that she did not have a full and fair hearing because she 

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live within the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue its 
earlier argument challenging a summons that was issued during the publication period.  
7 See 2019 NY Slip Op 31047 (April 18, 2019). 
8 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New York 
City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).  
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could not cross-examine the IO to establish whether the MMR vaccine was medically 
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner’s expert.9  Respondent argues that the summons should be dismissed 
because the hearing officer’s decision lacked a rational basis; in the interests of justice pursuant 
to New York City Charter (NYCC) § 1049, found in Chapter 45-A; and on New York State and 
United States Constitutional grounds, which include religious objections.                                                                
 
Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0. 
Petitioner asserts that the hearing officer was correct that the Order of April 9, 2019, was 
continued by the BOH Resolution, citing the Tribunal’s decision in DOHMH v. J. Doe, Appeal 
No. 30329-19L0 (December 20, 2019).  Petitioner argues that HC § 3.01(d) allows the BOH to 
continue the Order as is, but does not limit BOH action to continuing or rescinding the Order.  
Petitioner repeats the argument that the Resolution continued the Commissioner’s exercise of 
power, as it repeats the Order’s main directive, that people living in the specified ZIP codes be 
vaccinated unless they can demonstrate immunity or a medical exemption.  Petitioner asserts that 
Respondent was in violation whether the language of the Order or the language of the Resolution 
is applied.  Petitioner argues that the summons provided adequate notice of the charges pursuant 
to §§ 6-08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not 
deprive Respondent of a full and fair hearing by declining to order that the IO testify, as the 
presence of the DOHMH physician, who had knowledge of the records, was sufficient.                                        
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 

hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  
 

APPLICABLE LAW 

HC § 3.05(a) provides as follows: “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 

                                                            
9 “MMR” stands for Measles, Mumps, Rubella. 
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period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power.   
 

Code § 17-148(c) provides in pertinent part as follows: 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 
.  .  .  .  . 

   IT IS FURTHER ORDERED that the parent or guardian of any child older than six 
months of age who lives, works or resides within [four specified ZIP codes] and who has not 
received the MMR vaccine within forty eight (48) hours of this order being signed by me shall 
cause such child to be vaccinated against measles unless such parent or guardian can demonstrate 
that the child has immunity to the disease or document that he or she should be medically exempt 
from this requirement. 

.  .  .  .  . 
48 RCNY § 6-12(a) provides as follows: 

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the                             
summons by a preponderance of the evidence.  The Respondent has the burden of 
proving an affirmative defense, if any, by a preponderance of the evidence. 

 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision. 
 
The hearing officer credited the testimony and allegations contained in the summons and found 
they supported a violation of the section cited.  The Tribunal generally defers to the hearing 
officer’s credibility determinations and finds no reason not to do so here.  See NYC v. Michele 

Radolovic, Appeal No. 44124 (January 18, 2007).  The essential facts were not denied.  Pursuant 
to HC § 3.01(d), an Order of the Commissioner of Health was signed on April 9, 2019, requiring 
that the parent or guardian of any child older than six months, who was living in the designated 
ZIP codes in Brooklyn and who was not vaccinated against measles, have the child vaccinated 
within forty-eight hours unless the parent or guardian could demonstrate that the child had 
immunity or could document that the child should be medically exempt.  The Order was 
enforceable as of April 11, 2019, and remained in effect at least until the BOH met on April 17, 
2019.  Respondent argues that the summons must be dismissed because it was issued after the 
Order expired.  That is not correct.  The summons was based on an examination of Petitioner’s 
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records that took place on June 13, 2019.  That examination provided uncontroverted evidence 
that the child was not vaccinated as of the inspection date, thereby also establishing that the child 
had not been vaccinated during the 48 hours specified in the Order.  As the BOH did not rescind 
or disavow the Order, the Tribunal finds that Petitioner’s authority to issue a summons for failure 
to comply during the specified period was not limited by any subsequent expiration date of the 
Order.  In fact, a summons for a violation that took place during the specified period could have 
been issued after that period even if the child had subsequently been vaccinated.10 
 
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.11 There is no 
evidence in the record to show that Respondent offered any such proof of immunity or 
documentation, such as a doctor’s note, that vaccination was medically inappropriate specifically 
for this child.  In addition, the Tribunal finds the hearing officer’s ruling that the IO’s appearance 
was not necessary for a fair hearing to be reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.12  Respondent did not offer proof to contest any of the 
essential facts alleged, and the DOHMH physician, who was available to testify, had personal 
knowledge of the same vaccination records examined by the IO.  As to Respondent’s request for 
dismissal in the interests of justice pursuant to NYCC § 1049, Petitioner is correct that that 
provision is not applicable to violations of HC § 3.05.  It is also noted that Respondent concedes 
on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal. 
 

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge. 
 
Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to  
comply with the Commissioner’s Order in violation of HC § 3.05. 
 
By: OATH Hearings Division Appeals Unit 

                                                            
10 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY § 6-08(c)(2), in part 
because it did not inform Respondent of which order he or she was alleged to have violated.  The summons was 
clear in alleging that there was a violation of the April 9, 2019, Commissioner’s Order, and the Tribunal finds that 
the facts alleged in support of that charge satisfy the notice requirements of 48 RCNY § 6-08(c). 
11 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement.   
12 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination in 
administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no 
claims of any defects or reliability issues with the test). 
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 Appeal No. 30373-19L0                DOHMH v. J. Doe1                              April 24, 2020 

                       
APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
September 25, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated 
against measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s 
decision is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal 
finds as follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30373-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, the issuing officer (IO) affirmed reviewing the records of Petitioner, the 
Department of Health and Mental Hygiene (DOHMH), on June 4, 2019, and observing that 
Petitioner’s Citywide Immunization Registry (CIR), which collects immunization records for all 
children receiving vaccines in New York City and which is required to be updated by medical 
providers, had no record of measles immunization for Respondent’s child, who was at least six 
months old and resided at a stated address in Brooklyn.  The summons alleged that Respondent’s 
failure to vaccinate the child was in violation of a Commissioner’s Order, which was issued on 
April 9, 2019, pursuant to Article 3 of the HC, in response to a public health emergency, and 
which ordered that all persons who live, work or attend school within certain specified ZIP codes 
in Brooklyn be vaccinated against measles within forty-eight hours of the Order.  The summons 
stated that the Order was to remain in effect until the next meeting of the New York City Board 
of Health (BOH) scheduled for April 17, 2019, “at which time it may be continued or rescinded 
by the Board.”  The summons further alleged that on April 17, 2019, the BOH approved a 
resolution (Resolution) continuing the public health emergency and vaccination requirement and 
providing that the parent and/or guardian of a child who is not vaccinated be fined unless they 
demonstrate proof of immunity or that immunization is not medically appropriate.   
 
At the hearing, held on September 25, 2019, Respondent was represented by his attorney.  Petitioner was 
represented by its general counsel and a DOHMH physician.  The IO did not appear.3  Petitioner relied on 
the summons and the DOHMH physician’s testimony and knowledge of its records.  The parties agreed that  
the arguments made and evidence submitted in the hearing previously held for Docket No. 30198-19L0 
were to be incorporated in this hearing, including the Commissioner’s Order and the BOH Resolution.  
Respondent did not deny the essential facts of the summons, specifically that an emergency Order to 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 10 RECEIVED NYSCEF: 08/24/2020



Appeal No. 30373-19L0               DOHMH v. J. Doe                                      p. 2 of 5 
                      

vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,4 and that the child was not 
vaccinated.  In the prior hearing, Respondent argued that the Order had already expired on the date of the 
summons and Respondent could not be charged with violating an expired Order.  Respondent argued that 
because the BOH Resolution had terms that differed from the Order,5 and because the Resolution did not 
specifically state that it was continuing the expiring Order, the Order was not continued.  In addition, 
Respondent argued that Petitioner did not establish that it was medically appropriate for the subject child to 
be vaccinated.  Documents previously offered by Respondent regarding the efficacy and safety of the 
vaccination in general were also incorporated in this record.  In this hearing, Respondent submitted a copy 
of the parent/guardian statement prepared in connection with his request to the State Education Department 
for religious exemption from immunization.  The statement was taken into evidence without objection.   
 
Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the Commissioner 
of Health authority in an emergency to exercise the BOH’s power to issue an order, which would be 
effective until the next BOH meeting, and that the BOH continued the Order in its Resolution by continuing 
the finding of emergency and the requirement to vaccinate.   Petitioner argued that Respondent was in 
violation of the Resolution, which itself constituted an order under HC § 3.05, for which notice was 
provided in the narrative of the summons; and that the Resolution was by its terms effective immediately, 
that is, on the date of issuance.6 Petitioner’s previous submissions, incorporated here, included “Frequently 
Asked Questions” regarding the measles vaccine, published along with the Order, and a copy of the 
decision in C.F. v. The New York City Department of Health and Mental Hygiene, denying injunctive relief 
from the Order, claimed on scientific, religious, and moral grounds.7 Petitioner’ asserted that a religious 
objection was not a defense to the Order.  Petitioner also noted that the subject child was non years old.    
 
In the decision, the hearing officer reviewed the arguments of the parties and found that the 
BOH, by its April 17, 2019, Resolution, continued the Commissioner’s exercise of emergency 
authority, which operated to continue the validity of the Commissioner’s Order of April 9, 2019.    
He noted the record made and evidence previously submitted on Constitutional and scientific 
arguments and found that they were beyond the scope of the hearing.  In addition, he found that a 
religious objection was snot a valid defense to the charge.  The hearing officer credited the 
allegations contained in the summons and found that they supported a violation of the cited 
section of law and that Respondent’s evidence did not provide a defense to the allegations.  
                                                                        

On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0 
relevant to this and other cases regarding compliance with the emergency Order to vaccinate 
against measles.8  Respondent argues that he did not have a full and fair hearing because he 

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live within the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue its 
earlier argument challenging a summons that was issued during the publication period.  
7 See 2019 NY Slip Op 31047 (April 18, 2019). 
8 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New York 
City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
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could not cross-examine the IO to establish whether the MMR vaccine was medically 
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner’s expert.9  Respondent argues that the summons should be dismissed 
because the hearing officer’s decision lacked a rational basis; in the interests of justice pursuant 
to New York City Charter (NYCC) § 1049, found in Chapter 45-A; and on New York State and 
United States Constitutional grounds, which include religious objections.                                                                                                                          
 
Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0. 
Petitioner asserts that the hearing officer was correct in finding that the Order of April 9, 2019, 
was continued by the BOH Resolution, citing the Tribunal’s decision in DOHMH v. J. Doe, 
Appeal No. 30329-19L0 (December 20, 2019).  Petitioner argues that while HC § 3.01(d) allows 
the BOH to continue the Order as is, it does not limit BOH action to continuing or rescinding the 
Order.  Petitioner repeats the argument that the Resolution continued the Commissioner’s 
exercise of power as it repeats the Order’s main directive, that people living in the specified ZIP 
codes be vaccinated unless they can demonstrate immunity or a medical exemption.  Petitioner 
asserts that Respondent was in violation whether the language of the Order or the language of the 
Resolution is applied.  Petitioner argues that the summons provided adequate notice of the 
charges pursuant to §§ 6-08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the 
hearing officer did not deprive Respondent of a full and fair hearing by declining to order that 
the IO testify, as the presence of the DOHMH physician, who had knowledge of the records, was 
sufficient.                                                                          
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 

hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  
 

APPLICABLE LAW 

HC § 3.05(a) provides as follows: “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 

                                                                                                                                                                                                

 
9 “MMR” stands for Measles, Mumps, Rubella. 
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Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power.   
 

Code § 17-148(c) provides in pertinent part as follows: 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 
.  .  .  .  . 

   
 IT IS FURTHER ORDERED that the parent or guardian of any child older than 
six months of age who lives, works or resides within [four specified ZIP codes] and 
who  has not received the MMR vaccine within forty eight (48) hours of this order 
being signed by me shall cause such child to be vaccinated against measles unless such 
parent or guardian can demonstrate that the child has immunity to the disease or 
document that he or she should be medically exempt from this requirement. 
 

48 RCNY § 6-12(a) provides as follows: 

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the                              
summons by a preponderance of the evidence.  The Respondent has the burden of 
proving an affirmative defense, if any, by a preponderance of the evidence. 

 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision. 
 
The hearing officer credited the testimony and allegations contained in the summons and found 
that they supported a violation of the cited section of law.  The Tribunal generally defers to the 
hearing officer’s credibility determinations and finds no reason not to do so here.  See NYC v. 

Michele Radolovic, Appeal No. 44124 (January 18, 2007).  The essential facts were not denied.  
Pursuant to HC § 3.01(d), an Order of the Commissioner of Health was signed on April 9, 2019, 
requiring that the parent or guardian of any child older than six months, who was living in the 
designated ZIP codes in Brooklyn and who was not vaccinated against measles, have the child 
vaccinated within forty-eight hours unless the parent or guardian could demonstrate that the child 
had immunity or could document that the child should be medically exempt.  The Order was 
enforceable as of April 11, 2019, and remained in effect at least until the BOH met on April 17, 
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2019.  Respondent argues that the summons must be dismissed because it was issued after April 
17, when the Order expired.  That is not correct.  The summons was based on an examination of 
Petitioner’s records that took place on June 4, 2019.  That examination provided uncontroverted 
evidence that the child was not vaccinated as of the inspection date, thereby also establishing that 
the child had not been vaccinated during the 48 hours specified in the Order.  As the BOH did 
not rescind or disavow the Order, the Tribunal finds that Petitioner’s authority to issue a 
summons for failure to comply during the specified period was not limited by any subsequent 
expiration date of the Order.  In fact, a summons for a violation that took place during the 
specified period could have been issued after that period even if the child had subsequently been 
vaccinated.10 
 
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.11 There is no 
evidence in the record to show that Respondent offered any such proof of immunity or 
documentation, such as a doctor’s note, that vaccination was medically inappropriate specifically 
for this child.  In addition, the Tribunal finds the hearing officer’s ruling that the IO’s appearance 
was not necessary for a fair hearing to be reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.12  Respondent did not offer proof to contest any of the 
essential facts alleged, and the DOHMH physician, who was available to testify, had personal 
knowledge of the same vaccination records examined by the IO.  As to Respondent’s request for 
dismissal in the interests of justice pursuant to NYCC § 1049, Petitioner is correct that that 
provision is not applicable to violations of HC § 3.05.  It is also noted that Respondent concedes 
on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal. 
 

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge. 
 
Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to  
comply with the Commissioner’s Order in violation of HC § 3.05. 
 

By: OATH Hearings Division Appeals Unit 

                                                            
10 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY § 6-08(c)(2), in part 
because it did not inform Respondent of which order he or she was alleged to have violated.  The summons was 
clear I alleging that there was a violation of the April 9, 2019, Commissioner’s Order, and the Tribunal finds that the 
facts alleged in support of that charge satisfy the notice requirements of 48 RCNY § 6-08(c).   
11 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement).   
12 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination in 
administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no 
claims of any defects or reliability issues with the test). 
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 Appeal No. 30216-19L0                DOHMH v. J. Doe1                              April 24, 2020 
                       

APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
August 30, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against 
measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s decision 
is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal finds as 
follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30216-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, on May 2, 2019, the issuing officer (IO) affirmed reviewing the records of 
Petitioner the Department of Health and Mental Hygiene (DOHMH), May 1, 2019, and 
observing that Petitioner’s Citywide Immunization Registry (CIR), which collects immunization 
records for all children receiving vaccines in New York City and which is required to be updated 
by medical providers, had no record of measles immunization for Respondent’s child, who was 
at least six months old and resided at a stated address in Brooklyn.  The summons alleged that 
Respondent’s failure to vaccinate the child was in violation of a Commissioner’s Order, which 
was issued on April 9, 2019, pursuant to Article 3 of the HC, in response to a public health 
emergency, and which ordered that all persons who live and work or attend school within certain 
specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the 
Order.  The summons stated that the Order was to remain in effect until the next meeting of the 
New York City Board of Health (BOH) scheduled for April 17, 2019, “at which time it may be 
continued or rescinded by the Board.” The summons further alleged that on April 17, 2019, the 
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination 
requirement and providing that the parent and/or guardian of a child who is not vaccinated be 
fined unless they demonstrate proof of immunity or that immunization is not medically 
appropriate.   
 
At the hearing, held on August 28, 2019, Respondent was represented by her attorney.  Petitioner was 
represented by its general counsel, a DOHMH attorney, and a DOHMH physician.  The IO did not appear.3  
Petitioner relied on the summons and the DOHMH physician’s testimony and knowledge of its records.  
The parties agreed that the arguments made and evidence submitted in the hearing previously held for 
Docket No. 30198-19L0 were to be incorporated in this hearing, including the Commissioner’s Order and 
the BOH Resolution.  Respondent did not deny the essential facts of the summons, specifically that an 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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emergency Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,4 and 
that the child was not vaccinated.  In the prior hearing, Respondent argued that the Order had already 
expired on the date of the summons and Respondent could not be charged with violating an expired Order. 
Respondent argued that because the BOH Resolution had terms that differed from the Order,5 and because 
the Resolution did not specifically state that it was continuing the expiring Order, the Order was not 
continued.  Respondent further argued that Petitioner did not establish that it was medically appropriate for 
the subject child to be vaccinated.  Documents previously offered by Respondent regarding the efficacy and 
safety of the vaccination in general were also incorporated in this record.  Respondent also argued that the 
MMR vaccine was not licensed for children under one year of age.6  For this hearing, Respondent argued 
that the summons should be dismissed for defective service because it was not given to Respondent, but to 
her father at his apartment, located on a different floor from Respondent’s in the same building.  Respondent 
stated that the father told the officer that it was not Respondent’s apartment and the officer replied, “I will 
give it to her.”  Two declarations made by Respondent were taken into evidence, one as to service of the 
summons and one stating that the child was less than one year old.   
 

Petitioner’s arguments, incorporated from the prior hearing, were that HC § 3.01(b) gave the 
Commissioner of Health authority in an emergency to exercise the BOH’s power to issue an 
order, which would be effective until the next BOH meeting, and that the BOH continued the  
Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.   
Petitioner argued that Respondent was also in violation of the Resolution, which itself 
constituted an order under HC § 3.05, and for which notice was provided in the narrative of the 
summons.  Petitioner argued that the Resolution was by its terms effective immediately.7 
Petitioner’s previous submissions, incorporated here, included “Frequently Asked Questions” 
regarding the measles vaccine, published along with the Order, and a copy of the decision in C.F. 

v. The New York City Department of Health and Mental Hygiene, denying injunctive relief from 
the Order, claimed on scientific, religious, and moral grounds.8 The DOHMH doctor stated that 
despite the licensure issue, the Advisory Committee on Immunization Practices,9 which sets the 
national standards, recommends that a dose of MMR vaccine be considered in an outbreak 
setting to children ages six to eleven months, and routinely to that age group prior to 
international travel. As to service of the summons, Petitioner stated that the summons was also 
mailed to Respondent.                                                               
 

In the decision, the hearing officer reviewed the arguments of the parties and found that the 
BOH, by its April 17, 2019, Resolution continued the Commissioner’s exercise of emergency 

                                                            
4 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by 
several sources, including health care facilities, but was not able to say which source provided the address of the 
subject child.  Respondent, however, did not assert that the subject child did not live within the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 “MMR” stands for Measles, Mumps, Rubella. 
7 As this summons was written after the Resolution’s three-day publication period, Respondent did not pursue its 
earlier argument challenging a summons that was issued during the publication period.  
8 See 2019 NY Slip Op 31047 (April 18, 2019). 
9 As noted in a hearing held earlier that day, the DOHMH doctor was referring to a committee of the Centers for 
Disease Control and Prevention (CDC). 
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authority, which operated to continue the validity of the Commissioner’s Order of April 9, 2019.  
The hearing officer rejected Respondent’s contention that service of the summons was improper.   
He found that Respondent’s father was a person of suitable age and discretion as provided in 48 
RCNY § 6-08(b)(1)(H) and that the mailing of the summons to Respondent satisfied the service 
requirement of 48 RCNY § 6-08(b)(1)(ii).  He credited the testimony of the DOHMH doctor that 
in emergency/outbreak situations, an MMR vaccine is appropriate for a child older than six 
months.  He credited the affirmations of the IO and the allegations in the summons and found 
that Respondent had failed to provide a defense to the charge.  The hearing officer found 
Respondent’s Constitutional and scientific arguments to be beyond the scope of the hearing.    
                                                                        

On appeal, Respondent repeats the arguments raised in Docket No. 30198-19L0 relevant to this 
and other cases regarding compliance with the emergency Order to vaccinate against measles.10  
Respondent argues that she did not have a full and fair hearing because she could not cross-
examine the IO to establish whether the MMR vaccine was medically appropriate for the child 
and because the hearing officer did not allow a reasonable cross-examination of Petitioner’s 
expert.  Respondent argues that the summons should be dismissed because the hearing officer’s 
decision lacked a rational basis; in the interests of justice pursuant to New York City Charter 
(NYCC) § 1049, found in Chapter 45-A; and on New York State and United States 
Constitutional grounds.  Specifically, as to this case, Respondent argues that the summons was 
not properly personally served on her but rather on “the tenant who lives on the first floor of 
[her] building.”  
 

In response, Petitioner asserts that service of the summons was proper.  Petitioner repeats the 
arguments made at the hearing and asserts that the hearing officer correctly found that the Order 
of April 9, 2019, was continued by the BOH Resolution, citing the Tribunal’s decision in 
DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20, 2019).  Petitioner argues that HC § 
3.01(d) allows the BOH to continue the Order as is, it does not limit BOH action to continuing or 
rescinding the Order.  Petitioner repeats the argument that the Resolution continued the 
Commissioner’s exercise of power, as it repeats the Order’s main directive, that people living in 
the specified ZIP codes be vaccinated unless they can demonstrate immunity or a medical 
exemption.  Petitioner asserts that Respondent was in violation whether the language of the 
Order or the language of the Resolution is applied.  Petitioner argues that the summons provided 
adequate notice of the charges pursuant to §§ 6-08(c)(2) and (3) of OATH rules, found in 48 
RCNY, and that the hearing officer did not deprive Respondent of a full and fair hearing by 
declining to order that the IO testify, as the presence of the DOHMH physician, who had 
knowledge of the records, was sufficient.                                                                          
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether service of the summons was proper; (2) whether Petitioner 
had the authority to issue the summons on the date it was issued; (3) whether Respondent was 
prevented from having a fair hearing by the hearing officer’s ruling that it was not necessary for 
Petitioner to produce the IO for cross-examination; and (4) whether Respondent established a 
defense to the charge.  
 

                                                            
10 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New 
York City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
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APPLICABLE LAW 

48 RCNY § 6-08(b)(1)(ii) provides in pertinent part as follows: 
 

 (ii)   Alternatively, the summons may be served by mail deposited with the U.S. Postal 
Service, or other mailing service, to any such person at the address of the premises that is 
the subject of the summons or, as may be appropriate, at the residence or business 
address of:  

 
(A) the alleged violator, 

.  .  .  .  . 
 
HC § 3.05(a) provides as follows: “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 
 
 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  
Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power.   
 

Code § 17-148(c) provides in pertinent part as follows: 
 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
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ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part: 
.  .  .  .  . 

   
 IT IS FURTHER ORDERED that the parent or guardian of any child older than 
six months of age who lives, works or resides within [four specified ZIP codes] and 
who has not received the MMR vaccine within forty eight (48) hours of this order being 
signed by me shall cause such child to be vaccinated against measles unless such parent 
or guardian can demonstrate that the child has immunity to the disease or document that 
he or she should be medically exempt from this requirement. 

 
.  .  .  .  . 

 
48 RCNY § 6-12(a) provides as follows: 
 
Burden of Proof. The Petitioner has the burden of proving the factual allegations in the                              
summons by a preponderance of the evidence.  The Respondent has the burden of proving 
an affirmative defense, if any, by a preponderance of the evidence. 

 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision.   

Per 48 RCNY § 6-08(b)(1)(ii), service of a summons may be made by mail. As there was 
uncontroverted testimony and documentation that the summons was mailed to Respondent, the 
Tribunal finds that service was proper.  The hearing officer credited the testimony and 
allegations contained in the summons and found that they supported a violation of the cited 
section of law.  The Tribunal generally defers to the hearing officer’s credibility determinations 
and finds no reason not to do so here.  See NYC v. Michele Radolovic, Appeal No. 44124 
(January 18, 2007).  The essential facts were not denied.  Pursuant to HC § 3.01(d), an Order of 
the Commissioner of Health was signed on April 9, 2019, requiring that the parent or guardian of 
any child older than six months, who was living in the designated ZIP codes in Brooklyn and 
who was not vaccinated against measles, have the child vaccinated within forty-eight hours 
unless the parent or guardian could demonstrate that the child had immunity or could document 
that the child should be medically exempt.  The Order was enforceable as of April 11, 2019, and 
remained in effect at least until the BOH met on April 17, 2019.  Respondent argues that the 
summons must be dismissed because it was issued after the Order expired.  That is not correct.  
The summons was based on an examination of Petitioner’s records that took place on May 3, 
2019.  That examination provided uncontroverted evidence that the child was not vaccinated as 
of the inspection date, thereby also establishing that the child had not been vaccinated during the 
48 hours specified in the Order.  As the BOH did not rescind or disavow the Order, the Tribunal 
finds that Petitioner’s authority to issue a summons for failure to comply during the specified 
period was not limited by any subsequent expiration date of the Order.  In fact, a summons for a 
violation that took place during the specified period could have been issued after that period even 
if the child had subsequently been vaccinated.11   

                                                            
11 In this regard, the Tribunal also finds no merit to Respondent’s contention that the summons did not provide 
Respondent with reasonable and accurate notice of the charges as required by 48 RCNY § 6-08(c)(2), in part 
because it did not inform Respondent of which order he or she was alleged to have violated.  The summons was 
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Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, Respondent 
was to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.12 There is no 
evidence in the record to show that Respondent offered any such proof of immunity or 
documentation, such as a doctor’s note, that vaccination was medically inappropriate specifically 
for this child.  In addition, the Tribunal finds the hearing officer’s ruling that the IO’s appearance 
was not necessary for a fair hearing to be reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.13  Respondent did not offer proof to contest any of the 
essential facts alleged, and the DOHMH physician, who was available to testify, had personal 
knowledge of the same vaccination records examined by the IO.  As to Respondent’s request for 
dismissal in the interests of justice pursuant to NYCC § 1049, Petitioner is correct that that 
provision is not applicable to violations of HC § 3.05.  It is also noted that Respondent concedes 
on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.   

In view of the foregoing, the Tribunal finds that service of the summons was proper, that 
Petitioner had the authority to issue the summons on the date it was issued, that Respondent was 
not prevented from having a fair hearing by not having the IO present for cross-examination, and 
that Respondent did not establish a defense to the charge.     
 

Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to  
comply with the Commissioner’s Order in violation of HC § 3.05. 
  

By: OATH Hearings Division Appeals Unit 
 
 

                                                                                                                                                                                                
clear in alleging that there was a violation of t he April 9, 2019, Commissioner’s Order, and the Tribunal finds that 
the facts alleged in support of that charge satisfy the notice requirements of 48 RCNY § 6-08(c).  
12 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018). (after admitting that it 
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement).   
13 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994). (there is a limited, due process right to cross-
examination in administrative proceedings, based upon the nature of the evidence, the burden in producing the 
requested witness, and the potential utility in confronting that witness on the record; there was no need for a lab 
technician’s testimony where the supervisor familiar with each step of the test at issue was subject to cross-
examination, and where there were no claims of any defects or reliability issues with the test). 
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Appeal No. 30198-19L0                DOHMH v. J. Doe1                       April 24, 2020 
                       

APPEAL DECISION 

The appeal of Respondent, parent of a child who is at least six months of age, is denied. 
 
Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated 
August 29, 2019, sustaining one violation of the New York City Health Code (HC) § 3.05 for 
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against 
measles.2  Having fully reviewed the record, the Tribunal finds that the hearing officer’s decision 
is supported by the law and a preponderance of the evidence.  Therefore, the Tribunal finds as 
follows: 

Summons Law Charged Hearing Determination Appeal Determination Penalty 
30198-19L0 HC § 3.05 In Violation Affirmed – In Violation $1,000 

 

BACKGROUND 

In the summons, the issuing officer (IO) affirmed on April 23, 2019, that on April 21, 2019, she 
reviewed the records of Petitioner, the Department of Health and Mental Hygiene (DOHMH), 
and observed that Petitioner’s Citywide Immunization Registry (CIR), which collects 
immunization records for all children receiving vaccines in New York City and which is required 
to be updated by medical providers, had no record of measles immunization for Respondent’s 
child, who was at least six months old and resided at a stated address in Brooklyn.  The summons 
alleged that Respondent’s failure to vaccinate the child was in violation of a Commissioner’s 
Order, which was issued on April 9, 2019, pursuant to Article 3 of the HC, in response to a 
public health emergency, and which ordered that all persons who live, work or attend school 
within certain specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight 
hours of the Order.  The summons stated that the Order was to remain in effect until the next 
meeting of the New York City Board of Health (BOH) scheduled for April 17, 2019, “at which 
tie it may be continued or rescinded by the Board.” The summons further alleged that on April 
17, 2019, the BOH approved a resolution (Resolution) continuing the public health emergency 
and vaccination requirement and providing that the parent and/or guardian of a child who is not 
vaccinated be fined unless they demonstrate proof of immunity or that immunization is not 
medically appropriate.   
 
At the hearing, held on August 28, 2019, Respondent was represented by her attorney.  Petitioner 
was represented by its general counsel, another DOHMH attorney, and a DOHMH physician.  
The IO did not appear.3  Petitioner relied on the summons and the DOHMH physician’s personal 
knowledge.  Respondent did not deny the essential facts of the summons, specifically that an 
emergency Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP 

                                                            
1 J. Doe is used here to protect the privacy of Respondent’s child. 
2 The Health Code is found in Title 24 of the Rules of the City of New York (RCNY). 
3 Respondent did not waive the appearance of the IO.  The hearing officer ruled that the IO was not required for 
Respondent to get a fair and impartial hearing. 
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codes,4 and that the child was not vaccinated.  Respondent argued that the Order had already 
expired on the date of the summons and that Respondent could not be charged with violating an 
expired Order.  Respondent argued that because the BOH Resolution had terms that differed 
from the Order,5 and the Resolution did not specifically state that it was continuing the expiring 
Order, the Order was not continued.  Respondent further argued that she could not be charged 
with violating the Resolution because the summons was issued before the required three-day 
publication period was completed.  In addition, Respondent argued that Petitioner did not 
establish that it was medically appropriate for the subject child to be vaccinated.  Documents 
offered by Respondent regarding the efficacy and safety of the vaccination in general were taken 
into the record.   
 
Petitioner noted that HC § 3.01(b) gave the Commissioner of Health authority in an emergency 
to exercise the BOH’s power to issue an Order, which would be effective until the next BOH 
meeting.  Petitioner argued that despite minor differences in language, the Resolution issued at 
that meeting continued the requirement already in effect that people be vaccinated, that the 
Resolution was by its terms effective immediately, and that publication had bearing only on the 
question of service.  Petitioner’s submissions included “Frequently Asked Questions” regarding 
the measles vaccine, published along with the Order, and a copy of the decision in C.F. v. The 

New York City Department of Health and Mental Hygiene, denying injunctive relief from the 
Order, claimed on scientific, religious, and moral grounds.6 
 
In the decision, the hearing officer sustained the violation, finding that the Commissioner 
declared, and the Board resolved, that a public health emergency existed pursuant to HC § 3.01; 
that the Commissioner by her Order, and the Board by its Resolution, directed that persons six 
months of age or older who live, work or reside in the specified ZIP codes be vaccinated against 
measles, demonstrate immunity to measles, or show proof of an acceptable medical exception.  
The hearing officer noted that Respondent made a variety of Constitutional and scientific 
arguments and challenges to the validity, efficacy and safety of the MMR vaccine and to the 
fundamental fairness of the summons and Petitioner’s authority to mandate vaccination.7  The 
hearing officer noted, as well, Petitioner’s responses and the NYS Supreme Court decision 
denying injunctive relief from the Order.  See footnote 5 below.  The hearing officer found that 
the Constitutional and scientific arguments were beyond the scope of the hearing.  He found that 
the BOH Resolution of April 17, 2019, continued the Commissioner’s exercise of emergency 
authority, which operated to continue the validity of the Commissioner’s Order of April 9, 2019,  
and he found that Respondent failed to provide a defense to the allegations.   
 

                                                            
4 The DOHMH physician testified that addresses were provided by several sources, including health care facilities, 
but was not able to say which source provided the address of the subject child.  Respondent, however, did not assert  
that the subject child did not live in the affected ZIP codes. 
5 Respondent noted such differences as follows:  Where the Order included people who resided in the affected area 
and who were over six months of age, the Resolution omitted residents and included children who were six months 
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the 
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools, 
preschools or child care services, the Resolution included those attending school, preschool or child care; and where 
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not. 
6 See 2019 NY Slip Op 31047 (April 18, 2019). 
7 “MMR” stands for Measles, Mumps, Rubella. 
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On appeal, Respondent repeats the arguments made in the hearing.8  In addition, Respondent 
argues that she did not have a full and fair hearing because she could not cross-examine the IO to 
establish whether the MMR vaccine was medically appropriate for the child and because the 
hearing officer did not allow a reasonable cross-examination of Petitioner’s expert.  Finally, 
Respondent argues that the summons should be dismissed because the hearing officer’s decision 
lacked a rational basis; in the interests of justice pursuant to § 1049 of the New York City 
Charter (NYCC), found in Chapter 45-A; and on NYS and United States Constitutional grounds.    
 
In response, Petitioner argues that the hearing officer’s finding was correct that the Order of 
April 9, 2019, was continued by the BOH Resolution of April 17, 2019, citing the Tribunal’s 
decision in DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20, 2019).  Petitioner argues 
that HC § 3.01(d) allows the Board to continue the Order as is, but that the Board’s powers are 
not limited to continuing or rescinding the Order.  Petitioner argues that the Resolution continued 
the Commissioner’s exercise of power asserted in the Order since the Resolution repeats the 
main directive of the Order, which is that people living in the named ZIP codes shall be 
vaccinated unless they can demonstrate immunity or a medical exemption.  Petitioner asserts that 
Respondent was in violation whether the language of the Order or the language of the Resolution 
is applied.  Petitioner argues that the stated intent of the Resolution was to be effective 
immediately, i.e., on April 17, 2019, and that the question of whether the BOH has the power in 
a public health emergency to make a Resolution effective prior to completion of publication 
under NYC Administrative Code (Code) § 17-148 “is more in the jurisdiction of another 
tribunal.” Petitioner further argues that even if it is found that the Resolution was not in effect 
until completion of publication, the Resolution “is a continuation of the Commissioner’s Order 
and therefore on the date of the occurrence alleged, April 21, 2019, Respondent was in violation 
of both the Order and the Resolution continuing the Order.”  Petitioner argues that the summons 
provided adequate notice of the charges pursuant to § 6-08(c)(2) and (3) of OATH rules, found 
in 48 RCNY, and that the hearing officer did not deprive Respondent of a full and fair hearing by 
declining to order that the IO testify, as the presence of the DOHMH physician, who had 
knowledge of the records, was sufficient.                                                                          
 

ISSUES ON APPEAL 

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the 
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the 
hearing officer’s ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.  

 

APPLICABLE LAW 

HC § 3.05(a) provides as follows:  “No person shall violate an order of the Board, Commissioner 
or Department.”  
 
HC § 3.01(d) provides as follows: 
 

Where urgent public health action is necessary to protect the public health against an 
imminent or existing threat, the Commissioner may declare a public health emergency.  

                                                            
8 As part of these arguments, in connection with notice, Respondent references Chapter 45, § 1046, of the New York 
City Charter (NYCC), and Matter of Block v. Ambach, 73 N.Y.2d 323 (1989).   
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Upon the declaration of such an emergency, and during the continuance of such 
emergency, the Commissioner may establish procedures to be followed, issue necessary 
orders and take such actions as may be necessary for the health or the safety of the City 
and its residents.  Such procedures, orders or actions may include, but are not limited to 
exercising the Board’s authority to suspend, alter or modify any provision of this Code 
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any 
other power of the Board of Health to prevent, mitigate, control or abate an emergency, 
provided that such exercise of authority or power shall be effective only until the next 
meeting of the Board, which meeting shall be held within five business days of the 
Commissioner’s declaration if a quorum of the Board can be convened within such time 
period. . . . At its next meeting, the Board may continue or rescind the Commissioner’s 
suspension, alteration, modification of Health Code provisions or exercise of power. . . .  
 

Code § 17-148(c) provides in pertinent part as follows: 
 

Whenever the board shall have declared any condition, matter or thing to be a nuisance, . 
. . the board may also take and file among its records what it shall regard as sufficient 
proof to authorize a declaration that such nuisance is widespread throughout the city or in 
any area thereof, and that personal service or service pursuant to subdivision a or b of this 
section of an order or orders requiring the abatement, removal or correction of such 
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such 
order may be served by publishing the same for a period of not less than three days in the 
City Record and in a newspaper circulated in the area or areas mentioned in such order. 
Service of such order shall be complete at the expiration of the third day of such 
publication and such publication shall be sufficient notice of such order and of the 
nuisance therein mentioned to all persons having any duty or liability in relation thereto 
under the provisions of this chapter. 
 

ANALYSIS 

The Tribunal affirms the hearing officer’s decision.   
 
Pursuant to HC § 3.01(d), the Commissioner of Health declared a public health emergency 
because of an outbreak of measles in certain ZIP codes in Brooklyn and issued an Order 
requiring that any person living, working or residing in those ZIP codes who had not received the 
MMR vaccine be vaccinated within forty eight hours of the Order being signed, unless such 
person could demonstrate immunity to the disease or document to the satisfaction of the 
Department that he or she should be medically exempt from this requirement.  The Order further 
ordered that the parent or guardian of any such child older than six months of age should cause 
such child to be vaccinated within that forty-eight hour period unless the parent or guardian 
could demonstrate that the child had immunity or could document that the child should be 
medically exempt.  The Order was signed on April 9, 2019, and was enforceable as of April 11, 
2019; the Order remained in effect at least until the BOH met on April 17, 2019.  As the 
summons in this case was dated after April 17, 2019, Respondent argues that it must be 
dismissed because by that date the Order had expired.  That is not correct.  The summons, which 
was issued on April 23, 2019, was based on an examination of Petitioner’s records that took 
place on April 21, 2019; that examination provided uncontroverted evidence that the child was 
not vaccinated during the 48 hours specified in the Order.  As the BOH did not rescind or 
disavow the Order, the Tribunal finds that Petitioner’s authority to issue a summons for failure to 
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comply during the specified period was not limited by the expiration date of the Order.  In fact, a 
summons for a violation that took place during the specified period could have been issued after 
that period even if the child was subsequently vaccinated.   
 
Respondent’s contention that Petitioner failed to show that medical appropriateness was 
established was correctly rejected by the hearing officer.  By the terms of the Order, it was for 
Respondent to demonstrate that the child had immunity or to document that the child should be 
medically exempt.  This was an affirmative defense for Respondent to establish.9  There is no 
evidence in this record to show that Respondent offered any proof of immunity or any 
documentation that vaccination was medically inappropriate specifically for this child.  In 
addition, the Tribunal finds that the hearing officer’s ruling that the IO’s appearance was not 
necessary for a fair hearing was reasonable.  Parties have only a limited right to cross-
examination in administrative hearings.10 Respondent did not offer proof to contest any of the 
essential facts alleged, and the DOHMH physician had personal knowledge of the same 
vaccination records examined by the IO and was available to testify.  As to Respondent’s request 
for dismissal in the interests of justice pursuant to NYCC § 1049, Petitioner is correct that that 
provision is not applicable to violations of HC § 3.05.  It is also noted that Respondent concedes 
on appeal that the Constitutional objections raised are beyond the jurisdiction of the Tribunal.   
 
In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the 
summons on the date it was issued, that Respondent was not prevented from having a fair 
hearing by not having the IO present for cross-examination, and that Respondent did not 
establish a defense to the charge.     
 
Accordingly, the Tribunal affirms the hearing officer’s determination that Respondent failed to 
comply with the Commissioner’s Order in violation of HC § 3.05.  
 
By: OATH Hearings Division Appeals Unit 

                                                            
9 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it 

was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the 
licensing requirement). 
10 See Gordon v. Brown, 84 N.Y. 2d 574, 578 (1994). (there is a limited, due process right to cross-examination in 

administrative proceedings, based upon the nature of the evidence, the burden in producing the requested witness, 
and the potential utility in confronting that witness on the record; there was no need for a lab technician’s testimony 
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and where there 
were no claims of any defects or reliability issues with the test). 
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RECEl VED 08/27/2019 07:58PM
To: Chava Biederman Page 1 of 1 2019-08-28 00:57:44 (GMT) 16464175967 From: Aaron Siri

NEW YORK CITY OFFICE OF
ADMINISTRATIVE TRIALS AND HEARINGS

3.NUW -ruth Ci4y DUpallinOut Uf nU41L11 nutt 14Agin41 Qunultund ITU, OOMPINU

Hygiene,

Petitioner,
DECLARATION OF

-against-

CHAVA BIEDERMAN
LatiVä D1000Hnan

Respondent,

I, Chava Biederman, under penalty of perjury, aver the following:

L I was issued Summons Number 30244- 19LO from the .New York Department of Health

and Mental Hygiene.

2. The Summons listed the
"ADDRESS"

as 104 Heyward Street, Apt 2FL, Brooklyn,
NY I1206.

3, The Summons listed the "PLACE OF
OCCURRENCE"

as 104 Heyward Street, Apt,

2FL, Brooklyn, NY 11206.

4. The Summons listed the "DATE AND TIME OF
OCCURRENCE"

as April 29, 2019

at 12:35 PM.

5. The Smmons references my child, B.B.

6. On April 29, 2019, neither B.B nor I were residing at 104 Heyward Street, Apt. 2FL,

Brooklyn, NY 11206.

Ideclare under penalty ofpeijury that the foregoing is true and correct to the best ofmy knowledge.

Date: August , 2019

Chava Biederman
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Allergic Disease and Atopic Sensitization in Children
in Relation to Measles Vaccination and
Measles Infection
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What’s Known on This Subject

Measles infection may have an immunosuppressive effect and, therefore, might affect

the development of allergy, but the scientific evidence is inconsistent. Furthermore,

measles vaccine has been associated with the development of allergy in some, but not

all, previous studies.

What This Study Adds

This study adds amethodologic aspect to the association betweenmeasles vaccination

and/or measles infection and allergic disease and atopic sensitization. In this study, we

took confounding from disease-related modification of exposure into account.

ABSTRACT

OBJECTIVE.Our aim was to investigate the role of measles vaccination and measles
infection in the development of allergic disease and atopic sensitization.

METHODS.A total of 14 893 children were included from the cross-sectional, multi-
center Prevention of Allergy–Risk Factors for Sensitization in Children Related to
Farming and Anthroposophic Lifestyle study, conducted in 5 European countries
(Austria, Germany, the Netherlands, Sweden, and Switzerland). The children were
between 5 and 13 years of age and represented farm children, Steiner-school chil-
dren, and 2 reference groups. Children attending Steiner schools often have an
anthroposophic (holistic) lifestyle in which some immunizations are avoided or
postponed. Parental questionnaires provided information on exposure and lifestyle
factors as well as symptoms and diagnoses in the children. A sample of the children
was invited for additional tests, and 4049 children provided a blood sample for
immunoglobulin E analyses. Only children with complete information on measles
vaccination and infection were included in the analyses (84%).

RESULTS. In the whole group of children, atopic sensitization was inversely associated
with measles infection, and a similar tendency was seen for measles vaccination. To
reduce risks of disease-related modification of exposure, children who reported
symptoms of wheezing and/or eczema debuting during first year of life were ex-
cluded from some analyses. After this exclusion, inverse associations were observed
between measles infection and “any allergic symptom” and “any diagnosis of allergy
by a physician.” However, no associations were found between measles vaccination
and allergic disease.

CONCLUSION.Our data suggest that measles infection may protect against allergic disease in children. Pediatrics 2009;123:
771–778

THE PREVALENCE OF immunoglobulin E (IgE)-mediated allergic disease in children has increased during the past
decades,1,2 although recent reports suggest that the occurrence has stabilized.3,4 Because allergic diseases mostly

debut in childhood, it is of great interest to study exposures that occur early in life and could have an effect on the
maturation of the immune system.

The occurrence of many types of childhood infections has decreased markedly during past decades because of
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KeyWords
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Steiner-school children, farm children

Abbreviations

CI—confidence interval

IgE—immunoglobulin E

MMR—measles, mumps, and rubella

OR—odds ratio
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better hygiene and vaccinations, which has coincided
with the increase of allergic disorders.5 This suggests that
certain infections might have a role in the development
of allergy. Infection with the measles virus may have an
immune-suppressive effect6 and might affect the devel-
opment of allergy. However, studies on the impact of
measles infection on allergic disease have shown con-
flicting results.7–18 The timing of infection,14 differences
in outcome definitions, as well as methodologic limita-
tions might be of importance for the apparently discrep-
ant findings. When measles vaccination was introduced
in the 1970s, the incidence of measles infection de-
creased dramatically.19 Measles vaccine has been associ-
ated with the development of allergic disease, but the
evidence seems inconsistent.5,8–10,13,16,20–23

In a previous study on Steiner-school children, who
have a lower prevalence of allergic disease, we found
that measles infection was associated with a lower risk of
atopic eczema in sensitized children.16 Furthermore,
measles vaccination was associated with an increased
risk of rhinoconjunctivitis. Steiner-school children often
have an anthroposophic lifestyle that is characterized by
restricted use of antibiotics, antipyretics, and vaccina-
tions, and by high consumption of biodynamic foods.16,24

Biodynamic farming differs from conventional farm-
ing by less use of chemical-synthetic pesticides and
fertilizers.

The aim of this study was to investigate the role of
measles vaccination and measles infection for allergic
disease and atopic sensitization in children of the Pre-
vention of Allergy–Risk Factors for Sensitization in Chil-
dren Related to Farming and Anthroposophic Lifestyle
(PARSIFAL) study, which included farm children,
Steiner-school children, and reference children.

MATERIALS ANDMETHODS
This work was based on the PARSIFAL study, a cross-
sectional, multi-center study performed in 5 European
countries (Austria, Germany, the Netherlands, Sweden,
and Switzerland). The children were 5 to 13 years of age,
and born between 1987 and 1996. The study has been
described in detail elsewhere.25 In brief, 4 groups of
children were selected for the study: children living on a
farm, children attending Steiner schools, as well as 2
reference groups (children from nonfarming households
[farm reference children] and children from non–Steiner
schools [Steiner reference children]). In total, 14 893
children (69% response rate) participated in the study.
Information about environmental exposures, history of
vaccinations and infections, lifestyle factors, as well as
symptoms and diagnoses of allergic diseases were col-
lected through a parental questionnaire. Most questions
were based on the internationally standardized and val-
idated International Study of Asthma and Allergies in
Childhood phase II protocol,3 or derived from previous
studies.24,26,27 Blood samples were provided by 4049
(83% response rate) children invited for blood sampling
and required parental consent. Because of a large num-
ber of children included in the questionnaire surveys in
Germany and Switzerland, a random sample of eligible
children was selected in these countries. A total of 3979

samples yielded a sufficient volume for allergen-specific
IgE measurements. The study was approved by local
ethics committees in the participating countries.

Definition of Exposures and Health Outcomes
Measles vaccination was defined as a positive answer to
the question “Has the child been vaccinated against mea-
sles?” and in the same way, measles infection was con-
sidered if the question “Has the child had measles infec-
tion?” was answered positively.

All health outcomes were reported by the parents,
except atopic sensitization, which was assessed from
blood sampling. Current rhinoconjunctivitis symptoms
were defined as sneezing, runny nose, nasal block-up,
and itchy eyes in the child during the last 12 months
without having a cold at the same time. Children diag-
nosed with hay fever and who ever had symptoms of
hay fever were considered to have a physician’s diagno-
sis of rhinoconjunctivitis. Current wheezing was defined
as having wheezing at least once during the last 12
months. Children ever diagnosed with asthma, or ob-
structive bronchitis more than once, were considered to
have a physician’s diagnosis of asthma. Current atopic
eczema symptoms were present if the child ever had had
an itchy rash intermittently for at least 6 months, and if
the child had had an itchy rash during the last 12
months. Children diagnosed with atopic eczema and
who ever had an itchy rash lasting at least 6 months
were considered to have a physician’s diagnosis of atopic
eczema. If the child had symptoms of at least 1 allergic
disease (ie, current rhinoconjunctivitis symptoms, cur-
rent wheezing, and/or current atopic eczema symp-
toms), he or she was considered to have “any allergic
symptom,” and “any diagnosis of allergy by a physician”
was defined correspondingly.

Atopic sensitization was indicated if the child had at
least 1 allergen-specific serum IgE result of �0.35 kU/L
against common inhalant allergens (Phadiatop; Pharma-
cia, Uppsala, Sweden: birch, timothy, mugwort, Dermato-

phagoides pteronyssinus and farinae, cat-, dog-, and horse
epithelium, and Cladosporium herbarum) and/or food al-
lergens (Fx5: egg white, milk, fish, wheat, peanut, and
soy) (ImmunoCAP System; Phadia AB, Uppsala, Swe-
den). In addition, a cutoff value of �3.5 kU/L was used
in some analyses. All IgE analyses were performed at the
Department of Clinical Immunology, Karolinska Univer-
sity Hospital Solna, Stockholm, Sweden.

Statistical Methods
The relation between measles vaccination and/or mea-
sles infection and allergic disease or atopic sensitization
was calculated by using odds ratios (ORs) and 95%
confidence intervals (CIs) computed from logistic regres-
sion. Data were analyzed in models adjusted for age
(5–6, 7–8, 9, 10–11, or 12–13 years), gender (boy or
girl), center (Austria, Germany, the Netherlands, Swe-
den, or Switzerland), study group (farmer, Steiner,
farmer reference, Steiner reference), smoking during
pregnancy (yes, no), current environmental smoking
(yes, no), mother with asthma and/or rhinoconjunctivi-
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tis (yes or no), father with asthma and/or rhinoconjunc-
tivitis (yes or no), number of older siblings (0, 1, 2, or
�3), parental education (elementary school, high
school, university), and household pets during first year
of life (yes, no). First, we analyzed the effect of measles
vaccination and infection by using a combined variable
with 4 categories (no vaccination or infection, vaccina-
tion but no infection, infection but no vaccination, or
both vaccination and infection). Second, we performed
separate analyses of measles vaccination and infection, 1
adjusted for the other, and vice versa. To reduce bias
from disease-related modification of exposure, the data
were analyzed in 2 steps. Initially, the effects of measles
vaccination and measles infection were analyzed in the
whole population, and then after exclusion of children
with onset of wheezing and/or eczema during the first
year of life (n � 753). Finally, analyses were also per-
formed in groups defined by both symptoms/diagnoses
and results of the IgE analyses to increase the specificity
of the outcome definition in relation to allergy. Stata 8.0
software (Stata Corp, College Station, TX) was used for
all statistical analyses. Statistical significance was defined
as P � .05.

To be included in the analyses the questions on mea-
sles vaccination and measles infection had to be an-
swered with “yes” or “no.” A total of 2353 children were
excluded because of incomplete answers (“do not know”
or missing) to any of these questions. Thus, the analyses
were based on 12 540 children, including 3378 children
with blood samples.

RESULTS
The prevalence of measles vaccination and measles in-
fection varied in the different groups and countries (Fig
1 A–D). In total, 9136 children (73%) were vaccinated

against measles, 2561 children (20%) had had measles
infection, and 1815 children (14%) were neither vacci-
nated nor infected with measles. Overall, 11% (n � 972)
of the children vaccinated against measles reported mea-
sles infection, with some variation between the coun-
tries (Austria, 13%; Germany, 6%; the Netherlands,
11%; Sweden, 1%; and Switzerland, 9%). Measles vac-
cination was least common among the Steiner-school
children, and there were no significant differences be-
tween the other groups. The highest vaccination rate
was found in the Netherlands, regardless of group be-
longing. Steiner-school children reported the highest
prevalence of measles infection (33%). The lowest prev-
alence of measles infection was observed in Sweden,
whereas in Austria and Switzerland the prevalence was
relatively high. Measles vaccination is generally given in
combination with mumps and rubella vaccines. In our
data, 8206 (90%) of the children reporting measles vac-
cination also reported vaccination against mumps and
rubella.

Table 1 shows the association between measles vac-
cination and/or infection and risk of allergic symptoms,
physician’s diagnoses, and atopic sensitization. We ob-
served a statistically significant positive association be-
tween measles vaccination and rhinoconjunctivitis
(symptoms and physician’s diagnosed) among children
who never had measles infection. In the subset of chil-
dren with blood samples, we observed a trend toward
inverse associations between measles vaccination, infec-
tion, or both, and atopic sensitization (at allergen-spe-
cific IgE level of �0.35 and �3.5 kU/L). Similar results
were observed when inhalant allergens (Phadiatop) and
food allergens (Fx5) were analyzed separately. When
the analysis was based on measles, mumps, and rubella
(MMR) vaccination, instead of measles vaccination, the
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FIGURE 1

Prevalence of measles vaccination and measles infection among children in the PARSIFAL study divided according to group and country. A, Farm children; B, farm reference children;

C, Steiner-school children; D, Steiner reference children. AU indicates Austria; CH, Switzerland; DE, Germany; NL, Netherlands; SE, Sweden.
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results remained the same. It should be noted that a
majority of unvaccinated children who never had mea-
sles (ie, the reference category), as well as those with
measles infection, were Steiner-school children (70%
and 79%, respectively).

To reduce bias caused by disease-related modification
of exposure, mainly regarding vaccination, we excluded
children who reported symptoms of wheezing and/or
eczema during the first year of life. The numbers in the
symptom groups were small and, therefore, we per-
formed analyses of measles vaccination and measles in-
fection, respectively, combining outcomes as any allergic
symptom and any diagnosis of allergy by a physician
(Table 2). In analyses of all children, we observed in-
verse associations between measles vaccination and
measles infection, respectively, and atopic sensitization,
although statistically significant only for measles infec-
tion in relation to allergen-specific serum IgE level of
�3.5 kU/L. There were no significant associations be-
tween measles vaccination or infection and any allergic
symptom or any diagnosis of allergy by a physician. After
excluding children with symptoms of wheezing and/or
eczema during the first year of life, measles infection was
inversely associated with any allergic symptom and any
diagnosis of allergy by a physician, respectively, whereas
the association with atopic sensitization was attenuated.
There was no clear heterogeneity in results when the 4
study groups were analyzed separately; however, these
analyses had low statistical power (data not shown).

To increase the specificity of symptoms/physician’s
diagnosis in relation to allergic disease, analyses were
performed combining these with atopic sensitization
(Table 3). Inverse associations were observed between
measles vaccination and measles infection, respectively,

and having any allergic symptom or any diagnosis of
allergy by a physician in combination with atopic sensi-
tization, compared with nonsensitized children free from
symptoms/physician’s diagnoses, although statistically
significant only for measles infection. Measles vaccina-
tion was positively associated with having any allergic
symptom or a physician’s diagnosis without being sen-
sitized. After exclusion of children with symptoms of
wheezing and/or eczema during the first year of life, no
association remained statistically significant.

DISCUSSION
In our study, including children of farming and anthro-
posophic families in 5 European countries, inverse asso-
ciations were indicated between measles infection or
vaccination and atopic sensitization in the whole group
of children. This association tended to be stronger for an
IgE cutoff level of 3.5 kU/L compared with 0.35 kU/L.
After exclusion of children with early debuting symp-
toms of wheezing and/or eczema, this association was
attenuated. However, in these analyses, measles infec-
tion was inversely associated with any allergic symptom
or physician’s diagnosis of allergy, whereas there were
no associations with measles vaccination. The change in
result after exclusion of children with early symptoms
may be a result of disease-related modification of expo-
sure (eg, that parents of children with early symptoms of
allergy avoided or postponed measles vaccination, and
perhaps also measles infection, which might be the case
among certain anthroposophic parents).

Disease-related modification of exposure is a potential
problem in epidemiologic studies of measles vaccination
and measles infection in relation to allergic diseases in
children. However, most previous studies do not take

TABLE 1 Association BetweenMeasles Vaccination, Measles Infection, or Both and Allergic Disease and Atopic Sensitization Among

Children in the PARSIFAL Study

Adjusted Modelsa

No Infection/No

Vaccination

Vaccination/No Infection Infection/No Vaccination Vaccination and Infection

n/Nb Reference n/Nb OR (95% CI) n/Nb OR (95% CI) n/Nb OR (95% CI)

All childrenc

Current rhinoconjunctivitis

symptoms

116/1670 1.0 569/7390 1.30 (1.02–1.66) 93/1438 0.80 (0.60–1.08) 44/835 1.00 (0.68–1.48)

Physician’s diagnosis of

rhinoconjunctivitis

59/1667 1.0 329/7356 1.70 (1.23–2.35) 53/1435 0.93 (0.63–1.39) 28/833 1.52 (0.92–2.51)

Current wheezing 134/1667 1.0 530/7395 0.96 (0.76–1.21) 130/1439 1.17 (0.90–1.52) 60/841 1.02 (0.72–1.44)

Physician’s diagnosis of asthma 140/1662 1.0 671/7342 1.03 (0.83–1.29) 130/1427 1.04 (0.80–1.35) 60/819 0.84 (0.60–1.18)

Current atopic eczema symptoms 164/1673 1.0 780/7403 1.07 (0.87–1.32) 155/1430 1.12 (0.88–1.42) 73/841 0.95 (0.69–1.29)

Physician’s diagnosis of atopic

eczema

177/1664 1.0 748/7383 0.94 (0.77–1.15) 159/1425 1.08 (0.85–1.36) 74/842 0.88 (0.64–1.20)

Children with blood samplesc

Atopic sensitization (�0.35 kU/L) 162/467 1.0 597/2042 0.83 (0.63–1.07) 133/409 0.87 (0.65–1.18) 61/219 0.67 (0.45–0.99)

Phadiatop (�0.35 kU/L) 158/467 1.0 548/2042 0.79 (0.61–1.03) 127/409 0.81 (0.60–1.10) 55/219 0.62 (0.42–0.93)

Fx5 (�0.35 kU/L) 66/467 1.0 241/2042 0.84 (0.59–1.20) 37/409 0.62 (0.40–0.96) 23/219 0.63 (0.36–1.09)

Atopic sensitization (�3.5 kU/L) 99/467 1.0 334/2042 0.77 (0.56–1.06) 70/409 0.70 (0.49–1.01) 30/219 0.54 (0.33–0.88)

a Adjustmentsweremade for age, gender, center, study group, smokingduringpregnancy, current environmental smoking,maternal asthmaand/or rhinoconjunctivitis, paternal asthma

and/or rhinoconjunctivitis, older siblings, parental education, and household pets during first year of life.
b n indicates number of children with actual disease; N, number of children in the analysis.
c All children � 12 540, of which 3378 provided a blood sample.
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this into account. We found 6 articles that assessed ex-
posures before outcomes. One study observed an in-
creased risk of asthma after MMR vaccination,5 whereas
another reported an increased risk of atopic dermatitis
after either measles vaccination or infection.9 Some
studies found no relation between measles infection and
allergic disease,13,14 or between measles vaccination and
allergic disease.13,20,21 Thus, our result of an inverse asso-
ciation between measles infection and allergic disease
seemed to differ from the results of these studies. It is
possible that both methodologic issues, such as the way
of controlling for disease-related modification of expo-
sure, outcome definitions, and length of follow-up, as
well as biological aspects related to timing of exposure
and type of vaccine, etc, contribute to explaining the
apparently conflicting results. Among studies that did
not assess exposure before outcome, measles vaccination
was positively,8,16 inversely,10,23 or not associated21,22 with
allergic disease or atopic sensitization. The results were
more constant for studies on the association between
measles infection and allergic disease or atopic sensitiza-
tion, where inverse associations7,8,10,12,16,17 dominated,
compared with positive11,18 or no associations.15 The re-
sults seemed inconsistent also considering cohort stud-
ies5,7,21,23,28 and cross-sectional studies8,10,11,16–18,22 sepa-
rately.

A major difficulty in studies on measles vaccination
and measles infection in relation to allergic disease in
children is to assess the time sequence of events, that is,
if the exposure precedes the disease or not. This is espe-
cially difficult in cross-sectional studies. There are differ-
ent ways to deal with this problem, and it can be done at

different stages of the study, for example, to collect data
on vaccination/infection prospectively (design stage), or
to group subjects according to age of exposure/outcome
if that information is available (analysis stage), or to
exclude subjects for whom the information on timing of
the exposure/outcome is incomplete (analysis stage).
However, even in prospective studies there may be a risk
that certain characteristics related to the outcome, eg,
allergy among family members, may confound the asso-
ciation between exposure and outcome.

In the PARSIFAL study, 11% of all children vacci-
nated against measles also reported measles infection,
and the prevalence of children who were both vacci-
nated and infected with measles differed substantially
between the countries. This may be explained by differ-
ences in vaccination coverage,29 year of introduction of
the vaccine,19 and recurrent measles epidemics.29 Some
children in our study presumably received only 1 dose,
which makes it easier for vaccinated children to get
infected.29 Table 4 presents World Health Organization
statistics of MMR vaccination during the study period in
4 countries30 and data from the Robert-Koch Institute for
Germany. The data correspond well with the prevalence
of measles vaccination in the PARSIFAL study and con-
tribute to explaining the difference in prevalence of
measles infection in the different countries. For exam-
ple, MMR vaccination was introduced early in Sweden
and vaccination coverage has been high, which is in line
with the low prevalence of measles infection observed in
the Swedish part of the PARSIFAL study. It should be
noted that an article on MMR vaccination and autism
was published 2 years before the data collection in our

TABLE 2 Any Allergic Symptom, Any Diagnosis of Allergy by a Physician, or Atopic Sensitization in Relation toMeasles Vaccination and

Measles Infection Among Children in the PARSIFAL Study

Adjusted Modelsa

Measles Vaccination Measles Infection

Reference Reference

n/Nb Reference n/Nb OR (95% CI) n/Nb Reference n/Nb OR (95% CI)

All childrenc

Any allergic symptom 647/3197 1.0 1685/8465 1.07 (0.93–1.22) 1858/9234 1.0 448/2325 0.97 (0.85–1.10)

Any diagnosis of allergy by a

physician

605/3197 1.0 1588/8465 1.01 (0.88–1.17) 1758/9234 1.0 416/2325 0.94 (0.82–1.40)

Children with blood samplesc

Atopic sensitization (�0.35 kU/L) 303/899 1.0 675/2307 0.83 (0.65–1.05) 763/2536 1.0 195/633 0.85 (0.68–1.06)

Atopic sensitization (�3.5 kU/L) 175/899 1.0 373/2307 0.78 (0.58–1.04) 434/2536 1.0 100/633 0.70 (0.53–0.92)

Children with early symptoms

excludedc

Any allergic symptom 74/2094 1.0 236/5771 1.31 (0.92–1.88) 263/6297 1.0 47/1568 0.69 (0.48–0.99)

Any diagnosis of allergy by a

physician

74/2094 1.0 211/5771 0.92 (0.64–1.32) 244/6297 1.0 41/1568 0.65 (0.45–0.95)

Children with blood samplesc

Atopic sensitization (�0.35 kU/L) 153/586 1.0 355/1506 0.88 (0.63–1.22) 392/1662 1.0 116/430 1.05 (0.79–1.38)

Atopic sensitization (�3.5 kU/L) 61/586 1.0 155/1506 1.04 (0.65–1.66) 171/1662 1.0 45/430 0.87 (0.58–1.31)

a Adjustmentsweremade for age, gender, center, study group, smokingduringpregnancy, current environmental smoking,maternal asthmaand/or rhinoconjunctivitis, paternal asthma

and/or rhinoconjunctivitis, older siblings, parental education, household pets during first year of life, and measles infection and measles vaccination, respectively, in the model where it

is not the main exposure.
b n indicates number of cases; N, total number of children in the analysis.
c In total, 12 540 children were included in the analyses, of which 3378 provided a blood sample. The number of children with early symptoms of wheezing and/or eczema was 753 (211

among children with blood samples).
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study,31 which may have affected the vaccination rates in
some countries.

The strength of the PARSIFAL study is its large size with
multinational design, although the cross-sectional design is
not optimal for elucidation of the temporal relation be-
tween measles vaccination/infection and allergic disease.
Another strength of our study is the comparatively high
prevalence of children who contracted measles infection
(20%), especially because measles usually is now a rare
disease in industrialized countries.6 A limitation of the
study is the low prevalence of allergic disease and atopic
sensitization in the reference category (unvaccinated chil-
dren without measles infection), which consisted mostly of

Steiner-school children. The positive association between
measles vaccination and current rhinoconjunctivitis could
be the result of this difference in disease prevalence.

Misclassification of exposure might affect the results.
In our material, the child’s vaccination status was based
on parental recall, which has been associated with both
underestimation and overestimation in validity stud-
ies.32,33 The typical symptoms of measles infection, high
fever and characteristic skin rash, are often distinct and
appear in epidemics, which helps to make parental re-
ports of measles infection reliable. To the extent that the
misclassification was nondifferential, it would not
change the direction of our observed associations. Un-

TABLE 3 Any Allergic Symptom or any Diagnosis of Allergy by a Physician CombinedWith Atopic Sensitization (0.35 kU/L) in Relation to

Measles Vaccination and Infection, Among ChildrenWith Blood Samples in the PARSIFAL Study

Adjusted Modelsa

Measles Vaccination Measles Infection

Reference Reference

n/Nb n/Nb OR (95% CI) n/Nb n/Nb OR (95% CI)

All childrenc

Any allergic symptom

No symptoms and no

sensitization

510/876 1.0 1347/2261 Reference 1485/2509 1.0 372/628 Reference

Symptoms and no

sensitization

65/876 1.0 228/2261 1.42 (0.95–2.13) 217/2509 1.0 55/628 1.05 (0.74–1.51)

No symptoms and

sensitization

166/876 1.0 384/2261 0.94 (0.70–1.27) 483/2509 1.0 125/628 1.01 (0.78–1.31)

Symptoms and sensitization 123/876 1.0 264/2261 0.76 (0.54–1.07) 264/2509 1.0 66/628 0.64 (0.46–0.90)

Any diagnosis of allergy by a

physician

No diagnosis and no

sensitization

515/876 1.0 1350/2261 Reference 1496/2509 1.0 369/628 Reference

Diagnosis and no

sensitization

55/876 1.0 214/2261 1.90 (1.24–2.91) 217/2509 1.0 52/628 1.12 (0.77–1.62)

No diagnosis and

sensitization

188/876 1.0 438/2261 1.06 (0.80–1.42) 483/2509 1.0 143/628 1.04 (0.81–1.34)

Diagnosis and sensitization 96/876 1.0 212/2261 0.69 (0.48–1.01) 264/2509 1.0 44/628 0.51 (0.35–0.75)

Children with early symptoms

excludedc

Any allergic symptom

No symptoms and no

sensitization

428/586 Reference 1129/1506 Reference 1245/1662 Reference 312/430 Reference

Symptoms and no

sensitization

3/586 1.0 15/1506 2.43 (0.53–11.0) 18/1662 1.0 0/430 —

No symptoms and

sensitization

135/586 1.0 308/1506 0.86 (0.61–1.22) 338/1662 1.0 105/430 1.06 (0.79–1.41)

Symptoms and sensitization 16/586 1.0 45/1506 1.55 (0.64–3.76) 27/1662 1.0 10/430 0.79 (0.34–1.81)

Any diagnosis of allergy by a

physician

No diagnosis and no

sensitization

423/586 Reference 1099/1506 Reference 1219/1662 Reference 303/430 Reference

Diagnosis and no

sensitization

5/586 1.0 27/1506 2.57 (0.73–9.11) 28/1662 1.0 4/430 0.56 (0.17–1.77)

No diagnosis and

sensitization

138/586 1.0 329/1506 1.01 (0.72–1.43) 358/1662 1.0 109/430 1.06 (0.80–1.42)

Diagnosis and sensitization 9/586 1.0 21/1506 0.51 (0.17–1.55) 27/1662 1.0 3/430 0.46 (0.12–1.79)

a Adjusted for age, gender, center, study group, mother with asthma and/or rhinoconjunctivitis, father with asthma and/or rhinoconjunctivitis, older siblings, pets during first year of life,

current environmental smoking,mother’s smoking during first year of life, parental education, andmeasles infection ormeasles vaccination, respectively, in themodel where it is not the

main exposure.
b n indicates number of cases; N, total number of children in the analysis.
c In total, 3378 children provided a blood sample. The number of children with early symptoms of wheezing and/or eczema was 211 among those who provided a blood sample.
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fortunately, we did not have information on the child’s
age at measles infection and, therefore, could not inves-
tigate if the allergic symptoms/atopic sensitization or the
measles infection came first. Moreover, among Steiner
reference children, the prevalence of allergic disease
tended to be higher among children who provided a
blood sample compared with those who did not.25 This
might bias our results on atopic sensitization or allergic
symptoms/diagnoses in combination with atopic sensiti-
zation. To assess the magnitude of this potential bias, we
adjusted the analyses for symptoms/disease prevalence,
which resulted in small effects on the observed ORs,
speaking against a major role of selection bias. Further-
more, we cannot exclude that our results are influenced
by the other vaccines included in the MMR vaccination,
or the different vaccination routines of Steiner-school
children, with fewer vaccinations and that are often
given later than recommended by the health authori-
ties.24 Moreover, we can not exclude the possibility that
other factors in the anthroposophic lifestyle may influ-
ence the observed associations.16

CONCLUSIONS
We observed an inverse association between measles
infection and any allergic symptoms and any diagnosis of
allergy by a physician in children, after excluding chil-
dren with early symptoms of wheezing and eczema.
Most studies on measles vaccination and measles infec-
tion in relation to allergic disease have not considered
the time sequence of events, and therefore causal asso-
ciations should be further investigated in prospective
cohort studies.
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Frequency of allergic diseases following measles

E. Kucukosmanoglua, E Cetinkayab, E Akcayb and E Pekunb

3Department of Pediatrics. Medical Faculty. Gaziantep University Istanbul. Turkey. bDepartment of Pediatrics
Sisli Etfal Teaching Hospital. Istanbul. Turkey.

ABSTRACT
Conclusion:

Objective: Viral and bacterial infections in child- These children were

hood decrease the likelihüüd of allergic diseases in less sensitive to D. pteronyssinus.
later life. The frequency of allergic diseases in pa-

tients with a history of meesies has been reported to Key words:Allergic rhinitis. Asthma. Atopic dermati-

be low but some studies still suggest that measles tis. Measles. Skin prick test. Wheezing.

Methods: Fifty-two children hospitalized in our

clinic with meas|es were compared with 51 children INTRODUCTION

without measles. Allergic diseases were investigated
in both groups by using the International Study of The prevalence of a||ergic diseases is steadily in-

Asthma and Allergies in Childhood (ISAAC) question- creasing in our country similar to the increase
naire. In all children, allergy skin tests were per- throughout the world'd. Allergic diseases are known

formed with the four most common a||ergens. to be more frequent in Western countries57. Similar-

Results: Sensitivity to Dermatophagoides ptero- ly, the prevalence of atopy diagnosed by the skin

nyssinus was less frequent in children with measles prick test and specific IgE is also on the increase°·9.

than in those without (p < 0.05). A history of nebu- These findings may be attributed to the hygiene hy-

lized selbutemol use in the emergency room in the pothesis, which suggests an increase in the frequen-

previous 12 müñths was also less frequent in the cy of atopic diseases due to the decreasing number

measles group (p < 0.05). Inhaled corticosteroid use of childreñ in families and a fall in the number of in-

was more common in the group without measles fections'0·¹¹. According to this hypothesis, the cy-

(p < 0.05). tokine profile with an innate predominance of aller-

genic Th2 profile, shifts to the non-allergenic Th1

profile with the influence of childhood infections'2·¹³.

Although a number of studies demonstrate that

Correspondence:
measles and other viral infections prevent allergic

conditions, other reports suggesting an increase in
Ercan Kucukosmanoglu a||ergic diseases due to these infections are also pre-

Z
An b! d

lÎs¤p Fakultesi
sent's²0. Turkey is a country with a high prevalence of

Cocuk Allerjisi Uzmani childhüüd diseases. The number of measles cases

Universite Bulvari 27310 was 30,509 in 2001 and the morbidity rate was

Gaziantep. Turkey 44.97 per one hundred thousand21.
E-mail: ercankoemencehi@yâhGG.com We aimed to investigate the correlation of allergic

diseases with a history of measles.
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FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 13 RECEIVED NYSCEF: 08/24/2020



Kucukosmanoglu E, et al.-FREQUENCY OF ALLERGIC DISEASES FOLLOWING MEASLES 147

METHODS Table I

Comparison of characteristics of the measles group
Fifty-two children with a diagnosis of measles and the control group

who were hospitalized in the Pediatric Infectious Dis-

eases Clinic in the Okmeydani Teaching hospital dur- Cases with Cases without

ing 1996 and 2002 were incorporated into the study. measles (n = 52) measles (n = 51)

The control group consisted of fifty-one children who

had been admitted to the outpatient clinic for other Age (years) 6,65 ± 1,85 6,57 ± 2,08 > 0,05

reasons and did not have a history of measles or Weight (kg) 21,18 ± 5,68 20,11 ± 5,50 > 0,05

a chronic disease. The diagnosis of measles was Height (cm) 117,04 ± 11,77 115,50 ± 13,58 > 0,05

based on the presence of a maculopepu!ar rash, high Number of measles

fever, rhinitis, conjunctivitis, cough, and Koplik spots vaccinations 0,94 ± 0,96 1,90 ± 0,36 < 0,0001

on the buccal mucosa. Control cases without a his- Number of children

tory of measles were selected randomly among cas- living in the house 3,02 ± 1,48 2,35 ± 0,91 < 0,01

es admitted to the pediatric outpatient clinic for other
*Student's-t test.

reasons. The number of measles vaccinations was

recorded according to the children's vaccination
cards.

The
"

International Study of Asthma and Allergies measles than in the measles group (p < 0.05) (ta-

in
Childhood"

(ISAAC) questicililaire was applied to ble II). There were significant|y more children with a
both groups. Sociodemographic questions were also history of allergic dermatitis in the control group,
asked. The parents of children enrolled in the study compared to the group with measles (p < 0.05).

gave verbal ccñsent. Prick skin tests with four aller- The primary attack of wheezing was significantly
gens-Dermatophagoides pteronyssinus, Mixture5 earlier in the measles group (table Ill).

Grasses, Alternaria and cockroach antigens (Staller- History of experiencing a wheezing attack and use

genes, France) were performed. Sterile saline and of nebulized salbutamol in the previous 12 months
hisiamine (10 mg/dl) were used as negative and pos- was significantly less frequent in the measles group
itive controls respectively in the prick test simultane- (table Ill).

ously with the above-mentioned allergens. Tests re- While the positivity of D. pteronyssinus allergy
sults were evaluated 15 minutes after the procedure. skin test was significantly higher in the group without

The endurance diameter for each allergen was sub- measles, there was no significant difference be-

tracted from that of the negative control and a re- tween the two groups with regard to the results of

sulting endurance of a3 mm was interpreted as pos- other allergy skin tests (table IV).

itive. Moreover, when the endurance diameter of the
allergen was subtracted from that of the negative
control and the resulting number was divided by the DISCUSSION

endurance diameter of histamine, a value of at least

0.5 was also considered positive. Up to date, conflicting results on the correlation

Statistical analyses were run with SPSS for win- between allergic diseases and childhood infections
dows. Fisher's exact test and independent t test have been obtained. While some reports suggest

were used for inter-group comparisons. A p value that childhcod infections prevent the development of
of < 0.05 was considered statistically significant. allergic diseases, others claim that they increase the

frequency of these conditions'*20. However, general
opinion is that viral infections in childhood prevent

RESULTS the occurrence of asthma. A multi-center cohort

study in Germany indicates that recurrent viral upper

The comparisons of age, height and weight in both respiratory tract infecticñs early in life decrease the

groups did not yield a significant difference (table I). likelihood of asthma, whereas a positive correlation is
While the mean number of measles vaccinations present between recurrent lower respiratory tract in-

was 0.94 in the measles group, it was 1.90 in the fections and wheezing attacks22. Authors attribute

group without measles. The number of childreñ living this to the predi|êcticñ of the immature immune sys-

in the house was significantly higher in the measles tem towards Th1 phenotype with the stimulation of

group, compared to that of the control group. recurrent viral infections in early childhcod, which

The number of children using inhalation corticos- consequently decreases the likelihood of asthma

teroids was significantly higher in the group without during the pre-school peried22. Similarly, in vitro stud-

Allergol et Immunopathol 2006;34(4):146-9
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Table II

Comparison of various characteristics of the measles group and the control group

Cases with measles Cases without measles
(n = 52) (%) (n = 51) (%) p*

Allergic disease in the family 17 (32,6) 15 (29,4) > 0,05

Allergic disease in the mother 9 (17,3) 5 (9,8) > 0,05

Allergic disease in the father 3 (5,7) 3 (5,9) > 0,05

Allergic disease in siblings 3 (5,7) 7 (13,7) > 0,05

Case edmined to receive nebulized salbuteme!
in the emergericy room 18 (34,6) 20 (39,2) > 0,05

History of wheezing 29 (55,7) 29 (56,8) > 0,05

Whêêzing within the previous 12 months 11 (21,1) 14 (27,4) > 0,05

History of inhaled steroid use 3 (5,8) 8 (15,6) > 0,05

Current use of inhaled steroids 1 (2) 6 (13,3) < 0,05

Allergic rhinitis findings within the previous 12 months 4 (7,7) 7 (13,7) > 0,05

Allergic cerijurictivitis findings within the previous 12 months 1 (2) 2 (3,9) > 0,05

History of atopic dermatitis - 4 (7,8) < 0,05

Atopic dermatitis within the previous 12 months - 3 (5,9) > 0,05

Physician's diagnosis of asthma 1 (2) 3 (5,9) > 0,05

Physician's diagnosis of allergic rhinitis - 2 (3,9) > 0,05

Physician's diagnosis of allergic Amat!!!s - 1 (1,9) > 0,05

*Fisher's exact test.

Table 111 Table IV

Comparison of the two groups with regard to a history Comparison of allergy skin tests between the two groups
of nebulized salbutamol use within the previous

12 months Measles Measles
Skin test positivity (+) (n = 52) (-) (n = 51)

Use of nebu!!zed Cases with measles Cases without measles ,
salbutamol (n = 52) (%) (n = 51) (%) Total 4 (7,7 %) 8 (15,7 %) > 0,05

D. pteronyssinus 2 (3,8 %) 8 (15,7 %) < 0,05
Never 8 (15,3) 3 (5,8) MM·sEg.asses 0 (0 %) 3 (5,9 %) > 0,05
1-3 times 3 (5,7) 7 (13,7) < 0,05 Altemaria 1 (1,9 %) 2 (3,9 %) > 0,05
4 times or more - 3 (5,8) Cockroach 1 (1,9 %) 2 (3,9 %) > 0,05

*Fisher's exact test *Fisher's exact test.

ies suggest that bacterial and viral infections prevent medical records between 1982 and 198620. Of the

atopy by increasing the production of y-interferca by 547 910 children aged betvesen 14 months and
Th1 type T lymphocytes23.24. This cytokine prevents 19 years, 20 960 had experienced measles and the

the deve|ópment of atopy, ensuring the transforma- remaining had not. The results of the study showed
tion of Tho to Th1 instead of Th2. that allergic diseases were more frequent in cases

In a study in Guinea Bissau, 395 children aged six with measles. The results of this study were not con-

years or younger were followed up for 14-16 years. sistent with the hypothesis that meas|es could pre-

Allergic dicoccoc were 50 % less frequent in children vent a||ergic diseases. The higher frequency of aller-

who had centracted measles than in those who had gic diseases in cases with a history of measles was
not'4. The hyp0thesis that meas|es prevented allergic attributed to genetic predisposition. Another report

diseases was investigated in Finland by evaluating from Denmark revealed that children vaccinated for

Allergol et Immunep::thol 2006;34(4):146-9

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 13 RECEIVED NYSCEF: 08/24/2020



Kucukosmanoglu E, et al.-FREQUENCY OF ALLERGIC DISEASES FOLLOWING MEASLES 149

meaSleS, rubella and varicella were not protected 4. Akçakaya N, Kulak K, Hassanzadeh A, Camelodlu Y, Cokugras
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MEASLES INFECTION AND PARKINSON'S DISEASE 

ANNIE J. SASCO' AND RALPH S. PAFFENBARGER, Ja. 2 

Sesco, A. J. (Harvard School of Public Health, Boston, MA 02115), and R. S. 

Paffenbarger, Jr. Measles Infection and Parkinson's disease. Am J Epldemlol 

1985;122:1017-31. 

A case-control analysis of Parkinson's disease and Infections In childhood was 

conducted in a cohort of 50,002 men who attended Harvard College (Cambridge, 

MA) or the University of Pennsylvania (Philadelphla, PA) between 1916 and 1950 

and who were followed In adulthood for morbidity and mortality data. Cases of 

Parkinson's disease were Identified from responses to mailed questionnaires 

and death certificates through 1978. Four controls from the same population were 

selected for each case. A reduced risk of Parkinson's disease was associated 

with most childhood viral infections. The negative association was statistically 

significant for a history of measles prior to college entrance (exposure odds ratio 

= 0.53; 95% confidence limits: 0.31, 0.93). The reduced risk of Parkinson's 

disease among subjects with a positive history of measles In chlldhood may 

reflect an adverse effect of measles In adulthood or of aubcllnlcal or atypical 

measles. Furthermore, a negative history of measles, especially if associated 

with a lack of other common diseases, could be a marker for negative Influenza 

history before 1918 and thus a higher risk of Infection during the 1918 influenza 

epidemic, because of the lack of partial Influenza immunity. These data may also 

suggest a truly protective effect of measles, compatible with some complex 

interaction between measles virus and the virus of the 1918 influenza epidemic. 

influenza; measles; Parkinson's disease; virus diseases 

Parkinson's disease, a neurologic disor

der involving the extrapyramidal system, 

was described for the first time in 1817 by 
James Parkinson (1). It is biochemically 

characterized by a decrease in the dopa-
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Abbreviations: CL, confidence limits; EORML, max
imum likelihood estimate of the exposure odds ratio. 
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This is Report No. XXVIII in a series on chronic 

mine content of the striatum. The classic 

clinical form consists of akinesia, rigidity, 
and tremor (2). A distinction is made be

tween primary and secondary parkinson

isms. Primary parkinsonism refers to cases 

disease in former college students. 
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1018 SASCO AND PAFFENBARGER 

of unknown etiology, representing the ma
jority of Parkinson cases at this time. Sec
ondary parkinsonism is categorized in sev
eral subgroups. The postencephalitic cases 
have been related to the epidemic of von 
Economo encephalitis (encephalitis leth
argica) from 1918 to 1926 (3-5). A viral 
etiology common to both encephalitis leth
argica and the 1918 pandemic influenza has 
been proposed (6). Iatrogenic parkinsonism 
occurs after use of certain drugs, such as 
phenothiazines and reserpine (7, 8). Occu
pational exposure to carbon monoxide, car
bon disulfide, certain industrial solvents, 
mercury, and lead has been implicated (9, 
10). Secondary parkinsonism has also been 
associated with arteriosclerosis. The roles 
of von Economo's disease and of arterio
sclerosis in the etiology of Parkinson's dis

ease are controversial (5, 6, 11-13). 

Between 1967 and 1969, Kessler con
ducted two studies (14, 15) among Parkin
son's disease patients to investigate the 
possibility of relation with various expo
sures, as well as the association with many 
diseases, including childhood viral infec
tions. Using a case-control approach, in one 
study, hospitalized cases were compared 
with hospitalized controls (14) and, in an
other, nonhospitalized cases were com
pared with nonhospitalized population con
trols (15). The investigator reported that 
cases were less likely than controls to give 
a history of chickenpox, measles, German 
measles, and mumps. The results were 
based on self-reports at the time of Parkin
son's disease. The associations did not at
tain statistical significance and were less 
marked with population controls (relative 

risk for chickenpox, 0. 79; measles, 0.84; 
German measles, 0.93; and mumps, 0.77) 
than with hospital controls (relative risk 
for chickenpox, 0.61; measles, 0.75; German 
measles, 0.61; and mumps, 0.68). 

This paper is concerned with the rela

tionship between childhood diseases, 
mainly viral, and subsequent risk of Par
kinson's disease. Other exposures will be 
reported in subsequent papers. 

MATERIALS AND METHODS 

Source population 

This study is based on a cohort of 36,505 
men who entered Harvard College (Cam
bridge, MA) between 1916 and 1950, and 
13,497 men who attended the University of 
Pennsylvania (Philadelphia, PA) between 
1931 and 1940. College records of these 
50,002 subjects were searched for medical, 
social, psychologic, academic, and extra
academic data. For this study, the main 
source of information on exposure is the 
medical evaluation conducted at the time 
of college entrance. Each subject was ex
pected to undergo an extensive medical in
terview and a thorough medical examina
tion. At Harvard, each subject was to be 
seen by one of several physicians who com
pleted the totality of the examination and 
information gathering. At the University of 
Pennsylvania, students were to be seen by 
a series of physicians, each of them concen
trating on one body system. At both insti
tutions, the findings were recorded on a 
standard form, requiring the recording of 
the presence or absence of a list of specified 
conditions. 

As part of the medical history, informa
tion was requested of each subject on the 
most common childhood viral diseases: 
chickenpox, measles, and mumps, with in
dication of the age at infection. Information 
on German measles was included only at 
Harvard from 1940 to 1950. Information on 
influenza was recorded at both universities, 
but only until 1940. Bacterial diseases were 
also recorded, including diphtheria, pertus

sis, and scarlet fever, at both universities 
and rheumatic fever only at Harvard. Pneu
monia, without specification of its viral or 
bacterial etiology, was reported, as well as 
tonsillectomy. Additional diseases or pro
cedures could be added to the standard list 
if indicated by the subject at the time of 
the examination. Information was also re
corded on family history of diseases, such 
as cardiovascular conditions or diabetes. 
Parental age and, if appropriate, parental 
cause of death, were stated Lifestyle infor-
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MEASLES INFECTION AND PARKINSON'S DISEASE 1019 

mation included data on smoking behavior, 
coffee and tea intake, and sports partici
pation. 

A complete physical examination was 
performed on each subject. The major 
physiologic parameters (height, weight, 
systolic and diastolic blood pressure, and 
pulse rate) were recorded, as well as signs 
and symptoms by systems. Laboratory in
vestigations were also performed, but they 
varied with institution and time of college 
entrance. 

Some subjects did not have the medical 
interview and examination, and some rec
ords have been lost or transferred to other 
schools within the university. No college 
medical information is available for them. 

Follow-up information on former college 
students was provided through the alumni 
offices of both universities. Mailing lists 
are regularly updated, and it has been es
timated that less than 1 per cent of alumni 
deaths are unknown to the alumni offices 
(16). Upon notification of death, death cer
tificates were obtained, and information on 
cause of death or accompanying condition 
or both was recorded. 

In addition to mortality data, morbidity 
data and lifestyle information in the 
postcollege days have been collected 
through mailed questionnaires, with an ap
proximate response rate of 70 per cent. 
Morbidity data were obtained through the 
question, "Did a doctor ever tell you that 
you had any of the following?," applying to 
a list of conditions including Parkinson's 
disease. The year of onset was to be indi
cated. Such a questionnaire, by itself, or in 
combination with a request for information 
on lifestyle, was sent to the Harvard alumni 
in 1972 and in 1977-1978, and to the Uni
versity of Pennsylvania alumni in 1976. 
Each subject was also invited to give his 
physician's name and address, along with 
permission to contact the physician for val
idation of self-reported conditions or for 
additional information. 

Study design 

Given the exploratory nature of this 
study, aiming at the testing of several hy-

potheses regarding the etiology of Parkin
son's disease, a case-control approach was 
preferred over a more expensive cohort 
analysis. The availability of more than one 
matched control per case permits retention 
of most of the statistical efficiency, while 
considerable savings was made possible by 
restriction of the validation procedure to 
cases and controls, as opposed to the whole 
cohort. 

Cases 

Cases of Parkinson's disease for this 
study were identified from two sources, 
death certificates and responses to the 
questionnaires through 1978. Only subjects 

for whom we had the information described 
above taken at the time of college entrance 
were included as cases. Virtually all study 
subjects from both Harvard and the Uni
versity of Pennsylvania were white. 

We identified 136 potential cases from 
Harvard and 24 potential cases from the 
University of Pennsylvania. Of these, 114 
Harvard and 23 University of Pennsylvania 
subjects had a medical evaluation at college, 
and information recorded on childhood dis

eases was available for them. The others 
were excluded because information taken 
at the time of college entrance was not 
available. The source of identification of 
the 137 cases retained in the analysis is 
given in table 1. 

Controls 

Four controls were selected for each case. 
They were subjects who were self-reported 
as not having Parkinson's disease, as of the 
1976 University of Pennsylvania question
naire or the 1977-1978 Harvard question
naire. From the pool of subjects who at

tended the same institution as the case and 
with a college examination year and age at 
examination within two years of those of 
the case, four controls were randomly se

lected. Thus, controls were matched to the 
case on institution attended, year of college 
examination, and age at examination. This 
leads to a matching on year of birth, within 

two years for most of the cases and within 
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TABLE 1 

Distribution of Parkinson's disease cases by source of 

identification: for~r Harvard College and University 

of Pennsylvania students, 1916-1978 

No. % 

Harvard College cases 
1972 questionnaire only 13 11.4 
1977-1978 questionnaire 

only 51 44.7 
Death certificate only 18 15.8 
1972 and 1977-1978 

questionnaires only 23 20.2 
1972 questionnaire 

and death certificate only 8 7.0 
1972 and 1977-1978 

questionnaires and 

death certificate 1 0.9 

Total 114 100.0 

University of Pennsylvania cases 

1976 questionnaire only 20 87.0 
Death certificate only 2 8.7 

1976 questionnaire and 

death certificate 1 4.3 

Total 23 100.0 

five years for all, except for one subject who 
entered college at age 32 years and for 
whom four controls matched within five 
years could not be found. Only controls 
with information taken at the time of col
lege entrance were included in the study. 

Validation of the Parkinson's disease 

status 

We considered as validated any case 
which was confirmed by a physician. Vali
dation by a neurologist was not required. 
All cases identified through death certifi
cates with mention of Parkinson's disease 
were considered as validated. Validation of 
the cases identified through a self-report of 
Parkinson's disease on a questionnaire was 
sought by requesting confirmation of the 
diagnosis and of the date of onset from the 
subject's physician. 

For the Harvard cases identified through 
the 1972 questionnaire, such a validation 
was done in 1975 for Parkinson's disease, 
as well as for other self-reported conditions. 
For all cases identified through any ques-

TABLE 2 

Distribution of Parkinson's disease cases by validation 

status: former Harvard College and University of 

Pennsylvania students, 1916-1978 

No. % 

Harvard College cases 

1975 validation only 8 7.0 
1982 validation only 37 32.5 
Death certificate only 23 20.2 
1975 validation and death 

certificate only 3 2.6 
1975 and 1982 validations 

only 12 10.5 

No validation 31 27.2 

Total 114 100.0 

University of Pennsylvania cases 

1982 validation only 9 39.1 
Death certificate only 4 17.4 
No validation 10 43.5 

Total 23 100.0 

tionnaire and still alive, validation was 
done again in 1982. Combining the three 
possible validation procedures, the diag
noses of 83 of 114 Harvard cases (72.8 per 
cent} were confirmed, none was refuted, 
and no validation could be obtained for 31 
cases. For the University of Pennsylvania 
cases, 13 cases were confirmed (56.5 per 
cent}, none was retuted, and no validation 
could be obtained for 10 cases. The discrep
ancy in validation rates between Harvard 
College and the University of Pennsylvania 
may result in part from a prior attempt at 
validation in 1975 done only for the Har
vard subjects (table 2). 

Validation of the disease-free status of 
each control was also sought by confirma
tion from the subject's physician. The val
idation rates were 52.4 per cent for Harvard 
and 61.9 per cent for the University of 
Pennsylvania. None of the controls for 
whom the validation was completed had 
Parkinson's disease at the time of identifi
cation of the case to which he was matched, 
although two of the controls later developed 
Parkinson's disease. 

Methods 

Maximum likelihood estimates of the ex
posure odds ratio (EORMd were computed 
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for each of the factors of interest. The 
analyses were done both matched and un
matched. Ninety-five per cent confidence 
limits were derived using Miettinen's test
based limits (17). Most analyses were per
formed with the calculator programs devel
oped by Rothman and Boice (18). Multi
variate analysis was based on the logistic 
regression model described by Cox (19) us
ing a program for matched data developed 
by Dr. Bernard Rosner of the Harvard 
Medical School. 

Preliminary analyses were done sepa
rately for the Harvard and the University 
of Pennsylvania groups. The results were 
very similar, and the stratification by insti
tution was not retained for most of the 
unmatched analyses. The analyses were 
also conducted separately for cases identi
fied through death certificates and cases 
identified from morbidity questionnaires. 
The analyses were finally done separately 
for cases still alive at the time of the 1976 
University of Pennsylvania questionnaire 
or the 1977-1978 Harvard questionnaire, 
and cases who had already died or whose 
life status in 1976 or 1977-1978 was un
known. The exposure odds ratios for dead 
and alive cases, at the time of ascertain
ment or at the last questionnaire, were 
similar, and the stratifications by life status 
were not retained in most of the analyses. 

RESULTS 

Chudhood diseases 

Matched and unmatched exposure odds 
ratios and confidence limits for childhood 
diseases are presented in table 3. Since the 
results were very similar with the two pro
cedures, the rest of the analysis, with the 
exception of the logistic regression, is pre
sented unmatched. 

For diphtheria, pertussis, and scarlet fe
ver, the exposure odds ratios are very close 
to one. Rheumatic fever, on which infor
mation was available only at Harvard, ap
pears as a possible risk factor for Parkin
son's disease, although the result is not 
significant, and is based on only four ex-

posed cases. Bacterial diseases, with the 
possible exception of rheumatic fever, do 
not appear to have any impact on the sub
sequent risk of Parkinson's disease. The 
same applies to pneumonia, which may 
have a viral or bacterial etiology. For ton
sillectomy, a surgical procedure usually per
formed on children who have repeated in
fections of viral or bacterial origin, the ex
posure odds ratio is slightly less than one. 

A negative association exists between 
Parkinson's disease and most childhood 
viral infections. The exposure odds ratios 
are less than one for chickenpox (EORML 
= 0.76), measles (EORML = 0.53), and 
mumps (EORML = 0.88). For influenza, the 
exposure odds ratio is 1. 1. German measles 
has an exposure odds ratio of 1.8, but this 
result is based on only four exposed cases, 
the information on the disease being avail
able only for the subjects entering Harvard 
College between 1940 and 1950. 

Measles 

The only one of the above results with 
confidence limits (CL) that do not include 
the null value of 1.0 is the exposure odds 
ratio for measles. In these data, measles in 
childhood is associated with a reduced risk 
of Parkinson's disease. The values of the 
unmatched exposure odds ratios for mea
sles are very similar, approximately 0.5, for 
the two institutions (Harvard College, 0.57; 
CL: 0.31, 1.1; University of Pennsylvania, 
0.40; CL: 0.11, 1.4), for cases dead or alive 
at the time of identification (dead cases, 
0.46; CL: 0.11, 2.0; live cases, 0.55; CL: 0.30, 
0.99), and for cases dead or alive at the time 
of the most recent questionnaire considered 
in the present study (dead cases, 0.61; CL: 
0.18, 2.0; live cases, 0.51; CL: 0.27, 0.95). A 
comparable level of consistency existed for 
the other childhood diseases, but their con
fidence limits all included the null value of 
1.0. 

Age at infection (table 4). For 42 of the 
112 cases and 171 of the 494 controls with 
history of childhood measles, information 
on the age at measles was precise enough 
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TABLE 3

Estimated exposure odds ratios (EORw)* and 95% confidence limits for association between Parkinson's disease and childhood diseases: former Harvard
College and University of Pennsylvania students, 1916-1978

Cases Controls Unmatched Matched†

Disease Not Not 95% 95%
EW Nonew available Nonew available M‰ con½nce MRs con½nce

limits litnits

Bacterial etiology o
Diphthena 9 125 3 36 507 5 1.0 0.48, 2.2 1.0 0.48, 2.1
Pertussis 77 67 3 329 214 5 0.88 0.60, 1.3 0.88 0.60, 1.3
Scarlet fever 22 112 3 93 449 6 0.95 0.67, 1.6 0.84 0.49, 1.4
Rheumatic fever 4 107 26 9 441 98 1.8 0.56, 6.0 1.8 0.56, 5.7

Bacterial and/or
viral etiology

Pneumonia 21 113 3 69 474 6 1.3 0.75, 2.2 1.3 0.75, 2.2
Toneillectomy 74 57 6 318 217 13 0.89 0.60, 1.3 0.89 0.59, 1.4

to
Viral etiology

Chickenpox 76 56 5 347 194 7 0.76 0.52, 1.1 0.83 0.52, 1.3
Measies 112 20 5 494 47 7 0.53 0.31, 0.93 0.47 0.26, 0.86
Mumps 62 70 5 271 269 8 0.88 0.60, 1.3 0.82 0.54, 1.3
Influenza 32 90 15 118 376 54 1.1 0.72, 1.8 1.1 0.69, 1.8
German measles 4 4 129 11 20 517 1.8 0.38, 8.8 1.4 0.25, 7.3
* EORw., maximum likelihood estimate of the exposureodds ratio.
t Matching on university, year of collegeexamination, and ageat examination.
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TABLE 4 

Estimated unmatched exposure odds ratios (EOR11Lr 

and 95% confidence limits for association between 

Parkinson's disease and measles, stratified by age at 
infection: former Harvard College and University of 

Pennsylvania students, 1916-1978 

95% 
Category Cases Controls EOR>O. confidence 

limit.a 

Nome&les 
(reference) 20 ,(7 

Mea11les "t age (yeru-s) 

0-4 5 30 0.39 0.14, 1.1 
6-9 2" 91 0.62 0.31, 1.2 

10-1" 9 37 0.57 0.23, 1.4 
16-19 4 13 0.72 0.21, 2.5 

Measles in childhood, 
age not epecified 6,( 282 0.53 0.30, 0.96 

Measles, no age given 6 41 0.3-4 0.13, 0.92 

No information on 
me&Ales 5 7 

• EOR.o.. rruuimum likelihood estimate of the exposure 
odm ratio. 

to allow stratification by five-year age cat
egories. The modal age range at measles 
infection was 5-9 years for both cases and 
controls. Sixty-four cases and 282 controls 
indicated that they had had measles in 
childhood without any more precision. Six 
cases and 41 controls said they had had 
measles but did not give any information 
on the time of occurrence. The reference 
category is composed of 20 cases and 4 7 
controls who never had childhood measles. 
The exposure odds ratio varies by age and 

specificity of report of age from 0.34 to 0. 72. 
There is no clear pattern of association 
between age at measles and Parkinson's 
disease, although there is a slight trend of 
increasing risk of Parkinson's disease with 
increasing age at measles infection. This 
trend is not significant. 

Birth cohort (table 5). Stratification by 
five-year birth cohort revealed a variation 
in the association between measles and 
Parkinson's disease. For two birth cohorts, 
that for pre-1900 and for 1920-1924, the 
absence of a nonexposed case leads to ex
posure odds ratios of infinity. The reduc
tion in exposure odds ratio is strongest for 
the birth cohort 1905-1909, the exposure 
odds ratio being 0.20 with a two-sided p 

value of 0.001. For the following two co
horts and for the last one, exposure odds 
ratios are smaller than 1.0, but not signifi
cant. 

Year of infection and birth cohort (table 

6). We estimated the year of measles infec
tion from the age of the subject at the time 
of measles if it was known. For subjects 
who simply indicated measles in childhood, 
we set the age at measles at seven years, 
corresponding to the modal age for subjects 
with a known time of measles. Changing 
the assumption from age seven to age three, 
five, or nine years did not substantially 
affect the results. We computed the maxi
mum likelihood pooled exposure odds ratio 

TABLE 5 

Estimated birth cohort specific unmatched exposure odds ratio (EOR11Lr and 95% confidence limits for 

association between Parkinson's disease and measlest: former Harvard College and University of PeTIM)'lvania 

students, 1916-1978 

CaAes Controls 95% 
Birth cohort 

Not Not EO~ confidence 
Exposed NoneipOSed 

ftvllililble 
Exposed Nonexposed 

avllililble limit& 

Pre-1900 10 0 0 36 3 1 00 0.15, 00 

1900-1904 32 5 0 135 12 1 0.57 0.19, 1.7 

1905-1909 28 9 1 142 9 1 0.20 0.08, 0.50 

1910-1914 20 3 1 89 7 0 0.52 0.13, 2.2 

1915-1919 12 2 2 55 6 3 0.66 0.12, 3.7 

1920-1924 7 0 1 23 8 1 00 0.52, 00 

Post-1924 3 1 0 14 2 0 0.43 0.03, 6.5 

• EORML. maximum likelihood estimate of the exposure odds ratio. 

t Chi-square test for heterogeneity= 11.89, 6 df, not significant. 
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TABLE 6

Estimated x-tched exposure odds ratio (EORw.)* of Parkinson's disease associated with measles, stratified by birth cohort and year of infectiore
former Harvard College and University of Pennsylvania students, 1916-1978

No Year of measles
Birth cohort measles .

(reference) Pre-1900 1900-1904 1905-1909 1910-1914 1915-1919 1920-1924 1925-1929 1930-1934 Post-1934 availablet

Pre-1900 Cases 0 1 (1)‡ 3 5 1 0 0
Controls 3 0 12 (5) 14 (3) 4 3 4 o

1900-1904 Cases 5 0 15 (12) 13 (11) 3 1
Controls 12 2 59 (44) 64 (51) 6 6

1905-1909 Cases 9 0 16 (15) 9 (9) 1 3
Controls 9 1 84 (78) 44 (37) 4 10

1910-1914 Cases 3 1 12 (7) 4 (3) 2 2
Controls 7 2 54 (30) 24 (15) 4 6

1915-1919 Cases 2 0 9 (5) 3 0 0 2
Controls 6 2 35 (15) 7 4 2 8

1920-1924 Cases 0 1 2 2 1 2
Controls 8 1 9 (1) 5 (1) 1 8 ta

Post-1924 Cases 1 2 (1) 1
Controls 2 6 (2) 8

Birth-adjusted EORw. 0.96 0.72 0.35 0.38 0.59 1.7 1.6
95% confidence limits (0.09, 10.8) (0.25, 2.1) (0.17,0.74) (0.17, 0.84) (0.21, 1.7) (0.43, 7.2) (0.18, 16.2)

* EORm., maximum likelihood estimate of the exposureodds ratio.
t Year of infection by measlesunknown or no infe--atian on measles.
‡The subgrouppresented in parenthesesin eachcell represents the number of subjects who reported measlesin childhood and are in the cell as a result of the assumption

that ageat measleswas sevenyears.
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MEASLES INFECTION AND PARKINSON'S DISEASE 1025 

adjusted for birth cohort for each of the 
five-year intervals for years of infection by 
measles from 1900 to 1934. The exposure 
odds ratios associated with year of infection 
by measles follow a U-shaped pattern. The 
subjects with the lowest odds ratio for Par
kinson's disease are those born between 
1905 and 1909, who had measles in child
hood (EORML = 0.19; CL: 0.07, 0.52) or 

early teens, before 1920 (EORML = 0.21; 
CL: 0.07, 0.63). A cautious interpretation 
of the observed pattern is advisable. The 
adjustment procedure used in computing 
the exposure odds ratios for specific inter
vals of infection has the purpose of remov
ing confounding by birth cohort within 
years of infection. It does not standardize 
exposure odds ratios to permit observation 

of a year of infection effect independent of 
birth cohort effects, nor is such standardi
zation possible, since all possible compari

sons of the various intervals of infection 
involve partially nonoverlapping cohorts 
and the early and late infection years in
clude no overlap. Table 6 simply indicates 
that there is a significant effect associated 
with the 1905-1909 cohort and a significant 
effect associated with infection in years 
1910-1919. Since the overwhelming major
ity of the measles of the 1905-1909 cohort 
occurred in 1910-1919 and approximately 
one-half of the 1910-1919 cases were in the 
1905-1909 cohort, it is not possible to de
termine whether the effect is a cohort ef
fect, a calendar time effect, or a joint co
hort-time effect. 

Family size (table 7). Information on 
number of siblings was available for 133 of 
137 cases and 543 of 548 controls. No con
founding by family size is present in this 
data set; the distributions of siblings for 
cases and controls are similar, leading to 

identical crude and unconfounded exposure 
odds ratios. Stratification by family size 
shows a strong reduction in the relative 

risk of Parkinson's disease associated with 
childhood measles for only children. An 

increased risk associated with measles for 
subjects with one sibling is based on only 

one nonexposed case. For subjects having 
at least two siblings, the exposure odds 
ratio associated with measles is low for 
families with 2-4 siblings but rises for fam
ilies with over four siblings. The instability 
of the results prevents any firm conclusion 
with regard to effect modification by num
ber of siblings. 

Other childhood viral diseases (table 8) 

In order to explore a potential modifica
tion of the relation between measles and 
Parkinson's disease, stratification was done 
by the presence or absence of the other two 
viral diseases for which we had sufficient 
information, chickenpox and mumps. The 
exposure odds ratio for measles is remark
ably stable, approximately 0.5, whether the 
subject had only measles or measles and 
one or two of the other diseases. 

Influenza 

Influenza does not appear as a risk factor 
for Parkinson's disease. Stratification by 
birth cohort shows an increase in exposure 
odds ratio for the cohort born prior to 1900 

and the 1910-1914 and 1915-1919 birth 
cohorts, but the increase is not significant 
(table 9). Information on influenza was not 
collected for subjects entering college after 
1939 and, as a consequence, we do not have 
information for most of the subjects born 
in 1920 or later. Stratification by age at 
infection shows an exposure odds ratio of 
about one for all categories (table 10). 

Numbers were too small to allow for cross
stratification by birth cohort and year of 
infection by influenza. 

Multivariate analysis (table 11) 

A matched logistic regression analysis 
was performed to simultaneously study as
sociations with several childhood diseases 
(chickenpox, measles, mumps, influenza, 
pertussis, diphtheria, pneumonia, scarlet 
fever, and tonsillectomy), number of sib
lings, and smoking and diastolic blood pres
sure at the time of college entrance. This 
analysis was mainly done to evaluate po-
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1026 SASCO AND PAFFENBARGER 

TABLE 7 

Estimated unmatched e:rposure odds ratios (EORJILr and 95% confidence limits for association between 

Parkinson's disease and measles, stratified by family size: former Harvard College and University of 

Pennsylvania students, 1916-1978 

Cases Controls 95% 
No.of 

EO~ confidence 
siblings Not Not 

Exposed Nonexposed 
available 

Exposed Nonexposed 
available limits 

0 10 4 1 55 5 2 0.23 0.06, 0.92 

1 31 1 1 138 12 2 2.7 0.36, 20.0 

2-4 58 13 2 248 22 1 0.40 0.19, 0.82 

>4 10 2 0 49 8 1 0.82 0.15, 4.5 

• EOR.o., maximum likelihood estimate of the exposure odds ratio. 

tential confounding by several factors si
multaneously. Diseases were introduced as 
dichotomous variables, as was smoking at 
the time of college (ever- vs. never-smoker). 
Diastolic blood pressure was treated as a 
continuous variable. Only subjects for 
whom we had complete information on all 
the variables of interest were included in 
this part of the analysis. We have 103 sets 
with a variable matching-ratio from one to 
four. The crude exposure odds ratio for 
measles, given by the matched logistic 
regression is 0.37 with confidence limits of 
0.19, 0.71. After controlling for the other 
childhood diseases, smoking, and blood 
pressure, the adjusted exposure odds ratio 
for measles is still 0.40, with confidence 
limits 0.20, 0.80, and the two-sided p value 
is 0.009. The value of the coefficient for 
measles and its confidence limits are essen
tially unaffected by the introduction of the 
other variables in the model. 

DISCUSSION 

The major finding of this study is a re
duced exposure odds ratio of Parkinson's 
disease for subjects who had a history of 
measles at college entrance. 

With prevalent cases ascertained at the 
time of a morbidity questionnaire, the ex -
posure odds ratio is an estimate of the 
prevalence odds ratio, which is approxi
mately equal to the incidence density ratio 
if one assumes that the average duration of 
disease is the same for exposed and non
exposed subjects, that mortality from all 

causes is the same for exposed and nonex

posed, and that the disease is rare in all 

groups. With prevalent cases ascertained at 

the time of a morbidity questionnaire taken 

together with all deceased cases, the expo
sure odds ratio is an estimate of a cumula

tive incidence odds ratio, relating all cases 

to all surviving noncases. The cumulative 

incidence odds ratio is approximately equal 

to the incidence density ratio under the 

same assumptions as above with regard to 

all-cause mortality and rare disease. No 

assumption relative to duration is required 

in its interpretation. In this study, the me

dian age at onset of disease was 61 years 

for subjects who had a history of measles 

and 59.5 years for those who had a negative 

or unknown history. The median age at 

death was 69 years for both groups. The 

duration of disease did not differ signifi

cantly between exposed and nonexposed 

cases. In addition, we believe that it is 

unlikely that there was a selective loss of 

subjects through death differential for 

those who had childhood diseases and those 

who did not. Stratification by life status, at 

the time of ascertainment or at the time of 

the last questionnaire, as well as stratifi

cation by year of diagnosis did not intro

duce any substantial modification of the 

results. Therefore, the exposure odds ratios 

presented in this paper can be considered 

estimates of the incidence density ratios. 

The following discussion explores poten

tial explanations for the observed result. 
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MEASLES INFECTION AND PARKINSON'S DISEASE 1027

Misclassification of disease and exposure

status

Inclusion of non-Parkinson's disease

among cases or of cases among controls, as

well as nondifferential misclassification of

measles for cases and controls, would bias
the measure of association between expo-

sure and disease toward the null value.

c False positive diagnoses of both measles
° ° ° °

and Parkinson's disease are unlikely. False

negative diagnoses of either may be com-

. .g mon, but the circumstances that could lead

to differential misclassification seem un-

likely. The exposure status, childhood in-

fection, was recorded at college entrance

c and could not be influenced by the subse-

quent presence of Parkinson's disease. The

j outcome status, Parkinson's disease, was

almost certainly diagnosed without refer-

ence to the fact of prior exposure. The

independent recording of exposure and out-

come, abstracted from the same documents,
used identical procedures for cases and con-

trols. Exposure information was missing for

o o 23 of 160 potential cases. This could poten-

tially lead to selection bias. To evaluate

this, we can consider the hypothetical mea-

sles experience for these 23 subjects most

o unfavorable to our result. If we consider

that all 23 potential cases for whom we do

not have information on childhood diseases

had measles and that their 92 matched

controls had identical exposure frequencies

to those of the controls of cases with data

on childhood diseases, we still get an ex-

posure odds ratio of 0.64 (CL: 0.37, 1.1).

Misclassification of the age at infection

with measles is possible. A greater problem

with this variable was the absence of infor-

. mation. Fifty-seven per cent of subjects

with a positive history of measles failed to

give the age at infection. This proportion

was the same for cases and controls. We
found no significant association of Parkin-

. son's disease with age at infection (table 4).

While it is possible that the large amount
O O of missing information on this variable may

have concealed a significant relation, this

deficiency cannot logically have affected
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1028 SASCO AND PAFFENBARGER 

TABLE 9 

Estimated unmatched exposure odds ratio (EOR1,1Lr and 95% confidence limits for ClSSQCiation between 

Parkinson's disease and influenza, stratified by birth cohort: former Haroard College and University of 

Pennsylvania students, 1916-1978 

Cases Controls 
95% 

Birth cohort Not Not EOR .... confidence 
Exposed Nonexposecl 

available 
Eiposecl Nonexposed 

available limita 

Pre-1900 1 9 0 1 39 0 4.3 0.30, 63.3 

1900-1904 7 30 0 30 117 1 0.91 0.36, 2.3 

1905-1909 11 27 0 53 98 1 0.75 0.35, 1.6 

1910-1914 9 14 1 29 67 0 1.5 0.58, 3.8 

1915-1919 3 8 5 5 47 12 3.5 0.74, 16.7 

• EORML, maximum likelihood estimate of the exposure odds ratio. 

TABLE 10 

Estimated unmatched exfXJSure odds ratio (EOR1,1J• 

and 95% confidence limits for association between 

Parkinson's disease and influenza, stratified by 

category of age at infection: former Harvard College 

and University of Pennsylvania students, 1916-1978 

96% 
Category C8.Se8 Controls EO R.u. confidence 

limits 

No influenza 
(reference) 90 376 

Influenza at 
age (years) 

0-9 6 20 1.0 0.38, 2.9 
10-14 14 "8 1.2 0.6-4, 2.3 
16--U 8 32 1.0 0.47,2.3 

lnflue=a, no 
age given 6 18 1.2 0.42, 3.2 

No information 
on influenza 16 54 1.2 0.63, 2.2 

• EO~ maximum likelihood estimate of the eIJ)OSUre 
odds mtio. 

our principal results. As noted in our dis
cussion of year of infection and birth co
hort, the large effect associated with mea
sles in 1910-1919 is equally well explained 
as a birth cohort effect for the 1905-1909 
cohort or as a year of infection effect for 
1910-1919. The interpretation does not de
pend on the assignment of year of infection 
within cohorts. 

Confounding 

Potential confounding of diagnosis of 
Parkinson's disease by age and institution 
was eliminated by matching. Confounding 
by social class could not be totally assessed. 

TABLE 11 

Matched* logistict exposure odds ratios (EOR1,1J and 

95% confidence limits for association between 

Parkinson's disease and selected childhood diseases: 

former Harvard College and University of 

Pennsylvania students, 1916-1978 

95% 
Disease EOR.... confidence 

limits 

Diphtheria 0.76 0.29, 2.0 

Pertussis 0.79 0.49, 1.3 

Scarlet fever 1.1 0.62, 2.0 

Pneumonia 1.2 0.65, 2.2 
Tonsillectomy 0.86 0.53, 1.4 
Chickenpox 0.86 0.52, 1.4 

Measles 0.40 0.20, 0.80 
Mumps 0.91 0.54, 1.5 
Influenza 1.1 0.79, 1.7 

• Matching on university, year of college examina

tion, and age at examination. 

t Logistic model including diphtheria, pertussis, 

scarlet fever, pneumonia, tonsillectomy, chickenpox, 

measles, mumps, influenza, number of siblings, smok

ing, and diastolic blood pressure. 

No information on parental income and 
education was available for most of the 
subjects. Nevertheless, all cases and con
trols came from a rather uniform popula
tion. They all attended one of two private 
northeastern United States universities in 
the first half of this century, at a time when 
financial aid to lower social classes was 
more limited. Their families' social position 
was likely to be middle or upper class. The 
effects of history of childhood diseases 
other than measles and of diastolic blood 
pressure and smoking at the time of college 
entrance have been accounted for in the 
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MEASLES INFECTION AND PARKINSON'S DISEASE 1029 

matched multivariate analysis. Other risk 
factors for Parkinson's disease, such as ex
posure to drugs, arteriosclerosis, and smok
ing later in life, were not considered in this 
analysis. Such later occurring events would 
unlikely confound the relationship between 
measles and Parkinson's disease, although 
they might modify an effect. Desirable, al
though not available, would be information 

on exposure to pets, with possible cross
reaction between measles virus and viruses 
of canine distemper and rinderpest of cat

tle. 

Interpretation 

The idea of a relation between measles 
virus and a neurologic disease is not a sur
prising notion. Encephalomyelitis is the 
most serious acute complication of measles 
infection. The encephalitis, characterized 
by pathologic features reminiscent of al
lergic encephalitis, could be due to a hyper
sensitivity response either to the measles 
virus or to virus-altered host tissue (au
toimmune reaction) (20). Measles virus has 
also been implicated or suspected in at least 

two chronic neurologic diseases: subacute 
sclerosing panencephalitis (21-25) and 
multiple sclerosis (26, 27). 

In this study, the findings suggest a pro
tective, rather than a detrimental, effect of 
measles infection in childhood. Four poten
tial explanations will be presented and dis

cussed. 
First, no history of measles at the time 

of college entrance could refer to subjects 
who will develop measles in adulthood. 
Such a late infection could be a risk factor 
for Parkinson's disease. The proportion of 
children affected by measles encephalitis 
was found in 1955 to increase with increas
ing age at measles infection (28). A similar 
mechanism could play a role in Parkinson's 
disease. The late measles theory would be 
compatible with the finding of high risk in 
children without siblings and with the gen
eral pattern of a relative lack of common 

viral childhood diseases among the cases. 
The theory would also be compatible with 

the trend by age at infection suggested in 
table 4, although those data are very uncer

tain, as discussed above. 
Second, the absence of a history of mea

sles infection could reflect either true ab
sence of measles infection or an atypical 

clinically inapparent measles infection, 
such as one occurring very early in life, at 
the time of protection by maternal anti

bodies. If this were the case, the negative 

association between a reported measles in
fection and Parkinson's disease would be 

more likely to be observed in children with 
older siblings potentially exposed to earlier 

measles in the household than in only chil
dren. This is not observed in this study; 

although the family size-specific exposure 
odds ratios are unstable, only children seem 

to be the ones at higher risk of Parkinson's 

disease if they did not report a history of 

measles infection. 

Third, the increased risk of Parkinson's 
disease for subjects who did not have mea

sles could in part be explained by an in

crease in risk among subjects who were in 

general protected from childhood infec

tions. In particular, a negative history of 

measles could indicate an associated ab
sence of infection by influenza before 1918. 

This would make subjects more susceptible 

to adulthood influenza during the 1918 in

fluenza epidemic, and this could represent 

a risk factor for Parkinson's disease (4, 6). 

This theory is compatible with the increase 
in risk in children without siblings and with 

the finding that cases have had fewer ex

posures than controls to most viral child
hood diseases. Unfortunately, we could not 

identify in this data set, the subjects who 

had the Spanish flu. The question on influ

enza in the college medical evaluation did 

not specifically ask for influenza during the 

epidemic. The occurrence of the disease was 

too restricted in time (of the order of one 

year) to enable us to estimate with suffi

cient precision who had the disease in 1918, 
based on information on age at infection. 

No information was available about later 

occurring influenza after the college evalu-
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ation. We did not attempt to inquire now 
into a history of influenza in 1918 because 
we felt any response to such a question 
would be potentially too subject to influ
ence by the present knowledge of Parkin
son's disease to be interpretable. Three of 
the validated cases, all with an early onset 
of Parkinson's disease, were categorized as 
postencephalitic by the physicians who val
idated the diagnosis, and, for one case, the 
physician mentioned influenza in 1918. 

Fourth, there may be a truly protective 
effect of measles infection, and a possible 
interaction with the 1918 influenza virus. 
One can speculate that infection by the 
influenza virus in 1918 or by a mutant virus 
in the following years could lead to clini
cally apparent encephalitis in some cases 
but could also remain subclinical. Patho
logic changes would include various degrees 
of infiltration of the central nervous system 
by lymphocytes and cytotoxic reactions. 
The involvement of the brain could follow 
a slowly progressive autoimmune pattern, 
responsible in the following decades for 
Parkinson's disease. Subjects who had 
measles prior to the influenza and enceph
alitis epidemics may have had a temporarily 
reduced or altered function of some T cell 
subsets which might otherwise be associ
ated with or responsible for injury of the 
central nervous system. It was noted in 
1918 that influenza in subjects under the 
age of 13 years was mild. More recent se
rologic studies during subsequent epidem
ics have shown a high frequency of clini
cally inapparent infections in young people 
(29). In 1932, Hedrich (30), in an evaluation 

of the monthly estimates of the child pop
ulation susceptible to measles in Baltimore, 
Maryland from 1900 to 1931, mentioned a 
peculiar behavior of the curve of proportion 
of children susceptible to measles, reaching 
the lowest point in three decades in the 
spring of 1918 during a measles epidemic. 
The coincidence with the beginning of the 
influenza epidemic was already noted (30). 

The results presented in this study are 
in agreement with those of Kessler (14, 15), 

who found that cases of Parkinson's disease 
reported a history of measles as well as 
other common viral diseases less frequently 
than controls. A study of antibodies to mea
sles in serum and cerebrospinal fluid com
paring cases of idiopathic Parkinson's dis
ease to nonparkinsonian neurologic and 
medical patients showed a significantly 
lower mean titer in sera of patients with 
Parkinson's disease than in those of con
trols (31). This was not confirmed in an
other study, in which no difference in geo

metric titer was found (32). Before drawing 
any firm inference from the data presented, 
it will be necessary to await replication of 
the results in different populations. It 
would also be of interest to try to confirm 
the physiopathologic mechanism of a pos
sible measles-influenza interaction with the 
help of experimental studies. At this time, 
no argument is available for allowing a 
definite choice among the four hypotheses 
stated above. The interest in such a ques
tion is not solely historical. Since 1963, the 
United States has adopted a policy of im
munization against measles. Live atten
uated virus vaccines are used, and it is 
known that the type of immunity conferred 
by the vaccine is less durable and different 
from the immunity conferred by the natu
rally occurring disease (33). It is not clear 
at this time whether one would predict 
more or less protection from Parkinson's 
disease with a measles vaccination pro
gram. Brain reactivity to the vaccine should 
be carefully assessed, as well as interaction 
with various mutant strains of influenza 
virus. 
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Abstract

To investigate the association between non-Hodgkin lymphoma (NHL), Hodgkin lymphoma (HL), and exposure to childhood diseases, we

analyzed an Italian case-control study that included 225 histologically-confirmed incident cases of NHL, 62 HL cases, and 504 controls. After

adjusting for confounding factors, all examined childhood diseases were negatively associated with HL. Measles was negatively associated

with NHL, particularly follicular B-cell NHL. Our findings provide additional support to the hypothesis that infections by most common

childhood pathogens may protect against HL or, at least, be correlated with some other early exposure, which may lower the risk of HL in

adulthood. In addition, our study shows that measles may provide a protective effect against NHL.

© 2005 Elsevier Ltd. All rights reserved.

Keywords: Non-Hodgkin lymphoma (NHL); Hodgkin lymphoma (HL); Childhood diseases; Case-control study; Immunostimulation

1. Introduction

In most developed countries, Hodgkin lymphoma (HL)

incidence has been stable, while that of non-Hodgkin lym-

phoma (NHL) has doubled over the past two decades [1,2].

The risk for some lymphomas is known to increase follow-

ing exposure to certain viral or bacterial infections [2,3].

The only virus, thus far, established to be causally related

to HL is the Epstein-Barr virus (EBV), with an approxi-

mately 40% attributable fraction [1,4] and the demonstration
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for Cancer Research), the Ministry of Health F.S.N. 2002 Contract no. 122,

and Compagnia di San Paolo (11582/23719).
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Tumori “Fondazione G. Pascale”, Via Mariano Semmola, 80131 Naples,

Italy.

Tel.: +39 081 5903816; fax: +39 081 5462900.

E-mail address: epidemiologia.int@tin.it (M. Montella).

that EBV genomes were present and expressed in the HD

tumor cells (Reed-Sternberg cells) of a proportion of cases

provided an important new understanding of the biology of

the disease [5,6]. For several infectious agents (HIV, HHV8,

HTLV, HCV, and Helicobacter pylori) [2,7–16], on the con-

trary, exist only indirect evidence of positive association due

to the capacity to elude the immune system [17]. The child-

hood infections may have the opposite (protective) effect

on lymphoma risk because of a different age of infection

and/or less severe infections. In fact since 1988 some studies

reported a potential protective effect of measles and other

childhood diseases for lymphoma and multiple myeloma

[7–9,18]. However, the etiology of most lymphomas is still

unknown.

To further explore this topic, we investigated the potential

association between NHL, HL, and a history of childhood

diseases and mononucleosis using data from an Italian case-

control study on lymphomas carried out in the province of

0145-2126/$ – see front matter © 2005 Elsevier Ltd. All rights reserved.

doi:10.1016/j.leukres.2005.11.020
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Pordenone, northeast Italy, and in the city of Naples, southern

Italy [13,14].

2. Material and methods

Between January 1999 and July 2002, we conducted a

hospital-based case-control study in the province of Porde-

none (northeast Italy) and in Naples (southern Italy). Details

on study design are described elsewhere [13,14]. Briefly, the

present report looks at 225 histologically-confirmed incident

NHL cases and 62 HL cases, aged 18 years or more. Con-

trols were 504 inpatients admitted to the same hospitals as

those with the lymphomas for a wide spectrum of acute con-

ditions. Specifically excluded from the control group were

patients whose hospital admission was the result of malig-

nant diseases, conditions related to alcohol and tobacco con-

sumption, or hepatitis viruses. Hematological, allergic, and

autoimmune diseases were also excluded. Co morbidity for

the diseases listed above was not, however, a criterion for

exclusion.

Histological specimens were classified according to the

International Classification of Diseases for Oncology, which

was updated to include categories in the Revised European-

American Lymphoma (REAL)/World Heath Organization

(WHO) classification [19].

All cases and controls were HIV-negative at HIV test,

which was part of their routine management.

The interviews were conducted by means of a structured

questionnaire, covering socio-demographic indicators, per-

sonal characteristics, and habits. In addition, the question-

naire included medical history and age at onset of the primary

childhood infections. Cases were not individually matched to

controls but they were comparable according to age and gen-

der.

Adjusted ORs and corresponding 95% CIs were calcu-

lated by means of unconditional multiple logistic regression,

including age (in 5-year groups plus a term for age as a

continuous variable), gender, center, education, and place of

birth. Individuals who reported mononucleosis and childhood

diseases were compared with those who did not have these

diseases.

3. Results

Education was negatively associated with HL (OR = 0.4,

in the highest tertile compared to the lowest, 95% CI:

Table 1

Distribution of 225 cases of non-Hodgkin lymphoma (NHL), 62 cases of Hodgkin lymphoma (HL), and 504 controls, odds ratios (OR) and corresponding 95%

confidence intervals (CI)a by selected socio-demographic factors (Italy, 1999–2002)

Controls NHL HL

No. (%) No. (%) OR (95% CI) No. (%) OR (95% CI)

Gender

Males 341 (67.7) 120 (53.3) 33 (53.2)

Females 163 (32.3) 105 (46.7) 29 (46.8)

Age (years)

<45 104 (20.6) 47 (20.9) 50 (80.7)

45–64 177 (35.1) 107 (47.6) 10 (16.1)

≥65 223 (44.3) 71 (31.6) 2 (3.2)

Study center

Aviano/Pordenone 280 (55.6) 127 (56.4) 37 (59.7)

Naples 224 (44.4) 98 (43.6) 25 (40.3)

Education (years)

<7 251 (49.8) 97 (43.1) 1c 12 (19.4) 1c

7–11 127 (25.2) 69 (30.7) 1.4 (0.9–2.1) 27 (43.6) 0.7 (0.3–1.8)

≥12 126 (25.0) 59 (26.2) 1.2 (0.8–1.8) 23 (37.1) 0.4 (0.1–1.0)

Place of birth

North 248 (49.2) 98 (43.6) 1c 23 (37.1) 1c

South 256 (50.8) 127 (56.4) 2.1 (1.2–3.5) 39 (62.9) 1.3 (0.5–3.3)

Younger siblingsb

0 164 (32.5) 78 (34.7) 1c 24 (38.7) 1c

1–2 230 (45.6) 97 (43.1) 0.9 (0.6–1.3) 28 (45.2) 0.9 (0.5–1.9)

≥3 110 (21.8) 50 (22.2) 1.1 (0.7–1.7) 10 (16.1) 1.4 (0.5–3.7)

Older siblingsb

0 162 (32.1) 82 (36.4) 1c 20 (36.4) 1c

1–2 226 (44.8) 106 (47.1) 0.9 (0.6–1.3) 26 (41.9) 0.8 (0.4–1.6)

≥3 116 (23.0) 37 (16.4) 0.6 (0.4–1.0) 16 (25.8) 1.2 (0.5–2.9)

a Estimated from unconditional logistic regression adjusted for gender, age, center, education, and place of birth when appropriate.
b The sum does not add up to the total because of some missing value.
c Reference category.
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0.1–1.0), but not with NHL (OR = 1.2; 95% CI: 0.7–1.8);

while place of birth (Southern Italy versus Northern Italy)

demonstrated an association only to NHL risk (OR = 2.1; 95%

CI: 1.2–3.6). No difference emerged between cases (both

NHL and HL) and controls based on number of younger sib-

lings. However, a negative association (OR = 0.6; 95% CI:

0.4–1.0) did emerge for NHL only when there were three or

more older siblings (Table 1).

Table 2 shows the relationship between lymphomas and

a history of mononucleosis and/or childhood diseases. NHL

showed a negative association with measles (OR = 0.6, 95%

CI: 0.5–0.9); other childhood infections showed no associa-

tion with NHL

HL was negatively associated with all considered child-

hood diseases (Table 2). The significant ORs were for measles

(OR 0.5, 95% CI: 0.2–0.7) and chickenpox (OR 0.5, 95% CI:

0.2–0.9), border-line values were found for parotitis (OR 0.6),

rubella (OR 0.5), pertussis (OR 0.5), and scarlet fever (OR

0.2).

The OR among individuals who reported a history of three

or more childhood diseases was 0.6 (95% CI: 0.4–1.0) for

NHL and 0.2 (95% CI: 0.1–0.6) for HL, when compared

to subjects who reported no disease. Findings were simi-

lar when analysis were conducted separately for cases and

controls below or above 45 years of age (data not shown).

The odds ratios for number of childhood infections does

not decrease with increasing number and does not sub-

stantially differ from the odds ratio from measles infection

alone.

In Table 3 the risk of childhood diseases for two histo-

logical subtypes of NHL, in particular the negative associ-

ations found with measles exposure tended to be stronger

for follicular B-cell NHL (OR 0.4, 95% CI: 0.2–0.8)

than for diffuse large B-cell. Heterogeneity by histologi-

cal subtype, however, did not demonstrate any statistical

significance.

The inverse association between childhood diseases and

risk of HL was restricted to nodular sclerosis HL (OR 0.3,

95% CI: 0.1–0.7). However, there were few cases of histo-

logical subtype other than nodular sclerosis (n = 19), limiting

the power to detect any association with other HL subtypes

(data not shown).

Table 2

Odds ratios (OR)a and 95% confidence intervals (CI) for non-Hodgkin lymphoma (NHL) and Hodgkin lymphoma (HL) according to childhood infections

(Italy, 1999–2002)

Controls NHL HL

No. (%) No. (%) OR (95% CI) No. (%) OR (95% CI)

Viral infections

Infectious mononucleosis

Never 501 (99.4) 223 (99.1) 1b 60 (96.8) 1b

Ever 3 (0.6) 2 (0.9) 1.5 (0.2–9.4) 2 (3.2) 1.9 (0.2–16.4)

Parotitis (mumps)

Never 269 (53.4) 117 (52.0) 1b 35 (56.5) 1b

Ever 235 (46.6) 108 (48.0) 0.9 (0.7–1.3) 27 (43.6) 0.5 (0.3–1.0)

Measles

Never 163 (32.3) 84 (37.3) 1b 25 (40.3) 1b

Ever 341 (67.7) 141 (62.7) 0.6 (0.5–0.9) 37 (59.7) 0.3 (0.2–0.7)

Rubella (German measles)

Never 391 (77.6) 161 (71.6) 1b 46 (74.2) 1b

Ever 113 (22.4) 64 (28.4) 1.1 (0.8–1.7) 16 (25.8) 0.5 (0.2–1.0)

Chickenpox

Never 277 (55.0) 128 (56.9) 1b 30 (48.4) 1b

Ever 227 (45.0) 97 (43.1) 0.9 (0.6–1.2) 32 (51.6) 0.5 (0.2–0.9)

Bacterial infections

Pertussis (whooping-cough)

Never 377 (74.8) 174 (77.3) 1b 48 (77.4) 1b

Ever 127 (25.2) 51 (22.7) 0.7 (0.5–1.1) 14 (22.6) 0.5 (0.2–1.0)

Scarlet fever

Never 455 (90.3) 198 (88.0) 1b 60 (96.8) 1b

Ever 49 (9.7) 27 (12.0) 1.2 (0.7–2.0) 2 (3.2) 0.2 (0.0–1.0)

Number of childhood infections

0 106 (21.0) 59 (26.2) 1b 13 (21.0) 1b

1–2 210 (41.7) 76 (33.8) 0.5 (0.3–0.8) 21 (33.9) 0.2 (0.1–0.6)

≥3 188 (37.3) 90 (40.0) 0.6 (0.4–1.0) 28 (45.2) 0.2 (0.1–0.5)

a Estimates from unconditional logistic regression equations, including terms for center, age, gender and years of education, and place of birth.
b Reference category.
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Table 3

Odds ratios (OR)a and 95% confidence intervals (CI) for major non-Hodgkin lymphoma (NHL) subtypes in relation to history of childhood infections (Italy,

1999–2002)

Risk factors Controls (No.) Non-Hodgkin lymphomas

Follicular B-cell (36 cases) Diffuse large B-cell (112 cases) Other subtypes (77 cases)

No. OR (95% CI) No. OR (95% CI) No. OR (95% CI)

Viral infections

Parotitis (mumps)

Never 269 22 1b 53 1b 42 1b

Ever 235 14 0.6 (0.3–1.3) 59 1.1 (0.7–1.7) 35 0.8 (0.5–1.4)

Measles

Never 163 17 1b 39 1b 28 1b

Ever 341 19 0.4 (0.2–0.8) 73 0.7 (0.5–1.2) 49 0.7 (0.4–1.1)

Rubella (German measles)

Never 391 28 1b 77 1b 56 1b

Ever 113 8 0.8 (0.3–1.9) 35 1.3 (0.8–2.1) 21 1.2 (0.6–2.2)

Chickenpox

Never 277 20 1b 64 1b 44 1b

Ever 227 16 0.9 (0.4–1.9) 48 0.8 (0.5–1.3) 33 0.9 (0.5–1.5)

Bacterial infections

Pertussis (whooping-cough)

Never 377 31 1b 82 1b 61 1b

Ever 127 5 0.4 (0.1–1.1) 30 0.8 (0.5–1.4) 16 0.7 (0.4–1.3)

Scarlet fever

Never 455 35 1b 96 1b 67 1b

Ever 49 1 0.3 (0.0–2.1) 16 1.3 (0.7–2.4) 10 1.4 (0.6–3.0)

a Estimates from unconditional logistic regression equations, including terms for center, age, gender, years of education, and place of birth.
b Reference category.

4. Discussion

The etiological agents (viruses and bacteria) involved in

the examined diseases are very different. Several studies have

reported a positive association between mononucleosis and

risk of HL, but so far present, the mechanisms through which

other childhood infections in general may protect against HL

and possibly NHL are unknown [1,2,20]. Early infection may

promote the development of the immune system (particularly

cell-mediated, Th1-type immunity), which may explain why

young-adulthood infection with EBV increases the risk of

HL, but earlier infection is inversely associated with the risk

[1,4,5].

For NHL, some studies have shown a negative associ-

ation provided by certain childhood viral infections (e.g.

measles and chicken pox) and certain childhood bacterial

infections (e.g. pertussis) [7,21]. Our study showed a pro-

tective effect only by measles; this result agrees with other

studies which reported that attenuated measles virus (MV)

has therapeutic potential as a replicating oncolysis virus

in models of non-Hodgkin lymphoma [22,23]. Moreover, a

recent study reported that in the presence of an intact immune

system, therapy with repleting MV stimulates a strong neu-

trophil anti-tumor response, which can be cytokine-enhanced

to improve oncolysis [24]. In addition, there is already a

study from 1981, which reported a regression of Hodgkin’s

disease after measles [25], while a recent study reported

a negative association between lymphoma and measles

[26].

For HL, our results agree with the hypothesis that certain

childhood infections may provide a protective effect with

subsequent immunostimulation on HL [20,27]. Indirect sup-

port for this hypothesis is further provided by studies which

show that having 1–2, or even 3 or more siblings, a surrogate

marker of earlier exposure to common childhood pathogens,

is inversely related to HL risk [28].

No change in relative risk was seen for age at onset of

childhood diseases among siblings either HL or NHL. Per-

haps, this may be due to the difficulty in establishing a specific

age-at-onset time-frame, as the age the children are intro-

duced to school varies, profoundly affecting disease trans-

mission.

Our findings are consistent with the oncogenesis (oncoge-

netic mechanism) of different lymphomas: both HL and the

most frequent NHL subtypes, i.e. follicular cell and diffuse

large B-cell lymphomas, derive from antigen-exposed B-cells

which undergo neoplastic transformation within the germinal

centers (GC) of lymph nodes or secondary lymphoid organs

[29]. In particular, the process of somatic hyper mutation

of immunoglobulin variable region genes, while generating

antibody diversity and increasing antigen affinity, creates a

‘permissive’ setting for lymphoma genesis-associated chro-

mosomal translocations and mutations to occur. Such process

is mediated by B-cells interaction with T-lymphocytes [29].
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Thus, B-cell lymphoma genesis is strictly dependent on bio-

logic features of both target B-lymphocytes and T-cell subsets

controlling their physiologic development. While HL arises

from preapoptotic ‘crippled’ B-cells, rescued by the trans-

forming event within the GC, most B-NHL derive from cells

undergone favorable (ongoing) mutations of immunoglobu-

lin genes [29,30]. In addition, while bystander T-cells have

been shown to favorably affect prognosis of B-NHL [31], sev-

eral evidences indicate that surrounding T-cells may promote

tumor cells survival in HL [30]. Therefore HL and NHL dis-

play consistent differences in terms of both transformation-

targeted cells and tumor cells interplay with normal T-cell

populations. Common childhood infections are associated

with the development of both humoral and long-lasting cell-

mediated immune responses, with virus-specific T-cells per-

sisting more than 11 years after exposure in the case of

measles [32]. Virus-specific B- and T-cells may then exert

a divergent role in lymphoma genesis, by creating a non-

permissive immune microenvironment for HL development

from ‘crippled’ B-cell progenitors while turning less efficient

in controlling the expansion of NHL B-cells undergone favor-

able immunoglobulin gene mutations.

Due to the limits of our study, notably the reliance on the

self-reported history of childhood infections and infectious

mononucleosis, our results should be viewed with caution. In

particular, the specific association of only measles with NHL

could be due entirely to chance, or it could be due to the lack

of statistical power to detect associations with other child-

hood infections. No clear reason emerges to expect higher

prevalence of childhood infections among controls. As spec-

ified in Ref. [13], controls were admitted to the hospital for

trauma (27%), for non-traumatic orthopaedic diseases (23%),

for acute surgical conditions (22%), for eye diseases (14%),

and for a variety of other illnesses (14%). All these condi-

tions are apparently weekly related to childhood infections

occurred several decades before. A recall bias for cases and

controls is also possible, but highly unlikely, as the possible

association between childhood diseases and lymphoma risk

was not of public domain, and all interviews were performed

in a similar hospital setting. Unfortunately, in Italy there are

few studies of prevalence for adults of all these childhood

infections. Furthermore the prevalence of childhood infec-

tions among our hospitalized controls is overlapping to Italian

prevalence [33].

5. Conclusions

Our findings provide additional support to the hypothesis

that infections by most common childhood pathogens may

protect against HL [4,34] or, at least, be correlated with some

other early exposure, which may lower the risk of HL in

adulthood. In addition, our study is one of the few study to

provide evidence that measles may provide a protective effect

against NHL [22,23,25,35], particularly follicular B-cell lym-

phomas, which is in line with studies reporting that patients

with low-grade B-cell NHL had more benefit from the induc-

tion of the tumor-specific anti-idiopathic immune response

[36]. Our results are still in agreement with other studies and

are consistent with the hypothesis of an immunogenic stim-

ulation provided by some childhood diseases [20,26].
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Febrile infectious childhood diseases in the 
history of cancer patients and matched controls 
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Berne, Switzerland. Correspondence to HUA. 

Abstract - The present study was designed to investigate the hypothesis that febrile 
infectious childhood diseases (FICOs) are associated with a lower cancer risk in adulthood, 
since biographical considerations are of great importance in anthroposophic medicine. 
Cancer patients and control patients of 35 anthroposophic general practitioners in 
Switzerland were matched with respect to gender, age and physician. All patients completed 
a questionnaire on their FICO. We collected 424 cases; of these we could analyze 379 matched 
pairs. The study consistently revealed a lower cancer risk for patients with a history of FICO. 
The strongest associations were found between patients with non-breast cancers and rubella 
respectively chickenpox. A strong association was also found with the overall number of FICO 
both 'classical' (measles, mumps, rubella, pertussis, scarlet-fever and chickenpox) and 'other'. 
None of these associations was apparent for patients with breast cancer. Unexpectedly, we 
found that cancer was diagnosed significantly earlier in life in cancer patients with a history of 
FICO compared to those without FICO. Our retrospective study showed a significant 
association between FICO and the risk of developing cancer. The number of FICO decreased 
the cancer risk, in particular for non-breast cancers. The relationship with tumor site seems to 
be important also, but can only be addressed in a larger study. 

Introduction 

The association of febrile infectious diseases and 

cancer was postulated a long time ago. As early as 

1910 Schmidt (1) found, of 241 cancer patients, only 

109 with a history of FICD. Schmidt distinguished 

between a 'diathesis inflammatoria' and an 'afebrile 

diathesis'. The latter was associated with a higher 

cancer risk. Schmidt's findings were confirmed later 

by some studies based on anamnestic inquiries of 

cancer patients only (c.f. Braunstein (2), Ungar (3), 

Kofler and Hussarek (4) and Schulz (5)). Other publi

cations are based on case-control studies. Engel (6,7) 

Received 10 January 1996 

Accepted 14 May 1997 

found that, of 300 cancer patients, 113 had no FICD, 

compared to 300 controls with only 16 without FICD. 

This association holds true also when corrected for 

age. Sinek (8) found similar results in a study based 
on 232 cancer patients and 2444 controls. Witzel (9) 

and Remy et al (10) focused on the occurrence of 

febrile diseases within 5-10 years prior to the first 

cancer diagnosis and confirmed the same association. 

Three case-control studies by West (11), Wynder et al 

(12) and Newhouse et al (13) report a decreased 

cancer risk for women with a FICD history. 

In contrast, in a critical review of previously 

published data, Abel et al (14) concluded that, 'The 
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early studies, which gave impressive relative risks 
or established associations between childhood infec
tions and cancer in adults, had severe deficiencies 
in design and analysis'. Abel therefore initiated an 

extensive case-control study of 255 patients with 
cancer of stomach, colon, rectum, breast or ovary and 

485 controls, using a lengthy standard questionnaire 
containing 76 questions. A negative association was 

shown between a history of common cold or gastro
enteritis within 5-10 years prior to the interview 
and the risk of developing cancer. In regard to FICD, 
Abel found slightly reduced odds ratios relative to the 

population controls. The P-value was 5 to 10% for 
chickenpox and pertussis. 

The aim of our case-control study was to re
evaluate the hypothesis by focusing on FICD and 

considering the respective age of FICD and the time 
of cancer diagnosis. To analyse a particular, presum
ably more homogeneous population we considered 

patients of anthroposophic general practitioners. 

Method 

The study was designed as a matched case-control 
study based on the patients of anthroposophic general 

practitioners of Switzerland. Of the 50 anthro
posophic general practitioners in Switzerland, 15 

declined to participate because of lack of time. We 
included all of the remaining 35 practitioners in order 

to reduce observer bias, to have a large number of 
practitioners, and to obtain a sufficiently large number 

of cases. 

Cases 

All patients with a diagnosis of carcinoma (malignant 
solid epithelial tumor) who for any reason were seen 
in the office of a participating practitioner between 
1 June 1993 and 31 January 1994 were accepted as 
cases. A limit of 20 patients per office was chosen 

in order to avoid any preponderance of a particular 
office and to limit the amount of work for one 
doctor. We collected 424 cases; 410 were accepted; 

14 cases whose diagnosis did not meet the criteria 
( 4 lymphomas, 2 myelomas, 4 sarcomas, 1 leukemia, 
1 glioblastoma, 2 men with a breast cancer) had to 

be eliminated. A short questionnaire regarding the 
history of FICD was filled out by the patients without 
the doctor's help. 

Controls 

For each case, a control person of the same gender, 
the same age group (±3 years) and of the same 
practitioner, but without a diagnosis of malignancy, 
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was drawn randomly from the alphabetical patient 
register in the practitioner's office. As cases and 

controls were drawn from the same register, it seemed 
to be acceptable to assume that their respective places 
of residence were close to each other. Control patients 
were contacted either in a subsequent consultation, 

by phone or by mail and were asked to fill out the 
same questionnaire. Nine controls (2.2%) had to be 

eliminated because of unsuitable matching. Eighteen 
controls ( 4.4%) did not return the questionnaire, and 

4 questionnaires contained insufficient data, leaving 
a final total of 379 matched pairs (93%). For the 
analysis of the cases, we used the information of all 
relevant patients. 

Questionnaire 

Cases and controls received the questionnaire 
knowing neither the aim of the study nor their group 

affiliation. Information was collected about gender, 
age at interrogation, number of brothers and sisters, a 
possible history of 'classical' FICD (measles, mumps, 

rubella, chickenpox, pertussis, scarlet fever) including 
the corresponding age, the frequency of 'other' FICDs 

(fever > 39°C) up to the age of 21, and some other 
questions of minor importance. It is obvious that 
it may be difficult to remember the FICD, in parti

cular for older patients. However, we believe that 
cases and controls remember their FICD in the same 

way. Because of matching and random selection this 
should not influence our analysis negatively. 

To answer the questions about FICD, the patients 
chose among 'yes', 'uncertain yes', 'uncertain no' 
and 'no'. (By giving 4 options, we wanted to avoid 

a tendency to pick the middle choice in a 3-option 
system). This allowed us also to analyze to a certain 
degree the memory effect. 

The doctors added medical information including 
the tumor's localization and the year of diagnosis 
(for the cases) as well as any possible diagnosis 
of hypertension, arthrosis or depression. In order to 

obtain optimal compliance, the questionnaire was 
kept very simple. 

Statistical method 

The main question of this study concerned the risk 
relation between the diagnosis of cancer and the prior 
history of FICD, the corresponding age and the treat
ment of FICD. The data were analyzed using standard 
methods for case-control studies (15,16) using odds 
ratios. 

Part A: Cancer patients and controls 
Odds ratios (ORs) were chosen for description and 
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tests performed with the usual level of 5%. In order 

to confine the great amount of data, the confidence 

intervals are stated for the most important findings 

only. 

The data were further analyzed using an explora

tive statistical approach. Because in almost 50% of 

the cases the diagnosis was breast cancer and age 

might influence the variables of FICD, we analyzed 

the following subgroups: 

• breast cancers vs non-breast cancers 

• Age :::; 60 vs > 60 years 

We used two different methods for the analysis of 

the FICD answers: in version 1 we opposed the two 

positive to the two negative options; in version 2 we 

weighted 'yes' as 1, 'uncertain yes' as ½, 'uncertain 

no' as ½ and 'no' as O (which is an arbitrary choice). 

Furthermore, L W considered a rather strict version 

3 using the weights 1 for 'yes' and 'no' and O for the 

other two. This version is not discussed here; how

ever, the results are similar to those achieved with 

version 2. 

Part B: Age of initial cancer diagnosis 

We also analyzed the cases separately to explore 

different relationships. For instance, we considered 

whether there was a relationship between the age 

when a cancer was first diagnosed and the patient's 

FICD history, by means of the Kruskal-Wallis test 

(17). We limit our presentation to the more important 

part of the whole statistical analysis. 

Results 

The mean age was 62.7 years in the case group and 

62.5 in the control group, with a range of 27-93 years. 

There are many more women than men because of the 

cases of breast cancer (Table 1). The mean number 

of brothers and sisters, possibly relevant for FICD, is 

about the same (2.7 in the case group and 2.8 in the 

control group). 

Table 1 gives an overview of the frequency of 

tumor sites and the age at diagnosis for the 388 cases. 

We observe different percentages of tumor sites 
as compared to the overall Swiss population. For 

instance, we have a high percentage of breast cancer 

patients due to the large number of female patients. 

However, the group of non-breast cancer consists 

of 89 men and 110 women, being more balanced. 

Note that the mean age of patients with a breast 

cancer (53.1 years) is 7 years lower than that of 
non-breast-cancer patients (60.3 years). Therefore 

it is reasonable to analyze these different groups 

individually. 

Table 1 Frequency of tumor sites and mean age at initial 

diagnosis 

Localization Men Women Total Percentage Mean age 

Breast 0 189 189 48.7 53.1 

Gastrointestinal 18 28 46 11.9 62.8 

Genital 0 42 42 10.8 55.5 

Prostate 29 0 29 7.5 71.7 

Skin 9 17 26 6.7 54.6 

Lungs 7 6 13 3.4 63.5 

Ear-Nose-Throat 6 6 12 3.1 60.6 

Testicles 7 0 7 1.8 38.0 

Others 13 11 24 6.2 60.9 

Total 89 299 388 100.0 

Generally, we found that patients with frequent 

'classical' FICD also reported to have experienced 

'other' FICDs frequently. Older patients tended to 

report fewer FICDs than younger patients (which 

could be a memory effect), where the association was 

stronger for the controls than for the cases. 

Part A: Cancer patients and controls 

Table 2 shows the ORs for all matched pairs as well 

as for the subgroups (under age 60, over age 60, breast 

cancers and non-breast cancers). 

The results of this study consistently show a lower 

cancer risk in patients with a history of FICD, since 

all significant ORs point in the same direction. 

The number of FICDs both 'classical' and 'other' 

was associated with a decreased cancer risk, espe

cially in the group of non-breast cancer, where for the 

'classical' FICD the reduction was 20% per disease 

(P = 0.007) in version 1, 23% (P = 0.004) in version 

2. The corresponding 95% confidence intervals were 

[6%; 32%] and [8%; 35%], respectively (Fig. 1). 

Considering each 'classical' FICD separately, statis

tical association with cancer risk was most evident in 

the group of non-breast cancers, where the strongest 

cancer risk reduction was found for rubella: the 

ORs were 0.439 (P = 0.0006) in version 1 and 0.377 

(P = 0.003) in version 2, with corresponding 95% 

confidence intervals [0.274; 0.702] and [0.221; 0.641], 

respectively (Fig. 2). A less strong but still significant 

association was found for chickenpox in two groups, 

namely the non-breast cancers and those less than 

60 years old. In the younger patients we also found 

a significant risk reduction for measles. A history 

of pertussis, mumps and scarlet fever did not show a 

significant effect on the cancer risk. 
The age at which the FICD occurred had, in this 

case-control analysis, no consistent influence on the 
cancer risk. 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020
NYSCEF DOC. NO. 16 RECEIVED NYSCEF: 08/24/2020

Aaron Siri
Highlight



318 MEDICAL HYPOTHESES 

Table2 Odds ratios for the association between a diagnosis of a carcinoma and the anamnestic information 

(A) All pairs (C) Age> 60 

FICD Version 1 n2 OR p FICD Version 1 n2 OR p 

Measles 1 375 0.980 .921 Measles 1 230 1.222 .439 

2 375 0.873 .548 2 230 1.253 .425 

Mumps 1 372 1.000 1.000 Mumps 1 228 1.122 .557 

2 372 1.009 .957 2 228 1.147 .522 

Rubella 1 362 0.742 .055 Rubella 1 221 0.609 .015 

2 362 0.647 .014 2 221 0.535 .007 

Pertussis 1 368 0.924 .599 Pertussis 1 224 0.961 .842 

2 368 0.917 .592 2 224 0.992 .971 

Scarlet fever 1 366 0.902 .612 Scarlet fever 1 224 1.154 .593 

2 366 0.822 .350 2 224 1.037 .893 

Chickenpox 1 372 0.800 .158 Chickenpox 1 227 0.930 .703 

2 372 0.752 .099 2 227 0.893 .594 

Number ofFICD Number of FICD 

z 1 FICD (vs none) 346 0.538 .187 z 1 FICD (vs none) 209 0.600 .323 

Trend 1 346 0.912 .108 Trend I 209 0.917 .377 

z 1 FICD (vs none) 2 346 0.400 .058 z 1 FICD (vs none) 2 209 0.417 .100 

Trend 1 2 346 0.882 .041 Trend 1 2 209 0.904 .189 

OtherFICD 314 OtherFICD 186 

1-2 times 0.655 .028 1-2 times 0.664 .090 

3-4 times 0.573 .046 3-4 times 0.552 .142 

More than 4 times 0.440 .001 More than 4 times 0.264 .0004 

Reference: never had another FICD Reference: never had another FICD 

(B) Age:::; 60 (D) Breast cancers 

FICD Version 1 n2 OR p FICD Version 1 n2 OR p 

Measles 1 145 0.708 .277 Measles 1 184 1.037 .893 
2 145 0.446 .043 2 184 0.854 .609 

Mumps 1 144 0.850 0.486 Mumps 1 183 1.091 .677 
2 144 0.842 .499 2 183 1.174 .477 

Rubella 1 141 1.000 1.000 Rubella 1 177 1.175 .454 

2 141 0.866 .609 2 177 1.040 .872 

Pertussis 2 144 0.878 .569 Pertussis 1 181 1.023 .916 

2 144 0.832 .446 2 181 0.959 .852 

Scarlet fever 1 142 0.640 .163 Scarlet fever 1 179 0.828 .493 

2 142 0.576 .105 2 179 0.743 .300 

Chickenpox 145 0.576 .055 Chickenpox 1 180 0.946 .814 

2 145 0.542 .042 2 180 0.939 .802 

Number of FICD Number of FICD 

z 1 FICD (vs none) 1 137 0.333 .341 > 1 FICD (vs none) 170 0.800 .739 

Trend 1 1 137 0.904 .284 Trend 1 170 1.054 .532 

z 1 FICD (vs none) 2 137 0.333 .341 z 1 FICD (vs none) 2 170 0.750 .706 
Trend 1 2 137 0.844 .101 Trend 1 2 170 1.010 .907 

OtherFICD 128 OtherFICD 158 
1-2 times 0.668 .208 1-2 times 0.692 .166 
3-4 times 0.631 .251 3-4 times 0.756 .473 
More than 4 times 0.687 .301 More than 4 times 0.829 .598 

Reference: never had another FICD Reference: never had another FICD 
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Table 2 (cont'd) 

(E) Non-breast cancers 

FICD Version 1 n2 

Measles 1 191 

2 191 

Mumps 1 189 

2 189 

Rubella 1 185 

2 185 

Pertussis 1 187 

2 187 

Scarlet fever 1 

2 

Chickenpox 1 

Number of FICD 

2 1 FICD (vs none) 

Trend 1 

2 

2 1 FICD (vs none) 2 

Trend 1 2 

OtherFICD 

1-2 times 

3-4 times 

More than 4 times 

Reference: never had another FICD 

187 

187 

192 

192 

176 

176 

176 

176 

156 

OR 

0.917 

0.895 

0.911 

0.852 

0.439 

0.377 

0.833 

0.875 

1.000 

0.925 

0.698 

0.617 

0.375 

0.801 

0.273 

0.771 

0.601 

0.398 

0.240 

1Weights: Version 1: 1 = yes or uncertain yes 

0 = no or uncertain no 

Version 2: 1 =yes,½= uncertain yes, 

½ = uncertain no, 0 = no 
2Number of pairs 

95% Confidence intervals 

Version 2 

Version 1 

p 

.768 

.740 

.666 

.501 

.0006 

.0003 

.394 

.565 

1.000 

.798 

.093 

.044 

.147 

.007 

.046 

.004 

.071 

.026 

.0001 

0 10 20 30 40 50 % 

Fig. 1 Confidence intervals for the decrease of OR per FICD. 

Also, the non-classical FICDs reveal a significant 

association with the cancer risk, in particular in the 

group of non-breast cancers. 

The study also showed significant relationships 

between the treatment of FICD and the cancer 

risk. We noted that a history of external applications 

(frictions and compresses) was associated with a 

lower cancer risk in the group of non-breast cancers 

(OR= 0.159, P = 0.002, 95% CI= [0.051; 0.498]) 

as well as in the group of those over the age 60 

(OR= 0.282, P = 0.003, 95% CI= [0.123; 0.644]). 

Part B: Age at initial cancer diagnosis 

Although having a FICD history seems to lower the 
cancer risk (part A), those cancer patients who did 

have such a history had their cancer diagnosis 

significantly earlier in life than those who did not. 

The age cancer was first diagnosed was decreased 

by 1.3 years per childhood disease (P = 0.021, 95% 

CI= [0.2; 2.41). The strongest age reductions were 

found for chickenpox (5-6 years, P = 0.0001, 95% 

CI= [2.9; 8.4]), for rubella (4-5 years, P = 0.001, 

95% CI= [1.3; 8.1]), for pertussis (2-3 years, 

P = 0.044, 95% CI= [0.1; 5.4]) and for measles 

within the group of the over-60-year-olds (4-5 years, 

P = 0.012, 95% CI= [1.0; 8.4]). No association was 

found for mumps or scarlet fever. 

Discussion 

Great attention was paid to the reduction of observer 

bias because of the comments by Abel et al (14). 

Therefore the questionnaire was filled out by the 

patients without help of the physicians, who had to 

complete the questionnaire only after collection with 

same anamnestic information. 

The possibility of anamnestic bias could not be 

eliminated completely. It is possible that carcinoma 

patients differ systematically from controls in regard 

to their ability and willingness to give reliable 

anamnestic information on their childhood diseases. 

95% Confidence intervals 

0 

Version 2 

Version 1 

10 20 30 40 50 60 70 % 

Fig. 2 Confidence intervals for the OR for rubella in the group of non-breast 
cancers. 
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This problem was extensively discussed by Abel et al 
(14 ), who came to the conclusion that an anamnestic 
bias in their own study was unlikely. We could not 

observe in our study that this bias influenced our 
results strongly, because the different versions of 
weighting the given answers were revealing similar 

conclusions. We did not ask the patients to report 
on the severity of their FICDs. This would be even 

more dependent on the memory of the patients. But 
we cannot exclude the possibility that this factor 

may have influenced our results. Another factor might 
be the use of antibiotics, which was asked for in our 
questionnaire. For obvious reasons, there are few 

cases in our study where antibiotics were used in the 
treatment of FICD. We do not believe that these few 
cases had an influence on our results. 

The present study reveals fairly consistently a 

lower cancer risk for patients with a history of FICD. 
Our data confirm our basic hypothesis and are also 

consistent with those from previous case-control 
studies. However, the associations are not as evident 
as expected. While there are significant associations 

within the group of non-breast cancers, no significant 
relationships were found within the group of breast 
cancers. In regard to the tumor site, all previous 

investigations differ widely from each other. Abel 
(14) states without further specification: 'There were 
distinct differences between the cancer sites in odds 
ratios for various childhood infections'. This sug

gests that, in subsequent studies, the different cancer 
sites should be analyzed in more details. This is not 

possible with our study because of the small sample 
sizes of the subgroups. 

The finding that a FICD history is associated with 
an earlier cancer diagnosis is contrary to our hypo
thesis and needs further investigations for its bio

logical interpretation. The population of our cases, 
selected in offices of anthroposophic general practi
tioners, is representative for the general population 
of Switzerland and allows us no generalization of our 
results. 
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BRITISH MEDICAL JOURNAL 19 mAY 1973 421

contribute aptitudes which they do not pos-
sess, hence there is exchange.

Christ lived and He showed us how to
turn our longings to success: we must think
of others not of ourselves. It has never
been refuted that He rose from the dead,
and His spirit is with us if we want to accept
it.-I am, etc.,

MARY D. SMITH
Glasgow

Infantile Hodgkin's Disease: Remission
after Measles

SIR,-The remission of Hodgkin's disease in
children after measles is a rare event.1 2 1
should like to report a cure seen at the
Paediatric Clinic (Professor S. Bessa), Uni-
versity Hospital, Coimbra.
A 23-month-old caucasian male was seen

for the first time in April 1970 with a large
mass in the neck due to hypertrophy of the
left cervical lymph nodes (see fig.). The mass
had first been noticed in November 1969.
The child had no fever or pruritus, the chest
x-ray film was normal, the E.S.R. was 9
mm in the first hour, and the haemogram
was nornal with no eosinophilia. An intra-
dermal skin test to Candida albicans antigen
1 : 100 (Bencard) was negative. A diagnosis
of predominantly lymphocytic Hodgkin's
disease was made on the histopathological
findings of lymph node biopsy (Professor R.
Trincao).

Before radiotherapy could be started the
child developed measles. Much to our sur-
prise the large cervical mass vanished without
further therapy. The chest x-ray picture
remained normal but the haemogram
showed pronounced leucopenia (3,400/mm3).
It was decided not to start radiotherapy, and
the child remained symptom free for six
months. New intradermal tests for Candida
were done 2-5 months after the measles epi-
sode, and this time they were positive. The
immunoglobulins remained normal.

In November 1970 the child's mother
noticed he had erythematonstash soon after
he had drunk some wine. It covered the face
and the area of the neck corresponding to
the site of the lymph node biopsy, where
enlarged lymph nodes were again palpable
(fig.). The haemogram, chest x-ray film ex-
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amination, and Candida skin test were re-
peated. There was pronounced oesinophilia
(11 %), the chest x-ray film remained normal,
and the response to Candida was again nega-
tive. Another biopsy showed Hodgkin's
disease of mixed cellularity. In view of this
relapse irradiation with cobalt-60 was started,
and after a total dose of 3,000 rad at the
rate of 300 rad every other day (Portuguese
Institute of Ocology, Coimbra) the child
re-entered a remission period which has
lasted for 18 months.-I am, etc.,

H. CARMONA MOTA
Department of Paediatrics,
University of Coimbra,
Portugal

1 Hernandez, S. A., Archives Cubanos de Cancero-
logia, 1949 8 26.

2 Zygiert, Z., Lacet, 1971, 1, 593.

Research Investigations in Adults

SIR,-With reference to the tape-recorded
discussion on this subject (28 April, p. 220)
there must be few who would dispute the
necessity and value of ethical committees in
all hospitals, especially where there is a re-
search interest, but their work must extend
further than the walls of a committee room
where the members deliberate on the moral
and scientific aspects of any project.
As a ward sister in the clinical research

centre at Northwick Park I was very aware
of conflict experienced by those concerned
with the day-to-day care of patients involved
in research. The question of informed con-
sent is indeed difficllt. I always felt it my
responsibility to be sure that any patient
understood fully what was happening to
him, whether or not it was research, and that
he knew he had the right to refuse without
any repercussions. Even though most con-
sultants are good at explanations, there are
still many patients who are afraid of them
and feel happier asking questions of a nurse
or junior doctor whom they see every day.
In fact this pays dividends, as once the
patient feels involved in his own investiga-
tion or treatment he is more co-operative
and everything runs more smoothly. On
several occasions I was asked, "Is this the
guinea-pig hospital?" and it is only by being
absolutely honest with patients and their re-

latives that the com;munity's trust in its hos-
pital will be maintained, especially when rou-
tine procedures become more comnplex and
less comprehensible.

This draws to light the dual position in
which the nurse (and also to a large extent
the junior hospital doctor) in a research
team finds herself. On the one hand she feels
it her duty to protect the patient against the
enthusiasms of investigators, and on the
other she is part of a team striving to achieve
a particular goal, and this can sometimes
present difficulties. If she is too much on the
side of the patient she may be pressurized by
the medical staff and if she is inclined the
other way she (quite rightly) has to justify
the investigations to the junior nurses.
A third difficulty, and possibly the most dis-

turbing, is that it can be very difficult to dis-
tinguish between clinical research and bene-
ficial investigation. I trained as a nurse, not a
scientist; my knowledge of the sciences and
technology is basic, and therefore explana-
tions and understanding of some projects
can be difficult. (Indeed, can all doctors un-
derstand one another's work?) In this situa-
tion an investigator could "pull the wool
over the eyes" of the ward sister or she might,
wrongly, think this is happening. If her trust
and co-operation are to be maintained it is
vital that there is someone to whom she can
turn for unbiased advice.

Lastly, never let it be said that any pro-
cedure is trivial; even a 24-hour timed urine
collection may cause anxiety if it means that
a mother has to spend an extra night away
from her young children, and I have known
the fear of venepuncture the next morning
disturb a patient's sleep.
As Dr. M. D. Eilenberg pointed out in the

discussion, the best way to ensure ethical
control is to establish an "ethical climate."
This will not be achieved if the committee
is a remote body sitting in an ivory tower.
It must make itself aware of the effect of its
decisions and be accessible to the opinions
of everyone-including the most junior of
students and the patients themselves-if there
is to be the mutual trust vital for the survival
of any institution.-I am, etc.,

JANET E. ANDREws
Ilford, Essex

Treatment of S.L.E Nephritis

SIR,-The article on treatment of systemic
erythematosus (S.L.E.) nephritis with chlor-
ambucil by Dr. M. L. Snaith and others
(28 April, p. 197) provokes comment. In the
first place it seems that when faced with
steroid intolerance, rather than try alternate-
day therapy, high-protein diet, combination
with diuretics, and other inmnunosuppressives
such as azathioprine to achieve steroid-
sparing effect, they have chosen to change
to chlorammbucil. This is a nitrogen mustard
derivative like cyclophosphamnide, which they
have shown to produce amenorrhoea, and it
is surprising that they claim that it produces
less marrow suppression. Such has not been
my experience in treating cases of cold
agglutinin haemolytic anaemia with this
drug.

I find the suggestion that chlorambucil
could be superior to cyclophosphamide
equally surprising; no theoretical basis for
this is given. While not denying that cyclo-
phosphamide therapy has its complications,
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Cancer Stat Facts: Non-Hodgkin Lymphoma

(https://seer.cancer.gov)

Statistics at a Glance

At a Glance

New Cases - SEER 13 Deaths - U.S. 

Modeled trend lines were calculated from the underlying rates using the Joinpoint Trend Analysis 
Software.

View Data Table

Number of New Cases and Deaths per 100,000: The number of new cases of non-Hodgkin 
lymphoma was 19.6 per 100,000 men and women per year. The number of deaths was 5.6 per 100,000 
men and women per year. These rates are age-adjusted and based on 2012-2016 cases and deaths.

Lifetime Risk of Developing Cancer: Approximately 2.2 percent of men and women will be 
diagnosed with non-Hodgkin lymphoma at some point during their lifetime, based on 2014-2016 data.

Estimated New Cases in 2019 74,200

% of All New Cancer Cases 4.2%

Estimated Deaths in 2019 19,970

% of All Cancer Deaths 3.3%
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Non-Hodgkin Lymphoma - Cancer Stat Facts Page 1 of 2

https://seer.cancer.gov/statfacts/html/nhl.html 8/23/2019
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Prevalence of This Cancer: In 2016, there were an estimated 694,704 people living with non-Hodgkin 
lymphoma in the United States.

Survival Statistics

Number of New Cases and Deaths

Trends in Rates

More About This Cancer

These stat facts focus on population statistics that are based on the U.S. population. Because these statistics 
are based on large groups of people, they cannot be used to predict exactly what will happen to an individual 
patient. To see tailored statistics, browse the SEER Cancer Statistics Review
(https://seer.cancer.govhttps://seer.cancer.gov/csr/). To see statistics for a specific state, go to the State Cancer 
Profiles (https://seer.cancer.govhttps://statecancerprofiles.cancer.gov/).

The statistics presented in these stat facts are based on the most recent data available, most of which can be 
found in the SEER Cancer Statistics Review (https://seer.cancer.govhttps://seer.cancer.gov/csr/). In some cases, 
different year spans may be used. Estimates for the current year are based on past data.

Cancer is a complex topic. There is a wide range of information available. These stat facts do not address 
causes, symptoms, diagnosis, treatment, follow-up care, or decision making, although links are provided to 
information in many of these areas.

Non-Hodgkin Lymphoma - Cancer Stat Facts Page 2 of 2

https://seer.cancer.gov/statfacts/html/nhl.html 8/23/2019
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Cancer Stat Facts: Hodgkin Lymphoma

(https://seer.cancer.gov)

Statistics at a Glance

At a Glance

New Cases - SEER 13 Deaths - U.S. 

Modeled trend lines were calculated from the underlying rates using the Joinpoint Trend Analysis 
Software.

View Data Table

Number of New Cases and Deaths per 100,000: The number of new cases of Hodgkin lymphoma was 
2.7 per 100,000 men and women per year. The number of deaths was 0.3 per 100,000 men and women 
per year. These rates are age-adjusted and based on 2012-2016 cases and deaths.

Lifetime Risk of Developing Cancer: Approximately 0.2 percent of men and women will be 
diagnosed with Hodgkin lymphoma at some point during their lifetime, based on 2014-2016 data.

Estimated New Cases in 2019 8,110

% of All New Cancer Cases 0.5%

Estimated Deaths in 2019 1,000

% of All Cancer Deaths 0.2%
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86.6%
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Prevalence of This Cancer: In 2016, there were an estimated 210,974 people living with Hodgkin 
lymphoma in the United States.

Survival Statistics

Number of New Cases and Deaths

Trends in Rates

More About This Cancer

These stat facts focus on population statistics that are based on the U.S. population. Because these statistics 
are based on large groups of people, they cannot be used to predict exactly what will happen to an individual 
patient. To see tailored statistics, browse the SEER Cancer Statistics Review
(https://seer.cancer.govhttps://seer.cancer.gov/csr/). To see statistics for a specific state, go to the State Cancer 
Profiles (https://seer.cancer.govhttps://statecancerprofiles.cancer.gov/).

The statistics presented in these stat facts are based on the most recent data available, most of which can be 
found in the SEER Cancer Statistics Review (https://seer.cancer.govhttps://seer.cancer.gov/csr/). In some cases, 
different year spans may be used. Estimates for the current year are based on past data.

Cancer is a complex topic. There is a wide range of information available. These stat facts do not address 
causes, symptoms, diagnosis, treatment, follow-up care, or decision making, although links are provided to 
information in many of these areas.

Hodgkin Lymphoma - Cancer Stat Facts Page 2 of 2

https://seer.cancer.gov/statfacts/html/hodg.html 8/23/2019
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Review

Acute infections as a means of cancer prevention:
Opposing effects to chronic infections?
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Accepted 9 November 2005

Abstract

Purpose: Epidemiological studies have found an inverse association between acute infections and cancer development. In this paper, we

review the evidence examining this potentially antagonistic relationship. Methods: In addition to a review of the historical literature, we

examined the recent epidemiological evidence on the relationship between acute infections and subsequent cancer development in adult life.

We also discuss the impact of chronic infections on tumor development and the influence of the immune system in this process. Results:

Exposures to febrile infectious childhood diseases were associated with subsequently reduced risks for melanoma, ovary, and multiple cancers

combined, significant in the latter two groups. Epidemiological studies on common acute infections in adults and subsequent cancer

development found these infections to be associated with reduced risks for meningioma, glioma, melanoma and multiple cancers combined,

significantly for the latter three groups. Overall, risk reduction increased with the frequency of infections, with febrile infections affording the

greatest protection. In contrast to acute infections, chronic infections can be viewed as resulting from a failed immune response and an

increasing number have been associated with an elevated cancer risk. Conclusion: Infections may play a paradoxical role in cancer

development with chronic infections often being tumorigenic and acute infections being antagonistic to cancer.

# 2006 International Society for Preventive Oncology. Published by Elsevier Ltd. All rights reserved.

Keywords: Fever; Cancer prevention; Infection; Leukocytes; Spontaneous regression

1. Introduction

A key vision of the World Health Organization has been

to create ‘‘a world in which all people at risk are protected

against vaccine-preventable diseases’’ [1]. An admirable

goal in light of the considerable morbidity and mortality

infectious diseases continue to inflict throughout the world.

Yet, at the same time one cannot help but wonder whether

the infectious diseases that have plagued humanity for

millennia could somehow incur more intangible benefits.

For example, the old adage ‘‘what does not kill memakes me

stronger’’ may in some sense be applied to the influence of

acute infectious disease on cancer development. In a 1929

review on the topic, Pearl commented ‘‘that there is an

antagonism between cancer and infectious diseases . . . is a

medical judgment which has existed from remote times’’

[2]. In this paper, we review past and present evidence for an

antagonistic relationship between acute infectious disease

and cancer, and its relevance to cancer prevention. We also

explore the paradoxical role chronic infections may play in

cancer development.

Acute infections may be defined as those that generally

have a rapid onset and last for a relatively short period of time

[3]. These infections are often associatedwith an ‘‘acute phase

reaction’’—an early local inflammatory reaction, consisting

of fever (a cytokine-mediated rise in core temperature), an

increased synthesis in the liver of acute phase reactants, as

well as a host of other immunologic, endocrinologic,

neurologic and physiologic changes [4]. Chronic infections

may be defined as afebrile infections lasting many years,

which may have limited or no disease symptoms [3].

www.elsevier.com/locate/cdp

Cancer Detection and Prevention 30 (2006) 83–93
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Moreover, chronic infections may be regarded as a

consequence of a failed or misguided immune response.

Infections do not always fit into these two distinct categories.

For example, a chronic infection at its outset may trigger an

acute phase reaction, it may have recurrent acute phases, and

may develop progressively more severe symptoms over time.

Additionally, a pathogen that causes an acute infection in one

individual may cause a chronic infection in another. For

simplicity, we refer to infections as being either acute or

chronic; however, in terms of their influence on cancer, we

argue that the development of the acute phase reaction is an

important determinate in cancer prevention.

2. Materials and methods

We have previously reviewed reports of spontaneous

cancer regression and its frequent association with acute

infections, and febrile infections in particular [5–7]. This led

us to the hypothesis that if acute infections could induce

cancer regression, then frequent acute infections within a

populationmay also be able to reduce cancer incidence. Thus,

the aimof the present studywas to examine the epidemiologic

evidence (case–control and cohort studies) investigating the

association between acute infections and subsequent cancer

development in adults. Papers that reported original research

were identified by an electronic database search in PubMed

(up to 2005) and EMBASE (1980–2005). Relevant papers

were identified using the following keywords: neoplasms,

infection, fever, epidemiologic studies, case–control studies,

and cohort studies. Furthermore, we hand searched the

bibliographies of these epidemiological studies and related

review articles for additional publications on the subject. The

odds ratios (OR) or relative risks (RR) and associated p-values

or 95% confidence intervals (95% CI) from papers published

since 1960 were summarized in structured tables to allow for

comparison and discussion of findings.

As a background to these recent studies, we examined the

historical literature on the association between infections

and cancer development, as well as, reports of spontaneous

tumor regression occurring in cancer patients with

concomitant infections. The historical literature reviewed

included textbooks on cancer written previous to 1950,

historical articles found in the bibliographies of papers

relevant to the topic reviewed, and from a search of Index

Medicus during the period 1879–1926. Finally to contrast

the data on acute infections, we review of the influence of

chronic infections on cancer development.

3. Historical perspectives on infection and cancer

3.1. Acute infections and spontaneous cancer regression

Some of the evidence supporting the concept that acute

infectious disease may be antagonistic to cancer relates to

the repeated observations of spontaneous cancer regression

in patients with coincident infections [5]. An early example

is the report by Dupuytren [8] in 1829 of a woman with an

extensive carcinoma of the breast who had refused surgery.

Eighteen months later she was bedridden, cachectic and

almost moribund. At this time, the patient became feverish

with vomiting. Her now extensive tumor became inflamed

and gangrenous. Three incisions were made into the tumor

to evacuate a large quantity of viscous fluid. Within eight

days the tumor had regressed by one-third. By the 4th week,

the disease was no longer evident. Interestingly, the great

frequency of such observations led to the development of

active immunotherapy treatments for cancer in the 18th and

19th centuries [5]. Sometimes septic dressings would be

applied to ulcerated tumors or the surgical incision would be

left open to facilitate infection or often suppurating sores

would be intentionally established [6].

The most conclusive evidence, however, that acute

infections may counter tumor growth comes from the work

of William Coley, whose career spanned from 1891 to 1936.

At the turn of the century Coley, a surgeon, developed a

killed bacterial vaccine for cancer consisting of the gram

positive Streptococcus pyogenes and gram negative Serratia

marcescens. His initially encouraging results in inducing

tumor regression with repeated inoculations [9] was

followed by similar successes reported by contemporaries

who experimented with his vaccine [10–12]. It is

documented that Coley’s method of treatment could induce

the complete regression of extensive metastatic disease [12].

Although there was considerable variation from one

individual to the next, after many hundreds of cases, Coley

confirmed his impressions that mimicking a repetitive acute

febrile response was the key factor necessary to provoke and

maintain tumor regression [6]. His treatment gradually fell

out of favor following his death in 1936. By that time,

radiation and increasingly chemotherapy had become

mainstays of treatment for cancer and required less time,

effort, and individualization than Coley’s vaccine.

3.2. Acute infections in cancer prevention

If overt cancer can regress in association with acute

infections, why not occult cancers and precancerous lesions?

In fact, the impression that infections may prevent cancer

arose from the often repeated observation that individuals

who developed cancer generally had unexceptional medical

histories. For example, Didot commented in 1852 that if one

studies the prior health of cancer patients, one notes since the

time of Hippocrates their previous health has been good until

the onset of cancer [13]. In 1854, the physician Laurence

stated, ‘‘as a rule, it will be found that cancerous patients

have otherwise been remarkably free of disease’’ [14]. A

similar perspective was later provided by the French

physician, Lambotte, in 1896 [15]. He suggested that

antecedent erysipelas (i.e. S. pyogenes) and other suppura-

tive diseases rarely occurred in the cancer patient and that

S.A. Hoption Cann et al. / Cancer Detection and Prevention 30 (2006) 83–9384
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‘‘these maladities, by their vaccinal action protect against

cancer.’’

Other authors in the 19th and early 20th century noted a

peculiar absence of cancer in individuals prone to a variety

of acute and chronic infectious diseases. Both Soegaard [16]

and Kobayashi [17] commented that cancer was extremely

rare in patients with leprosy. Voussoughi [18] observed that

cancer and amebic dysentery were frequently seen in Iran,

but never in the same individual. Similar inverse correlations

were found for cancer and gonorrhea [19], syphilis [20,21],

malaria [21–24], and tuberculosis [25,26], where in the

latter, Haldane [27] stated that perhaps the majority of

pathologists ‘‘maintain that the two diseases are exclusive.’’

Nevertheless, these studies were based upon case series and

empirical observations that could have been confounded by

the early age of mortality in those with infectious disease.

The statistical rigor of such studies however was

gradually improving over time. In 1912, Levin undertook

a comparative survey of cancer incidence in American

Indians and the white population in the same localities [28].

He remarked that in the same geographical region, the

proportion of American Indians over 50 years of age was

higher than in their white neighbors, yet cancer was

extremely rare in the American Indians. Smith et al. [29,30]

used standardized mortality ratios to compare the rates of

infectious diseases and cancer among white and Indian

populations in Canada and the United States. Cancer

mortality rates were significantly lower in the Indians, yet

rates for infectious and parasitic diseases were six times

higher. Although some of the infections considered

antagonistic to cancer were generally chronic in nature,

how the immune system responds to such infections may

have been a key element. For example, in an autopsy study

by Pearl [2], the prevalence of active versus healed

tuberculosis was compared in subjects with cancer and

without cancer. He drew from an autopsy series of 6670 post

mortem examinations, which included 816 cases of

malignant disease. These subjects were then matched by

age, sex, race and approximate time of death to 816

noncancerous controls. Cancer prevalence was significantly

lower in subjects with evidence of active versus healed

tuberculosis [OR = 0.36, 95% CI 0.26–0.50]. Thus, the

degree of immune activation within each individual may be a

key factor with respect to cancer antagonism.

During this past century, the magnitude of the immune

response that develops following many acute infections has

changed considerably [6]. In the pre-antibiotic era, when a

patient developed a bacterial or other parasitic infection, it

would generally run its course with little effective

intervention. However, the widespread introduction of

antibiotics following World War II led to rapid intervention

of such illnesses, reducing both disease intensity and

duration. At the same time, the routine use of antipyretics to

treat febrile patients (which suppresses the acute phase

response) became increasingly popular. Thus, as the clinical

course of these infections has changed, their influence on

malignant disease may have also changed over the past

century [6].

4. Epidemiology of infection and cancer

4.1. Changing patterns in the 20th century

Only in the last century has there been a more quantitative

evaluation of the relationship between infections and cancer.

In 1916, Hoffman [31] examined changing mortality rates

from various diseases in New York, Boston, Philadelphia,

and New Orleans, comparing two consecutive eras: 1864–

1888 and 1889–1913. Significant declines were observed for

major infectious causes of death including: pulmonary

tuberculosis, stomach and intestinal diseases, diphtheria and

croup, scarlet fever, typhoid and typhus fever, smallpox,

yellow fever and Asiatic cholera. Yet during that same time

period, the cancer death rate increased by over 55%. In fact,

an editorial on this phenomenon made the ironic conclusion

that ‘‘it would appear possible that public health and

sanitation, as developed throughout the years, may prove to

have been a two-edged sword’’ [32]. Was this increase in

cancer simply due to an increase in life expectancy?

Jacobsen in 1934 [33] similarly contended that the rising

incidence of cancer in the early 20th century resulted from

the progressive decrease in acute infectious diseases. He

discussed modern public health and sanitary measures that

led to a decline in the incidence of many infectious diseases.

Yet, he cited evidence on the greater occurrence of cancer in

all age groups to support his contention that it was not simply

due to the general increase in life expectancy. A number of

studies during the first half of the 20th century supported this

argument, noting a history of significantly fewer acute

infections in cancer patients compared to those without the

disease [34–39]. The contention that acute infections could

be antagonistic to cancer development was also tested in a

more recent study comparing infectious disease mortality

and cancer mortality rates from 1895 to 1963 in Italy [40]. In

comparing age-specific mortality rates, an inverse correla-

tion between infectious disease and cancer mortality was

observed. Moreover, every 2% reduction in infectious

disease mortality was followed by a 2% increase in cancer

mortality with a 10 year interval.

4.2. Socioeconomic status, infection and cancer

incidence

In 1916, a study in Edinburgh examined cancer and

tuberculosis mortality by class of residence occupied by the

deceased [31]. Socioeconomic statuswas inversely associated

with tuberculosis mortality, whereas, it was positively

associated with cancer mortality. The author concluded that

‘‘available evidence is rather to the effect that cancer is chiefly

a disease of the well-to-do.’’ Although the competing

mortality risks for tuberculosis and cancer could explain
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those findings, recent age-adjusted studies in developed

countries continue to show a higher incidence of many

cancers among the affluent, including: colon, kidney, breast,

testes, prostate, melanoma and other skin cancers [41–43]. In

contrast, the frequency of many infections in adults and

children, such as abdominal, respiratory tract and other acute

infections, is inversely correlated with socioeconomic status

[44–50]. This relatively higher incidence of acute infections

may in turn be a factor in the reduced incidence of some

cancers in lower socioeconomic groups. On the other hand,

some cancers are more prevalent in the lower social classes,

notably lung, liver, cervical and stomach cancer [41–43]. The

higher incidence of lung and some liver cancers can be

explained by higher tobacco and alcohol use [42,43]; whereas

cervical and stomach as well as liver cancers are associated

with chronic, rather than acute, infections (human papilloma

virus (HPV), Helicobacter pylori, and Hepatitis B and C,

respectively) that are also more prevalent amongst the lower

social classes [51–54].

4.3. Epidemiological studies of acute infections and

cancer

Recent epidemiological studies have consistently found an

inverse association between acute infectious diseases and

cancer risk. Table 1 summarizes studies examining the

association between febrile infectious childhood diseases

(FICD) and subsequent cancer risk. Overall, exposures to

common FICD were associated with a reduced risk for

melanoma [58], ovarian cancer [55,56], and multiple cancers

combined [57,59], although only significant in the latter

studies [55–57,59]. An exception was a recent study by

Hoffman et al. [60]. Chickenpox and mumps were associated

with an increased risk of cancer, only significant for mumps

[OR = 2.61, 95% CI 1.18–5.80]; whereas, a nonsignificant

reduced risk was seen for measles and rubella [60]. In the

study byKolmel et al. [58], FICDwere found to be associated

with a lesser degree of protection againstmelanoma than adult

febrile infections. Albonico et al. [59] specifically compared

the effects of FICD on tumors diagnosed before and after age

60. Reductions in cancer risk were generally much stronger

for tumors diagnosed before age60.These studies suggest that

childhood diseases may afford some protection against

cancer, which decreases with advancing age. Alternatively,

FICDmay be amarker for individualswho are generallymore

prone to infections (e.g. related to socioeconomic status) and

that infections occurring in the latter years provide greater

protection against cancer.

Other epidemiological studies have looked at the

association between common acute infections in adults

S.A. Hoption Cann et al. / Cancer Detection and Prevention 30 (2006) 83–9386

Table 1

Epidemiological studies examining the association between febrile infectious childhood diseases (FICD) and the subsequent development of cancer

Cancer Case/control Infection type Outcome (95% CI)a

highest vs. lowest

Year [reference]

Ovary 97/97b Measles No association 1966 [55]

Mumps Reduced risk ( p = 0.007)

Rubella No association

Ovary 300/300b Chickenpox OR = 0.70 (0.51–0.97) 1977 [56]

Measles OR = 0.50 (0.32–0.76)

Mumps OR = 0.65 (0.23–0.90)

Rubella OR = 0.65 (0.47–0.92)

Multiple cancers 255/255b Chickenpox OR = 0.66 (0.45–0.97) 1991 [57]

Measles OR = 0.61 (0.34–1.09)

Mumps OR = 0.83 (0.55–1.26)

Rubella OR = 0.72 (0.45–1.16)

Melanoma 139/271c Chickenpox OR = 0.88 (0.52–1.92) 1992 [58]

Measles OR = 0.73 (0.35–1.54)

Mumps OR = 0.86 (0.53–1.40)

Rubella OR = 0.69 (0.39–1.23)

Non-breast cancers 379/379b FICD: �1 OR = 0.27 ( p = 0.046) 1998 [59]

Chickenpox OR = 0.62 ( p = 0.044)

Measles OR = 0.90 ( p = 0.740)

Mumps OR = 0.85 ( p = 0.501)

Rubella OR = 0.38 ( p = 0.003)

Multiple cancers 111/109c Chickenpox OR = 2.09 (0.92–4.78) 2002 [60]

Measles OR = 0.76 (0.22–2.56)

Mumps OR = 2.61 (1.18–5.80)

Rubella OR = 0.91 (0.38–2.16)

OR: odds ratio, CI: confidence interval, FICD: febrile infectious childhood diseases.
a Results in bold are statistically significant.
b Age matched or no significant difference in age between groups.
c Adjusted for age and other risk factors.
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and cancer development (Table 2). These studies found that

acute infections were associated with a reduced risk for

glioma [64], meningioma [64], melanoma [61,65] and

multiple cancers combined [57,60,62,63], although of

borderline significance for meningioma [OR = 0.73, 95%

CI 0.54–1.00] [64] and not significant for one study of

multiple cancers [OR = 0.71, 95% CI 0.45–1.25] [62].

Overall, risk reduction increased with the frequency of

infections [57,63–65], and febrile infections in particular,

were found to afford the greatest protection against cancer

development [57,63–65]. Interestingly, in the study by Abel

et al. [57] although abdominal infections were associated

with a trend towards a reduction in overall cancer risk

[abdominal flu OR = 0.95, 95% CI 0.60–1.50; febrile

abdominal flu OR = 0.43, 95% CI 0.18–1.00], the reduction

in risk was greatest and significant for colorectal cancers

[abdominal flu OR = 0.48, 95% CI 0.24–0.97; febrile

abdominal flu OR = 0.15, 95% CI 0.03–0.68]. Thus,

protection against tumor development may be particularly

enhanced within regions of previous infection. This is also

observed in cases of infection-associated spontaneous tumor

regression, where regression is most often observed when

the nidus of infection is within the vicinity of the tumor

[6,7,66].

Although the results in Tables 1 and 2 were generally

consistent, deficiencies in some of the studies reviewed were

noted. For example, several studies included a large number

of multiple comparisons without employing statistical

procedures to adjust for the multiplicity [55,57,59]. In the

study of ovarian cancer by West [55], controls were women

with benign ovarian tumors—both conditions may have had

a similar etiology. Other biases that could have influenced

the findings in these studies could include accurate

estimation of infectious history and recall bias between

cases and controls. The only prospective study among those

reviewed was conducted by Grossarth-Maticek et al. [63] on

subjects 40–79 years of age at entry. Beginning in 1966,

investigators followed this cohort for 10 years, and reported

a complete follow-up on all 1310 subjects by 1976. Cancer

incidence was determined through examination of medical
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Table 2

Epidemiological studies examining the association between acute infections and cancer

Cancer Cases/controls Infection type Outcome (95% CI)a

highest vs. lowest

Year [reference]

Melanoma and other

cancers

110/126b Frequent colds: smokers OR = 0.39 (0.15–1.02) 1983 [61]

Frequent colds: Non-smokers OR = 0.07 (0.05–0.15)

Frequent colds: Combined OR = 0.20 (0.12–0.35)

Multiple cancers 108/206c Colds: �1 per year OR = 0.71 (0.45–1.25) 1986 [62]

Multiple cancers 204/1310 Fever: >39 8C for more than 3 days 1987 [63]

Rarely (>5 in a lifetime) RR = 0.37 (0.19–0.47)

Several times (5–30 times) RR = 0.25 (0.13–0.30)

Frequently (several times per year) RR = 0.29 (0.13–0.37)

Multiple cancers 255/255b Colds/flu: 1–2 per year OR = 0.61 (0.38–0.97) 1991 [57]

Colds/flu: �3 per year OR = 0.18 (0.05–0.69)

Abdominal flu OR = 0.95 (0.60–1.50)

Febrile abdominal flu OR = 0.43 (0.18–1.00)

Colorectal Abdominal flu OR = 0.48 (0.24–0.97)

Febrile abdominal flu OR = 0.15 (0.03–0.68)

Glioma 1178/1987b Acute febrile infections: �1–2 per year OR = 0.72 (0.61–0.85) 1999 [64]

Meningioma 331/1123b Acute febrile infections: �1–2 per year OR = 0.73 (0.54–1.00)

Melanoma 603/627c Severe febrile infections in past 5 years 1999 [65]

1 OR = 0.75 (0.56–1.01)

2–3 OR = 0.68 (0.44–1.04)

�4 OR = 0.18 (0.02–0.91)

General febrile infections in past 5 years

1 OR = 0.98 (0.66–1.45)

2 OR = 0.89 (0.61–1.28)

3 OR = 0.58 (0.38–0.89)

�4 OR = 0.53 (0.35–0.79)

Multiple cancers 111/109c Colds: �1 per year OR = 0.69 (0.51–0.92) 2002 [60]

Fever: >39 8C in past 5 years OR = 0.90 (0.10–8.60)

OR: odds ratio, CI: confidence interval, RR: relative risk.
a Results in bold are statistically significant.
b Age matched or no significant difference in age between groups.
c Adjusted for age and other risk factors.
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records and/or death certificates. However, the relative risks

were based upon crude cancer incidence rates, without

adjustment for age [63]. Thus, more rigorous epidemiolo-

gical research, particularly prospective cohort studies, is

required to provide further insight into this relationship.

5. Chronic infections and cancer

Ironically, in contrast to acute infections, many chronic

infections are known to lead to malignant changes over time.

An increasing number of chronic viral, bacterial and

parasitic infections in humans have been implicated in the

development of a variety of tumor types (Table 3). The

means through which these infections induce malignant

change are many [80–82]. Commonly, these infections

induce persistent pro-inflammatory cytokine production in

the region where the tumor arises. Chronic production of

inflammatory cell-derived reactive oxygen and nitrogen

intermediates damages DNA and other biomolecules,

progressively transforming normal tissue into malignant

lesions [83,84]. Experimental evidence has shown that the

leukocyte infiltrate plays a pivotal role in facilitating benign

lesions to become more aggressive and turn into metastatic

tumors [85,86]. At low to moderate levels, reactive

intermediates can cause continual cellular damage without

inducing excessive tissue necrosis. In addition, this damage

stimulates leukocyte reparative activities, which can also

promote malignant growth over the long term [6].

Although these chronic infections frequently lead to

permanent malignant change, there are exceptions. Low

grade [87], and occasionally high grade [88–90] mucosa-

associated lymphoid tissue (MALT) lymphomas may

regress following antibiotic treatment. These have primarily

included MALT lymphomas of the stomach, but also those

of the small and large bowel, bladder, larynx, lung,

nasopharynx, salivary glands, spleen, and thyroid [74,91–

99]. To date, most antibiotic-regressive lymphomas have

been associated with H. pylori infections, although some

may be associated with other Helicobacter species [100],

Campylobacter jejuni [101], hepatitis C virus (HCV) [98], or

of undetermined infectious origin [92,102]. Similar evi-

dence has been found for other benign and malignant

tumors. For example, gastric adenomas may regress

following removal of H. pylori [103]. Antiviral treatment

of benign [104] and malignant [105] lesions caused by HPV

may also regress. Thus, in these various tumors, when

antimicrobial treatment removes the foreign pathogen, the

stimulus for continued production of reactive intermediates

by associated leukocytes is removed. Correspondingly,

chronic growth-promoting leukocyte reparative activities

also subside, facilitating tumor regression.

6. Mechanisms of tumor inhibition

A notable observation in malignant tumors is the

considerable mass of tumor-infiltrating leukocytes (TILs)

[106,107]. These are heterogeneous populations of cells,

consisting of variable proportions of neutrophils, eosino-

phils, macrophages, fibroblasts, T and B cells, mast cells,

and natural killer cells. Although the presence of these host

inflammatory cells within or at the periphery of solid tumors

has long been recognized, their biological and clinical

significance has been the subject of mostly conflicting

reports [106,108,109]. In view of their normally defensive

role in vivo, leukocyte infiltration into tumors was originally

believed to herald an immune response to the growing

malignancy. However, recent studies suggest that immune

cells play a very unexpected role [5,6].

Klebs, in the late 19th century, was one of the first authors

to speculate that immune cells could actually stimulate

cancer growth, suggesting that these cells had a ‘‘fructify-

ing’’ influence that caused cancer cells to multiply [110].
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Table 3

Examples of some chronic infections associated with cancer development

Infection Cancer site or cancer Reference

Viruses

Epstein–Barr virus Lymphomas, nasopharyngeal cancer [67]

Hepatitis B, C virus Liver cancer, non-Hodgkin’s lymphoma [68,69]

Human herpesvirus type 8 Kaposi sarcoma [70]

Human immunodeficiency virus Kaposi sarcoma, non-Hodgkin’s lymphoma [71]

Human papillomavirus Cervix, anogenital cancer [72]

Human T-cell lymphotrophic virus Leukemias, lymphomas [73]

Bacteria

Helicobacter pylori, H. Heilmannii Gastric cancer, MALT lymphomas [74,75]

Salmonella Hepatobiliary cancer [76]

Parasites

Schistosoma haematonium Bladder cancer [77]

Schistosoma japonicum Liver, colorectal cancer [78]

Liver flukes: Opisthorchis viverrini, Clonorchis sinensis Cholangiocarcinoma [79]

MALT: mucosa-associated lymphoid tissue.
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Animals studies along these lines were first carried out by

Jones and Rous [111]. In their early experimental studies, a

variety of chemical, biological and inert materials were used

to induce inflammation in the peritoneum of mice.

Peritoneal tissue was subsequently inoculated with tumor

cells and a much greater tendency for implantation was

observed in mice with inflamed tissue over untreated

animals [111]. Similarly, in studying a papilloma virus in

chickens (i.e. Rous sarcoma virus), Rous emphasized that

trauma to the site of inoculation was necessary for its

establishment [112,113]. They concluded from these

investigations that ‘‘the secondary localization of tumours

at points of injury is referable to the presence at such points

of a very cellular connective tissue which may come more

readily than the normal to the support and nourishment of

tumour cells’’ [111]. This ‘‘cellular connective tissue’’

following injury is typical of immune cell infiltration. In

1972, Haddow further developed this concept suggesting

that tumors are analogous to unhealing wounds [114]. In this

view, cells of the immune system, which are also involved in

tissue repair [115], become attracted to these lesions, and

assume their normal reparative activities such as expanding

the vascular network and stimulating tissue regrowth

[116,117]. Recent evidence increasingly supports the

concept that naturally growing tumors progress with the

assistance, rather than the antagonism, of the immune

system [118–120]. Wounding triggers the release of a

diverse array of chemokines that attract leukocytes and other

connective tissue cells, which in turn mediate the repair

process. Such signals decline as the wound heals. Much like

wounded tissue, malignant cells also release chemokines to

signal that increased oxygen and nutrients are required

[121]. Yet, these signals only continue to intensify to support

the ever-growing needs of the tumor. Leukocytes, particu-

larly macrophages, are present in large numbers in many

rapidly growing tumors [5,106,109]. Macrophages are

abundant in regions of high tumor cell proliferation, where

evidence of macrophage-induced tumor cell killing is rare or

absent [122]. Macrophages are versatile and resilient

phagocytes capable of prolonged survival in the acidic

wound environment [122]. Moreover, macrophages con-

tribute to the production, mobilization, activation and

regulation of all immune cells as well as producing a range

of vascular and cellular growth factors [123]. There is even

evidence that monocyte/macrophages can differentiate into

endothelial progenitor cells [124,125] and fibroblasts

[106,109].

Tumor overexpression of macrophage chemokines has

been associated with a poor prognosis [120]. In a mouse

model study by Lin et al. [126], genetic depletion of the

macrophage chemokine colony stimulating factor-1 (CSF-1)

reduced macrophage tumor infiltration and was associated

with a significant delay in tumor progression and metastasis.

In contrast, tumor overexpression of CSF-1 increased

macrophage density and enhanced malignancy [126].

Similarly, Robinson et al. [119] studied the effects of

chemokine receptor antagonist on tumor growth in mice.

Daily treatment for 5 weeks with an antagonist to the

leukocyte chemokine, RANTES, led to a significantly

reduced tumor volume, weight and macrophage infiltration

as compared to controls. Thus, the leukocyte inflammatory

response aids in the initiation and progression of the

malignancy, and chronic infections within the host represent

a common stimulus of this persistent inflammation.

In contrast, acute infections alter the function of these

subverted TILs, shifting the balance back towards the

defensive arm. For example, Gabizon et al. [127] studied the

influence of macrophages from normal and tumor-bearing

mice on the growth of experimental tumors (fibrosarcoma,

melanoma and lymphoma) in vivo. Both macrophage

populations were found to stimulate tumor growth.

However, when an acute infection was mimicked through

exposure of macrophages to killed Corynebacterium

parvum, macrophages were able to inhibit tumor growth

in a dose-dependent manner. Although such stimulated

macrophages can be tumoricidal, this state of activation for

tumor cell killing is transient [128,129].

Spontaneous tumor regression has been observed in

association with a wide range of infectious organisms

including those of bacterial, fungal, viral, and protozoal

origin [6]. This evidence suggests that an analogous general

reaction to these widely divergent infectious agents is

playing a role in this regression. The acute febrile response

may be such a reaction, as it is a characteristic feature of the

innate immune response to infection [130]. In cases of

infection-associated spontaneous regression, such regres-

sions are often observed during the acute febrile phase [7]. In

contrast, when the febrile phase of the infection has

subsided, residual tumor often recurs [6,7].

Fever suppression during infection with antipyretics or

other means has been shown to significantly increase

morbidity and mortality in animals relative to control

animals without fever suppression [6,131]. Similar findings

have been observed in humans [6,132]. Febrile temperatures

have been shown to augment many functions of the immune

system, including enhanced T cell stimulatory activity of

dendritic cells, antigen uptake, activation-associated migra-

tion, maturation, and cytokine expression [133]. With

respect to established tumors, immune cells have already

infiltrated around and within the tumor mass. These tumor-

infiltrating leukocytes could become non-specifically acti-

vated during a febrile infection. The simultaneous suspen-

sion of immune reparative functions and upregulation of

cytotoxic properties could then induce tumor regression [6].

Furthermore, the fragile and tortuous nature of tumor

vasculature compared to ordinary vessels [134] would make

it more susceptible to febrile immunostimulated collapse,

resulting in hemorrhagic necrosis of the dependent tumor

mass.

In the delicate balance between reparative-derived

growth stimulation and defensive-induced tumor regression,

leukocytes may determine the outcome as to tumor
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progression or regression. Thus, if leukocytes can fuel the

progression from benign lesions to malignant tumors [85,86],

their counter activation can be a means to cancer prevention.

For example, there is increasing momentum to develop and

study agents that can suppress inflammation as a means of

preventing cancer. Aspirin and other nonsteroidal anti-

inflammatory drugs (NSAIDS) have become a key focus of

investigation due to their inhibitory effects on COX-1 and

COX-2 enzymes [135]. Yet through such an approach, one

may only be delaying the inevitable, and prolonged use of

such agents is not without adverse effects. An alternative

approach would be to stimulate rather than suppress the

immune system [6,136]. For example, the findings of Kolmel

et al. [137] have suggested that some vaccines may in fact

decrease one’s risk of dying frommelanoma. In a cohort study

of 542melanomapatients followed from1993 to 2002, hazard

ratios (HR)were determined based upon previous vaccination

with vaccinia [HR = 0.55, 95% CI 0.34–0.89] or Bacille

Calmette-Guérin [HR = 0.75, 95% CI 0.30–1.86] or both

[HR = 0.41, 95%CI 0.25–0.69]. Both vaccines consist of live

attenuated pathogens. Similarly, previous case control studies

by the same group [138,139] demonstrated that a history of

vaccination either by vaccinia or BCG was associated with a

significantly reduced risk of developing melanoma. Thus,

these studies suggest that with respect to cancer, some

vaccines may provide sufficient immunological stimulus to

supplant the infections they prevent.

7. Conclusions

In contrast to many chronic infections that are known to

be associated with an increased cancer risk, this review of

epidemiological studies provided support for an antagonism

between acute infections and cancer. Ironically, one of the

case–control studies referred to was initiated to verify one

investigator’s impression that colds occurred less frequently

in patients he saw with cancer than those with other diseases

[62]. Thus, in agreement with Didot [13], since the time of

Hippocrates nearly 2500 years ago, the antagonism between

acute infections and malignant disease has been apparent.

Unfortunately, although this association has long been

noted, it is not generally well appreciated. Little credence is

given to the febrile immune response in fighting infections—

no less cancer [6].

In this respect, several avenues of investigation could be

undertaken. First, prospective epidemiological studies are

required for a more conclusive understanding of the nature

of the acute infection/cancer association. Another con-

sideration is the increasing use of drugs to suppress

symptoms of the immune response during acute infections

and how these drugs may affect the immune system and

subsequent cancer risk. Antipyretics, decongestants, and

antihistamines are all routinely used nonprescription drugs

for respiratory and other infections. All of these drugs

interfere with some component of the immune response. Yet,

there is evidence to suggest that some of these medications

are not totally benign, and may increase morbidity and

mortality from the infections they are used to remedy

[6,132,140]. Whether their repeated use during infections

could influence subsequent cancer risk remains to be

determined. Some recent studies have suggested that

antipyretic use is associated with an increased risk of

non-Hodgkin’s lymphoma [141,142], but more research is

needed. Perhaps in childhood fever, the immediate use of

antipyretics should be reconsidered in light of these findings.

Finally, many new vaccines have been introduced in

recent years to counter common and some less common

infectious diseases. The higher incidence of some cancers

amongst individuals of a higher socioeconomic status may

reflect the negative aspects of reduced exposure to acute

infections. In contrast, the work by Kolmel et al. [137–139]

suggests that at least some vaccines may be beneficial with

respect to subsequent cancer risk. How changes in infectious

disease rates will alter cancer incidence remains to be seen,

but should remain an area of intense study.
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Cancer Stat Facts: Ovarian Cancer

(https://seer.cancer.gov)

Statistics at a Glance

At a Glance

New Cases - SEER 13 Deaths - U.S. 

Modeled trend lines were calculated from the underlying rates using the Joinpoint Trend Analysis 
Software.

View Data Table

Estimated New Cases in 2019 22,530

% of All New Cancer Cases 1.3%

Estimated Deaths in 2019 13,980

% of All Cancer Deaths 2.3%

Percent Surviving
5 Years

47.6%
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Number of New Cases and Deaths per 
100,000: The number of new cases of ovarian 
cancer was 11.4 per 100,000 women per year. 
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Survival Statistics

Number of New Cases and Deaths

Trends in Rates

More About This Cancer

These stat facts focus on population statistics that are based on the U.S. population. Because these statistics 
are based on large groups of people, they cannot be used to predict exactly what will happen to an individual 
patient. To see tailored statistics, browse the SEER Cancer Statistics Review
(https://seer.cancer.govhttps://seer.cancer.gov/csr/). To see statistics for a specific state, go to the State Cancer 
Profiles (https://seer.cancer.govhttps://statecancerprofiles.cancer.gov/).

The statistics presented in these stat facts are based on the most recent data available, most of which can be 
found in the SEER Cancer Statistics Review (https://seer.cancer.govhttps://seer.cancer.gov/csr/). In some cases, 
different year spans may be used. Estimates for the current year are based on past data.

Cancer is a complex topic. There is a wide range of information available. These stat facts do not address 
causes, symptoms, diagnosis, treatment, follow-up care, or decision making, although links are provided to 
information in many of these areas.

The number of deaths was 7.0 per 100,000 
women per year. These rates are age-adjusted 
and based on 2012-2016 cases and deaths.

Lifetime Risk of Developing Cancer: 
Approximately 1.3 percent of women will be 
diagnosed with ovarian cancer at some point 
during their lifetime, based on 2014-2016 data.

Prevalence of This Cancer: In 2016, there were 
an estimated 229,875 women living with ovarian 
cancer in the United States.

Did you know?
Rates of new diagnoses and deaths 
from ovarian cancer are declining.
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Association of measles and mumps with cardiovascular disease:

The Japan Collaborative Cohort (JACC) study
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a b s t r a c t

Objective: Although it has been suggested that exposure to infections during childhood could decrease

risk of atherosclerotic cardiovascular disease (CVD), the evidence is scarce. We investigated the associ-

ation of measles and mumps with CVD.

Methods: 43,689 men and 60,147 women aged 40e79 years at baseline (1988e1990) completed a life-

style questionnaire, including their history of measles and mumps, and were followed until 2009. His-

tories of infections were categorized as having no infection (reference), measles only, mumps only, or

both infections. Hazard ratios (HR) for mortality from CVD across histories of infections were calculated.

Results: Men with measles only had multivariable HR (95% confidence interval) of 0.92 (0.85e0.99) for

total CVD, those with mumps only had 0.52 (0.28e0.94) for total stroke and 0.21 (0.05e0.86) for

hemorrhagic stroke, and those with both infections had 0.80 (0.71e0.90) for total CVD, 0.71 (0.53e0.93)

for myocardial infarction, and 0.83 (0.69e0.98) for total stroke. Women with both infections had 0.83

(0.74e0.92) for total CVD and 0.84 (0.71e0.99) for total stroke. We also compared subjects with measles

only or mumps only (reference) and those with both infections. Men with both infections had 0.88 (0.78

e0.99) for total CVD. Women with both infections had 0.85 (0.76e0.94) for total CVD, 0.79 (0.67e0.93)

for total stroke, 0.78 (0.62e0.98) for ischemic stroke and 0.78 (0.62e0.98) for hemorrhagic stroke.

Conclusions: Measles and mumps, especially in case of both infections, were associated with lower risks

of mortality from atherosclerotic CVD.

© 2015 Elsevier Ireland Ltd. All rights reserved.

1. Introduction

It has been suggested that infection can impact atherosclerotic

cardiovascular disease (CVD) either deleteriously or positively [1].

The former proposes that inflammation caused by chronic in-

fections with pathogens such as Chlamydia pneumonia and herpes

simplex virus type I can accelerate atherosclerosis [1e6]. The latter

suggests that infections suffered during childhood can protect from

atherosclerosis [1]. The ‘hygiene hypothesis’ is a possible mecha-

nism underlying this effect [1,7,8]. Improved hygiene decreases the

opportunities for infections, which are necessary for normal

development of the immune system. Weakened immune systems

lead to decreased production, as well as inactivation, of regulatory T

cells, which control the balance of T helper cell types, Th1 and Th2.

As a result, inflammation at the arterial wall is not well controlled,

leading to the development of atherosclerosis. Therefore, people

with a history of infections may have a lower risk of CVD, especially

atherosclerotic diseases such as stroke and myocardial infarction,

compared to those without previous infections. However, to the

best of our knowledge, only one previous study, which used a

retrospective design and had a small number of participants, has

suggested that viral or bacterial infections could protect against

CVD [1].

To confirm the protective effect of infections against CVD, this

study prospectively examined whether a history of measles and

mumps, diseases typically seen in children, alters the risk of mor-

tality from CVD before the era of measles, mumps, and rubella

(MMR) vaccination [1,9].
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2. Methods

2.1. Study population

The details of the Japan Collaborative Cohort (JACC) Study for

Evaluation of Cancer Risks have been described previously [10].

Briefly, this study conducted a baseline survey from 1988 through

1990 in 45 areas in Japan. Participants completed self-administered

questionnaires on their lifestyle andmedical historywith respect to

previous CVD and cancer. The participants comprised 110,585

subjects (46,395 men and 64,190 women) aged 40e79 years. Par-

ticipants were not vaccinated for measles and mumps, as the MMR

vaccine was not introduced in Japan until 1989 [11]. This study

excluded 6749 subjects (2706 men and 4043 women) due to

missing information on their history of measles and mumps in-

fections. Therefore, a total of 103,836 subjects (43,689 men and

60,147 women) were included in the study. The ethics committees

of the Nagoya University School of Medicine and the Osaka Uni-

versity Graduate School of Medicine approved the present study.

2.2. Mortality surveillance

This study conducted systematic mortality surveillance by

reviewing death certificates, which were transferred to their

respective public health centers. After that, mortality data were

gathered at the Ministry of Health and Welfare, where the under-

lying causes of death were coded for the National Vital Statistics

according to the International Classification of Diseases. All deaths

within the cohort were ascertained by death certificates from

public health centers. Subjects who died after they hadmoved from

their original community were treated as censored cases. The

participants were followed up until the end of 2009. In addition to

mortality from total CVD, follow-up endpoints included mortality

from total stroke, ischemic stroke, hemorrhagic stroke, and

myocardial infarction. Death from total CVD was defined as ICD-10

codes I00eI99, total stroke as I60eI69, ischemic stroke as I63 or

I69.3, hemorrhagic stroke as I60eI62 or I69.0eI69.2, and myocar-

dial infarction as I21eI23.

2.3. Main exposure: History of measles and mumps

Subjects were asked to provide information about their history

of measles and mumps. Specifically, they were asked in the ques-

tionnaires, ‘Have you ever had the following infectious diseases?:

Measles, Mumps’. First, to examine the association of measles and

mumps with CVD, participants were classified into the following

four groups for comparison: those without a history of measles or

mumps (reference group), those with a history of measles only,

those with mumps only, and those with a history of both measles

and mumps. In addition, to examine whether there is an additional

decrease in risk by increased number of infections, we compared

participants with a history of a single infection (measles only or

mumps only) and those with a history of a double infection (both

measles and mumps).

2.4. Potential confounding factors

Potential confounding factors were measured via self-reporting

at baseline. They included age (years), body mass index (sex-spe-

cific quintiles), history of hypertension (yes or no), history of dia-

betes (yes or no), history of CVD (coronary heart disease and

stroke), family history of CVD (yes or no), alcohol intake (never, ex-

drinker, or current drinker with an ethanol intake of 1e22, 23e45,

46e48, or �69 g per day), smoking status (never, ex-smoker, or

current smoker of 1e19 or �20 cigarettes per day), walking

frequency (rarely, 30, 30e60, or �60 min per day), participation in

sports (rarely, 1e2, 3e4, or�5 h per week), perceived mental stress

(low, medium, or high), and education (elementary school, junior

high school, high school, and college or higher).

2.5. Statistical analysis

The person-years of follow-upwere calculated from the baseline

in 1988e1990 to the first endpoint: death, moving from the com-

munity, or the end of follow-up. Multiplicative interactions with

sex were tested using a cross-product term. Since there were sta-

tistically significant interactions between a history of infections and

sex in relation to total stroke and hemorrhagic stroke, sex-specific

analysis was conducted. Sex-specific mean values and the preva-

lence of selected factors were calculated and compared among the

four groups using ANOVA and c
2 tests, respectively. Sex-specific

KaplaneMeier's survival curves for men and women were con-

structed. Sex-specific hazard ratios (HRs) and their 95% confidence

intervals (CIs) of mortality outcomes were calculated after adjust-

ment for age and other potential confounding factors using Cox

proportional hazard models. The proportional hazards assumption

was tested and was not violated. SAS version 9.3 software (SAS

Institute Inc., Cary, NC) was used for statistical analyses. All statis-

tical tests were two-tailed, with values of P < 0.05 regarded as

significant.

3. Results

Table 1 shows the baseline characteristics with respect to a

history of measles or mumps. The higher the number of infections

(no infection, measles only or mumps only, and both measles and

mumps) in a participant's history was, the younger and less hy-

pertensive bothmen andwomenwere, the less often they took part

in sports, and the higher education level they had. Compared with

participants without a history of measles or mumps, those with a

history of measles or mumps were more likely to have a family

history of CVD and high perceived mental stress. In addition, as for

men, the higher the number of infections was, the higher body

mass index and the lower prevalence of a history of CVD they had.

As for women, thosewith a history of infections weremore likely to

have a history of CVD than those without a history of infections.

During 1,690,123 person-years of follow-up of 103,836 subjects

(43,689 men and 60,147 women), this study documented 7816

deaths from total CVD (4029 men and 3787 women), 3396 from

total stroke (1729 men and 1667 women), 1955 from ischemic

stroke (1062 men and 893 women), 1335 from hemorrhagic stroke

(612 men and 723 women), and 1212 from myocardial infarction

(694 men and 518 women).

Fig. 1 presents the survival curves for each category. The larger

decline in survival rate was observed for both men and women

without a history of infections than those with a history of in-

fections. Table 2 shows sex-specific, age-adjusted, and multivari-

able HRs (95% CI) for cause-specific mortality according to infection

history. In general, compared with participants without a history of

infections, the hazard ratios of cause-specific mortality in those

with a history of measles or mumps were likely to decrease. Men

and women with measles or mumps displayed significantly lower

risks (95% CI) than those without any infection after adjustment for

potential confounding factors. It made no difference whether or not

a history of CVD was included in potential confounding factors.

Men with a history of measles only had hazard ratios of 0.92

(0.85e0.99) for total CVD, those with a history of mumps only had

hazard ratios of 0.52 (0.28e0.94) for total stroke and 0.21

(0.05e0.86) for hemorrhagic stroke, and those with a history of

both measles and mumps had hazard ratios of 0.80 (0.71e0.90) for
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Table 1

Baseline characteristics according to history of Measles or Mumps infection.

History of measles or mumps infection Men Women

None Measles

only

Mumps

only

Measles and

mumps

P

Value

None Measles

only

Mumps

only

Measles and

mumps

P

Value

No. at risk 21,245 14,671 730 7043 e 24,950 21,202 1256 12,739 e

Age, years 58.7 57.7 54.0 53.0 <0.001 59.0 58.0 55.9 54.4 <0.001

Body mass index, kg/m2 22.6 22.6 22.7 22.9 <0.001 22.9 23.0 22.9 22.9 0.419

History of hypertension, % 22.5 21.9 19.3 18.4 <0.001 24.2 23.9 23.1 20.6 <0.001

History of diabetes, % 7.4 6.5 7.9 6.0 <0.001 4.7 3.8 5.1 3.7 <0.001

History of cardiovascular disease, % 4.7 4.7 3.8 3.9 0.016 3.1 3.5 5.8 3.3 <0.001

Family history of cardiovascular

disease, %

41.7 44.8 44.4 43.8 <0.001 41.6 45.0 44.2 45.6 <0.001

Ethanol intake, g/day 34.4 34.0 32.7 34.5 0.207 10.9 10.4 10.7 9.8 0.080

Current smoker, % 53.2 52.7 54.2 53.7 0.464 5.8 4.7 5.6 5.7 <0.001

Walking �1 h/day, % 47.7 50.5 45.6 49.6 <0.001 50.0 51.2 47.7 51.9 0.002

Sports �5 h/week, % 7.7 7.2 6.2 5.9 <0.001 5.3 4.7 4.0 3.6 <0.001

High perceived mental stress, % 20.0 21.5 34.5 30.2 <0.001 17.7 18.9 23.4 24.6 <0.001

College or higher education, % 15.8 16.8 21.6 22.2 <0.001 8.1 9.8 12.5 13.3 <0.001

Fig. 1. Kaplan-Meire survival curves of mortality from total cardivascular disease according to the history of infections among men and women.

Table 2

Age-adjusted and multivariable hazard ratios (HR) and 95% Confidential Intervals (CI) for Cause-specific mortality according to history of measles or mumps.

History of measles or mumps Men Women

None Measles only Mumps only Measles and mumps None Measles only Mumps only Measles and mumps

No. at risk 21,245 14,671 730 7043 24,950 21,202 1256 12,739

Person-years 326,940 236,327 11,802 116,443 411,090 358,358 19,963 209,207

Total stroke, n 946 613 11 159 803 640 31 193

Age-adjusted HR (95% CI) 1.00 0.97 (0.87e1.07) 0.52 (0.29e0.94) 0.83 (0.70e0.98) 1.00 1.07 (0.96e1.18) 1.24 (0.86e1.77) 0.85 (0.73e0.99)

Multivariable HR (95% CI)a 1.00 0.95 (0.85e1.06) 0.52 (0.29e0.94) 0.83 (0.70e0.99) 1.00 1.06 (0.95e1.19) 1.27 (0.88e1.82) 0.85 (0.72e0.99)

þ history of CVDb 1.00 0.95 (0.85e1.06) 0.52 (0.28e0.94) 0.83 (0.69e0.98) 1.00 1.06 (0.94e1.19) 1.22 (0.87e1.75) 0.84 (0.71e0.99)

Ischemic stroke, n 588 375 8 91 456 334 12 91

Age-adjusted HR (95% CI) 1.00 0.98 (0.86e1.11) 0.67 (0.33e1.35) 0.85 (0.68e1.06) 1.00 1.03 (0.89e1.18) 0.93 (0.52e1.64) 0.80 (0.64e1.00)

Multivariable HR (95% CI)a 1.00 0.98 (0.85e1.13) 0.70 (0.35e1.42) 0.88 (0.70e1.11) 1.00 1.05 (0.90e1.22) 0.98 (0.55e1.75) 0.81 (0.64e1.03)

þ history of CVDb 1.00 0.98 (0.85e1.13) 0.70 (0.35e1.41) 0.87 (0.69e1.10) 1.00 1.04 (0.89e1.22) 0.93 (0.52e1.65) 0.81 (0.64e1.02)

Hemorrhagic stroke, n 324 221 2 65 325 284 18 96

Age-adjusted HR (95% CI) 1.00 0.98 (0.82e1.16) 0.23 (0.06e0.93) 0.81 (0.62e1.06) 1.00 1.12 (0.95e1.31) 1.59 (0.99e2.55) 0.90 (0.71e1.13)

Multivariable HR (95% CI)a 1.00 0.91 (0.75e1.09) 0.21 (0.05e0.85) 0.76 (0.58e1.01) 1.00 1.08 (0.91e1.29) 1.58 (0.97e2.56) 0.86 (0.68e1.10)

þ history of CVDb 1.00 0.91 (0.75e1.09) 0.21 (0.05e0.86) 0.76 (0.57e1.00) 1.00 1.08 (0.90e1.29) 1.54 (0.95e2.49) 0.86 (0.67e1.09)

Myocardial infarction, n 378 248 5 63 275 171 8 64

Age-adjusted HR (95% CI) 1.00 0.96 (0.81e1.12) 0.54 (0.22e1.31) 0.74 (0.56e0.96) 1.00 0.85 (0.70e1.03) 0.97 (0.48e1.96) 0.85 (0.64e1.12)

Multivariable HR (95% CI)a 1.00 0.92 (0.77e1.09) 0.52 (0.22e1.27) 0.71 (0.54e0.94) 1.00 0.87 (0.71e1.08) 1.01 (0.50e2.06) 0.85 (0.63e1.13)

þ history of CVDb 1.00 0.92 (0.77e1.09) 0.52 (0.22e1.27) 0.71 (0.53e0.93) 1.00 0.87 (0.71e1.07) 0.99 (0.48e2.00) 0.84 (0.63e1.13)

Total cardiovascular disease, n 2243 1383 38 365 1913 1378 57 439

Age-adjusted HR (95% CI) 1.00 0.92 (0.86e0.99) 0.76 (0.55e1.04) 0.80 (0.71e0.89) 1.00 0.97 (0.91e1.05) 0.98 (0.75e1.27) 0.83 (0.75e0.92)

Multivariable HR (95% CI)a 1.00 0.92 (0.86e0.99) 0.75 (0.55e1.04) 0.81 (0.72e0.91) 1.00 0.98 (0.91e1.06) 1.01 (0.78e1.32) 0.83 (0.75e0.93)

þ history of CVDb 1.00 0.92 (0.85e0.99) 0.75 (0.54e1.04) 0.80 (0.71e0.90) 1.00 0.97 (0.90e1.05) 0.97 (0.75e1.27) 0.83 (0.74e0.92)

a Adjusted for age, body mass index, history of hypertension, history of diabetes, family history of CVD, alcohol intake, energy intake, smoking status, walking, sports,

perceived mental stress and education.
b Further adjustment for history of CVD. CVD indicates cardiovascular disease.
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total CVD, 0.83 (0.69e0.98) for total stroke, and 0.71 (0.53e0.93) for

myocardial infarction. Women with a history of both measles and

mumps had hazard ratios of 0.83 (0.74e0.92) for total CVD and 0.84

(0.71e0.99) for total stroke.

To examine whether there is an additional decrease in risk by

increased number of infections, participants with a history of a

single infection (measles only or mumps only) and those with a

history of a double infection (both measles and mumps) were

compared (Table 3). Both men and women with a history of a

double infection were likely to have lower risks of mortality from

most diseases than those with a history of a single infection. Men

with a history of a double infection showed significantly higher

risks of age-adjusted mortality from total CVD than those with a

history of a single infection. After adjustment for potential con-

founding factors, the associations were still statistically significant.

The respective multivariable hazard ratios (95% CI) were 0.88

(0.78e0.99) for total CVD. As for women, we observed, compared

with women with a history of a single infection, those with a his-

tory of a double infection had decreased risks of age-adjusted

mortality from total CVD, total stroke, ischemic stroke, and hem-

orrhagic stroke, respectively. Further adjustment for potential

confounding factors did not alter the relations between the number

of a history of infections and mortality risks. The multivariable

hazard ratios (95% CI) were as follows: 0.85 (0.76e0.94) for total

CVD; 0.79 (0.67e0.93) for total stroke; 0.78 (0.62e0.98) for

ischemic stroke; 0.78 (0.62e0.98) for hemorrhagic stroke.

4. Discussion

This prospective cohort study of middle-aged Japanese men and

women found the following two things. First, both subjects with a

history of measles and those with a history of mumps had a lower

risk of mortality from CVD than those without a history of in-

fections. Second, a higher number of infections was associated with

a lower risk of mortality from CVD. To the best of our knowledge,

this is the first population-based cohort study to prospectively

investigate the positive impact of infections on CVD in both men

and women.

A history of infections decreased the risk of mortality from

atherosclerotic CVD. A mechanism that may explain this is the in-

duction of regulatory T cells following acquisition of infection, and

suppression of inflammation in the arterial wall, which prevents

the progression of atherosclerosis [1,7,8]. Measles and mumps in-

fections demonstrated this protective effect in the current study.

Although reports indicate that measles infection has an immuno-

suppressive effect [12] and induces regulatory T cells via its

nucleoprotein [8], there are no similar effects reported for mumps.

In addition, a previous study has suggested that other infectious

diseases, such as varicella and scarlet fever, can decrease the risk of

CVD; however, the study was retrospective and included only a

small number of subjects [1]. Therefore, other infections could also

have a protective effect against CVD, similar to the effect shown in

this study for measles and mumps. However, chronic infections,

such as C. pneumonia and herpes simplex virus type I, as well as

common viral respiratory infections, are unlikely to be purveyors of

a protective effect [2e6,13].

We observed that a higher number of infections was associated

with a lower risk of mortality from CVD. This result can also be

explained by the ‘hygiene hypothesis’. The more opportunities for

infections during childhood produce and activatemore regulatory T

cells, which leads to the suppression of atherosclerosis.

In the current study, men with a history of infections were less

likely to have a history of CVD at baseline than those without a

history of infections, which could support our major findings. On

the other hand, women with a history of infections were more

likely to have a history of CVD than those without a history of in-

fections. This seems incompatible with our major findings. One

possible explanation for this is that since before the baseline survey

more womenwithout a history of infections already died from CVD

than those with a history of infections, those without a history of

infections were less likely to have a history of CVD at baseline.

Another possible explanation is information bias (misclassification)

on the assessment of a history of CVD or infections. We found no

significant interactions between a history of infections and a his-

tory of CVD in relation to any outcomes (data not shown), and

obtained almost similar results of the adjusted models before and

after including a history of CVD in confounding factors. In addition,

even if somewomenwith a history of CVD (womenwith a high risk

of mortality from CVD) were misclassified into not a group without

a history of infections (a group with a higher risk of mortality from

CVD) but groups with a history of infections (groups with a lower

risk of mortality from CVD), then the association between a history

of infections and the risk of mortality from CVD would approach

null. Therefore, we assume that the possible information biases on

Table 3

Age-adjusted and multivariablea Hazard Ratios (HR) and 95% Confidential Intervals (CI) for cause-specific mortality according to history of single vs. double infection.

History of measles or mumps Men Women

Single (measles only

or mumps only)

Double (measles

and mumps)

Single (measles only or

mumps only)

Double (measles

and mumps)

No. at risk 15,401 7043 22,458 12 739

Person-years 248,129 116,443 378,321 209 207

Total stroke, n 624 159 671 193

Age-adjusted HR (95% CI) 1.00 0.87 (0.73e1.04) 1.00 0.79 (0.68e0.93)

Multivariable HR (95% CI) 1.00 0.89 (0.74e1.06) 1.00 0.79 (0.67e0.93)

Ischemic stroke, n 383 91 346 91

Age-adjusted HR (95% CI) 1.00 0.88 (0.70e1.18) 1.00 0.78 (0.62e0.99)

Multivariable HR (95% CI) 1.00 0.90 (0.71e1.13) 1.00 0.78 (0.62e0.98)

Hemorrhagic stroke, n 223 65 302 96

Age-adjusted HR (95% CI) 1.00 0.85 (0.65e1.13) 1.00 0.79 (0.63e0.99)

Multivariable HR (95% CI) 1.00 0.86 (0.65e1.14) 1.00 0.78 (0.62e0.98)

Myocardial infarction, n 253 63 179 64

Age-adjusted HR (95% CI) 1.00 0.78 (0.59e1.03) 1.00 0.99 (0.75e1.32)

Multivariable HR (95% CI) 1.00 0.78 (0.59e1.03) 1.00 0.96 (0.72e1.28)

Total cardiovascular disease, n 1421 365 1435 439

Age-adjusted HR (95% CI) 1.00 0.87 (0.78e0.98) 1.00 0.85 (0.77e0.95)

Multivariable HR (95% CI) 1.00 0.88 (0.78e0.99) 1.00 0.85 (0.76e0.94)

a Adjusted for age, body mass index, history of hypertension, history of diabetes, history of cardiovascular disease, family history of cardiovascular diseases, alcohol intake,

energy intake, smoking status, walking, sports, perceived mental stress and education.
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the assessment of a history of CVD or infections did not have

enough influence to change the results.

Together with previous research [8,14], this study demonstrates

the importance of the immune system's impact on CVD. Stimula-

tion of immune function, as in vaccination, may be a novel treat-

ment for CVD in the future, though whether conventional

vaccinations have enough power to induce regulatory T cells is

unclear.

Strengths of this study include its prospective design, long

follow-up duration, and the inclusion of a large number of partic-

ipants. In addition, setting not only total CVD but also cause-specific

mortality as endpoints were useful for understanding the impact of

infections on CVD.

Some limitations need to be addressed. Firstly, the assessment

of measles and mumps infections was based on self-reporting.

However, measles and mumps were significant problems in the

era before MMR vaccination in Japan, meaning that these diseases

were likely to be accurately recalled. Although we cannot negate

such information biases as mentioned above, this study assumes

that those biases did not significantly influence the results. Sec-

ondly, the study did not obtain information on the age that par-

ticipants suffered frommeasles or mumps infections. However, the

majority had measles or mumps during their childhood, in the era

before MMR vaccination [1,9]. Thirdly, this study only examined

exposure to measles and mumps infections, although other in-

fections may have unknown influences on the risk of mortality

from CVD. Despite this possibility, the fact remains that the more

infections people acquire during childhood, the lower their risk of

mortality from CVD, possibly due to the induction of regulatory T

cells. Finally, this study used mortality data as endpoints, which

may have led to misclassifications in the diagnosis of CVD. How-

ever, previous validation studies confirm the validity of using death

certificate diagnoses for these outcomes due to the widespread use

of computed tomography, magnetic resonance imaging, electro-

cardiography, and cardiac enzyme examinations [15,16].

In conclusion, measles and mumps infections were associated

with decreased risks of mortality from CVD. In addition, people

with a history of more infections were likely to have lower risks of

mortality from CVD. Further studies are needed to assess whether

other infections seen typically during childhood have similar as-

sociations with mortality from CVD.
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Heart Disease Facts
As plaque builds up in the arteries of a person with heart disease, the inside of the 

As plaque builds up in the arteries of a person with heart disease, the inside of the arteries begins to narrow, which lessens or 
blocks the flow of blood. Plaques can also rupture (break open) and when they do a blood clot can form on the plaque, blocking the 
flow of blood.

Learn more about heart disease and its risk factors. It’s important for everyone to know the facts about heart disease Cdc-pdf

[PDF-243K].

Heart Disease in the United States

• About 610,000 people die of heart disease in the United States every year–that’s 1 in every 4 deaths.1

• Heart disease is the leading cause of death for both men and women. More than half of the deaths due to heart disease 

in 2009 were in men.1

• Coronary heart disease (CHD) is the most common type of heart disease, killing over 370,000 people annually.1

• Every year about 735,000 Americans have a heart attack. Of these, 525,000 are a first heart attack and 210,000 happen 

in people who have already had a heart attack.2

Heart Disease Deaths Vary by Race and Ethnicity

Heart disease is the leading cause of death for people of most ethnicities in the United States, including African Americans, Hispan-
ics, and whites. For American Indians or Alaska Natives and Asians or Pacific Islanders, heart disease is second only to cancer. Below 

are the percentages of all deaths caused by heart disease in 2008, listed by ethnicity.4

Race of Ethnic Group % of Deaths
American Indians or Alaska Natives 18.4

Asians or Pacific Islanders 22.2
Non-Hispanic Blacks 23.8
Non-Hispanic Whites 23.8

All 23.5

Top of Page

Early Action is Important for Heart Attack

Heart Attack

Know the warning signs and symptoms of a heart attack so that you can act fast if you or someone you know might be having a heart 
attack. The chances of survival are greater when emergency treatment begins quickly.

• In a 2005 survey, most respondents—92%—recognized chest pain as a symptom of a heart attack. Only 27% were aware 

of all major symptoms and knew to call 9-1-1 when someone was having a heart attack.5

• About 47% of sudden cardiac deaths occur outside a hospital. This suggests that many people with heart disease don’t 

act on early warning signs.6

Heart Disease Facts & Statistics | cdc.gov Page 1 of 2

https://www.cdc.gov/heartdisease/facts.htm 8/23/2019
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Heart attacks have several major warning signs and symptoms:

• Chest pain or discomfort.
• Upper body pain or discomfort in the arms, back, neck, jaw, or upper stomach.
• Shortness of breath.
• Nausea, lightheadedness, or cold sweats.

Top of Page

Americans at Risk for Heart Disease

High blood pressure, high cholesterol, and smoking are key risk factors for heart disease. About half of Americans (47%) have at 

least one of these three risk factors.7

Several other medical conditions and lifestyle choices can also put people at a higher risk for heart disease, including:

• Diabetes
• Overweight and obesity
• Poor diet
• Physical inactivity
• Excessive alcohol use

Top of Page

CDC Fact Sheets Related to Heart Disease

Top of Page
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Abstract

To investigate the association between non-Hodgkin lymphoma (NHL), Hodgkin lymphoma (HL), and exposure to childhood diseases, we

analyzed an Italian case-control study that included 225 histologically-confirmed incident cases of NHL, 62 HL cases, and 504 controls. After

adjusting for confounding factors, all examined childhood diseases were negatively associated with HL. Measles was negatively associated

with NHL, particularly follicular B-cell NHL. Our findings provide additional support to the hypothesis that infections by most common

childhood pathogens may protect against HL or, at least, be correlated with some other early exposure, which may lower the risk of HL in

adulthood. In addition, our study shows that measles may provide a protective effect against NHL.

© 2005 Elsevier Ltd. All rights reserved.

Keywords: Non-Hodgkin lymphoma (NHL); Hodgkin lymphoma (HL); Childhood diseases; Case-control study; Immunostimulation

1. Introduction

In most developed countries, Hodgkin lymphoma (HL)

incidence has been stable, while that of non-Hodgkin lym-

phoma (NHL) has doubled over the past two decades [1,2].

The risk for some lymphomas is known to increase follow-

ing exposure to certain viral or bacterial infections [2,3].

The only virus, thus far, established to be causally related

to HL is the Epstein-Barr virus (EBV), with an approxi-

mately 40% attributable fraction [1,4] and the demonstration

� This work was supported by grants from the A.I.R.C. (Italian Association

for Cancer Research), the Ministry of Health F.S.N. 2002 Contract no. 122,

and Compagnia di San Paolo (11582/23719).
∗ Corresponding author at: Servizio di Epidemiologia, Istituto Nazionale

Tumori “Fondazione G. Pascale”, Via Mariano Semmola, 80131 Naples,

Italy.

Tel.: +39 081 5903816; fax: +39 081 5462900.

E-mail address: epidemiologia.int@tin.it (M. Montella).

that EBV genomes were present and expressed in the HD

tumor cells (Reed-Sternberg cells) of a proportion of cases

provided an important new understanding of the biology of

the disease [5,6]. For several infectious agents (HIV, HHV8,

HTLV, HCV, and Helicobacter pylori) [2,7–16], on the con-

trary, exist only indirect evidence of positive association due

to the capacity to elude the immune system [17]. The child-

hood infections may have the opposite (protective) effect

on lymphoma risk because of a different age of infection

and/or less severe infections. In fact since 1988 some studies

reported a potential protective effect of measles and other

childhood diseases for lymphoma and multiple myeloma

[7–9,18]. However, the etiology of most lymphomas is still

unknown.

To further explore this topic, we investigated the potential

association between NHL, HL, and a history of childhood

diseases and mononucleosis using data from an Italian case-

control study on lymphomas carried out in the province of

0145-2126/$ – see front matter © 2005 Elsevier Ltd. All rights reserved.

doi:10.1016/j.leukres.2005.11.020
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Pordenone, northeast Italy, and in the city of Naples, southern

Italy [13,14].

2. Material and methods

Between January 1999 and July 2002, we conducted a

hospital-based case-control study in the province of Porde-

none (northeast Italy) and in Naples (southern Italy). Details

on study design are described elsewhere [13,14]. Briefly, the

present report looks at 225 histologically-confirmed incident

NHL cases and 62 HL cases, aged 18 years or more. Con-

trols were 504 inpatients admitted to the same hospitals as

those with the lymphomas for a wide spectrum of acute con-

ditions. Specifically excluded from the control group were

patients whose hospital admission was the result of malig-

nant diseases, conditions related to alcohol and tobacco con-

sumption, or hepatitis viruses. Hematological, allergic, and

autoimmune diseases were also excluded. Co morbidity for

the diseases listed above was not, however, a criterion for

exclusion.

Histological specimens were classified according to the

International Classification of Diseases for Oncology, which

was updated to include categories in the Revised European-

American Lymphoma (REAL)/World Heath Organization

(WHO) classification [19].

All cases and controls were HIV-negative at HIV test,

which was part of their routine management.

The interviews were conducted by means of a structured

questionnaire, covering socio-demographic indicators, per-

sonal characteristics, and habits. In addition, the question-

naire included medical history and age at onset of the primary

childhood infections. Cases were not individually matched to

controls but they were comparable according to age and gen-

der.

Adjusted ORs and corresponding 95% CIs were calcu-

lated by means of unconditional multiple logistic regression,

including age (in 5-year groups plus a term for age as a

continuous variable), gender, center, education, and place of

birth. Individuals who reported mononucleosis and childhood

diseases were compared with those who did not have these

diseases.

3. Results

Education was negatively associated with HL (OR = 0.4,

in the highest tertile compared to the lowest, 95% CI:

Table 1

Distribution of 225 cases of non-Hodgkin lymphoma (NHL), 62 cases of Hodgkin lymphoma (HL), and 504 controls, odds ratios (OR) and corresponding 95%

confidence intervals (CI)a by selected socio-demographic factors (Italy, 1999–2002)

Controls NHL HL

No. (%) No. (%) OR (95% CI) No. (%) OR (95% CI)

Gender

Males 341 (67.7) 120 (53.3) 33 (53.2)

Females 163 (32.3) 105 (46.7) 29 (46.8)

Age (years)

<45 104 (20.6) 47 (20.9) 50 (80.7)

45–64 177 (35.1) 107 (47.6) 10 (16.1)

≥65 223 (44.3) 71 (31.6) 2 (3.2)

Study center

Aviano/Pordenone 280 (55.6) 127 (56.4) 37 (59.7)

Naples 224 (44.4) 98 (43.6) 25 (40.3)

Education (years)

<7 251 (49.8) 97 (43.1) 1c 12 (19.4) 1c

7–11 127 (25.2) 69 (30.7) 1.4 (0.9–2.1) 27 (43.6) 0.7 (0.3–1.8)

≥12 126 (25.0) 59 (26.2) 1.2 (0.8–1.8) 23 (37.1) 0.4 (0.1–1.0)

Place of birth

North 248 (49.2) 98 (43.6) 1c 23 (37.1) 1c

South 256 (50.8) 127 (56.4) 2.1 (1.2–3.5) 39 (62.9) 1.3 (0.5–3.3)

Younger siblingsb

0 164 (32.5) 78 (34.7) 1c 24 (38.7) 1c

1–2 230 (45.6) 97 (43.1) 0.9 (0.6–1.3) 28 (45.2) 0.9 (0.5–1.9)

≥3 110 (21.8) 50 (22.2) 1.1 (0.7–1.7) 10 (16.1) 1.4 (0.5–3.7)

Older siblingsb

0 162 (32.1) 82 (36.4) 1c 20 (36.4) 1c

1–2 226 (44.8) 106 (47.1) 0.9 (0.6–1.3) 26 (41.9) 0.8 (0.4–1.6)

≥3 116 (23.0) 37 (16.4) 0.6 (0.4–1.0) 16 (25.8) 1.2 (0.5–2.9)

a Estimated from unconditional logistic regression adjusted for gender, age, center, education, and place of birth when appropriate.
b The sum does not add up to the total because of some missing value.
c Reference category.
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0.1–1.0), but not with NHL (OR = 1.2; 95% CI: 0.7–1.8);

while place of birth (Southern Italy versus Northern Italy)

demonstrated an association only to NHL risk (OR = 2.1; 95%

CI: 1.2–3.6). No difference emerged between cases (both

NHL and HL) and controls based on number of younger sib-

lings. However, a negative association (OR = 0.6; 95% CI:

0.4–1.0) did emerge for NHL only when there were three or

more older siblings (Table 1).

Table 2 shows the relationship between lymphomas and

a history of mononucleosis and/or childhood diseases. NHL

showed a negative association with measles (OR = 0.6, 95%

CI: 0.5–0.9); other childhood infections showed no associa-

tion with NHL

HL was negatively associated with all considered child-

hood diseases (Table 2). The significant ORs were for measles

(OR 0.5, 95% CI: 0.2–0.7) and chickenpox (OR 0.5, 95% CI:

0.2–0.9), border-line values were found for parotitis (OR 0.6),

rubella (OR 0.5), pertussis (OR 0.5), and scarlet fever (OR

0.2).

The OR among individuals who reported a history of three

or more childhood diseases was 0.6 (95% CI: 0.4–1.0) for

NHL and 0.2 (95% CI: 0.1–0.6) for HL, when compared

to subjects who reported no disease. Findings were simi-

lar when analysis were conducted separately for cases and

controls below or above 45 years of age (data not shown).

The odds ratios for number of childhood infections does

not decrease with increasing number and does not sub-

stantially differ from the odds ratio from measles infection

alone.

In Table 3 the risk of childhood diseases for two histo-

logical subtypes of NHL, in particular the negative associ-

ations found with measles exposure tended to be stronger

for follicular B-cell NHL (OR 0.4, 95% CI: 0.2–0.8)

than for diffuse large B-cell. Heterogeneity by histologi-

cal subtype, however, did not demonstrate any statistical

significance.

The inverse association between childhood diseases and

risk of HL was restricted to nodular sclerosis HL (OR 0.3,

95% CI: 0.1–0.7). However, there were few cases of histo-

logical subtype other than nodular sclerosis (n = 19), limiting

the power to detect any association with other HL subtypes

(data not shown).

Table 2

Odds ratios (OR)a and 95% confidence intervals (CI) for non-Hodgkin lymphoma (NHL) and Hodgkin lymphoma (HL) according to childhood infections

(Italy, 1999–2002)

Controls NHL HL

No. (%) No. (%) OR (95% CI) No. (%) OR (95% CI)

Viral infections

Infectious mononucleosis

Never 501 (99.4) 223 (99.1) 1b 60 (96.8) 1b

Ever 3 (0.6) 2 (0.9) 1.5 (0.2–9.4) 2 (3.2) 1.9 (0.2–16.4)

Parotitis (mumps)

Never 269 (53.4) 117 (52.0) 1b 35 (56.5) 1b

Ever 235 (46.6) 108 (48.0) 0.9 (0.7–1.3) 27 (43.6) 0.5 (0.3–1.0)

Measles

Never 163 (32.3) 84 (37.3) 1b 25 (40.3) 1b

Ever 341 (67.7) 141 (62.7) 0.6 (0.5–0.9) 37 (59.7) 0.3 (0.2–0.7)

Rubella (German measles)

Never 391 (77.6) 161 (71.6) 1b 46 (74.2) 1b

Ever 113 (22.4) 64 (28.4) 1.1 (0.8–1.7) 16 (25.8) 0.5 (0.2–1.0)

Chickenpox

Never 277 (55.0) 128 (56.9) 1b 30 (48.4) 1b

Ever 227 (45.0) 97 (43.1) 0.9 (0.6–1.2) 32 (51.6) 0.5 (0.2–0.9)

Bacterial infections

Pertussis (whooping-cough)

Never 377 (74.8) 174 (77.3) 1b 48 (77.4) 1b

Ever 127 (25.2) 51 (22.7) 0.7 (0.5–1.1) 14 (22.6) 0.5 (0.2–1.0)

Scarlet fever

Never 455 (90.3) 198 (88.0) 1b 60 (96.8) 1b

Ever 49 (9.7) 27 (12.0) 1.2 (0.7–2.0) 2 (3.2) 0.2 (0.0–1.0)

Number of childhood infections

0 106 (21.0) 59 (26.2) 1b 13 (21.0) 1b

1–2 210 (41.7) 76 (33.8) 0.5 (0.3–0.8) 21 (33.9) 0.2 (0.1–0.6)

≥3 188 (37.3) 90 (40.0) 0.6 (0.4–1.0) 28 (45.2) 0.2 (0.1–0.5)

a Estimates from unconditional logistic regression equations, including terms for center, age, gender and years of education, and place of birth.
b Reference category.
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Table 3

Odds ratios (OR)a and 95% confidence intervals (CI) for major non-Hodgkin lymphoma (NHL) subtypes in relation to history of childhood infections (Italy,

1999–2002)

Risk factors Controls (No.) Non-Hodgkin lymphomas

Follicular B-cell (36 cases) Diffuse large B-cell (112 cases) Other subtypes (77 cases)

No. OR (95% CI) No. OR (95% CI) No. OR (95% CI)

Viral infections

Parotitis (mumps)

Never 269 22 1b 53 1b 42 1b

Ever 235 14 0.6 (0.3–1.3) 59 1.1 (0.7–1.7) 35 0.8 (0.5–1.4)

Measles

Never 163 17 1b 39 1b 28 1b

Ever 341 19 0.4 (0.2–0.8) 73 0.7 (0.5–1.2) 49 0.7 (0.4–1.1)

Rubella (German measles)

Never 391 28 1b 77 1b 56 1b

Ever 113 8 0.8 (0.3–1.9) 35 1.3 (0.8–2.1) 21 1.2 (0.6–2.2)

Chickenpox

Never 277 20 1b 64 1b 44 1b

Ever 227 16 0.9 (0.4–1.9) 48 0.8 (0.5–1.3) 33 0.9 (0.5–1.5)

Bacterial infections

Pertussis (whooping-cough)

Never 377 31 1b 82 1b 61 1b

Ever 127 5 0.4 (0.1–1.1) 30 0.8 (0.5–1.4) 16 0.7 (0.4–1.3)

Scarlet fever

Never 455 35 1b 96 1b 67 1b

Ever 49 1 0.3 (0.0–2.1) 16 1.3 (0.7–2.4) 10 1.4 (0.6–3.0)

a Estimates from unconditional logistic regression equations, including terms for center, age, gender, years of education, and place of birth.
b Reference category.

4. Discussion

The etiological agents (viruses and bacteria) involved in

the examined diseases are very different. Several studies have

reported a positive association between mononucleosis and

risk of HL, but so far present, the mechanisms through which

other childhood infections in general may protect against HL

and possibly NHL are unknown [1,2,20]. Early infection may

promote the development of the immune system (particularly

cell-mediated, Th1-type immunity), which may explain why

young-adulthood infection with EBV increases the risk of

HL, but earlier infection is inversely associated with the risk

[1,4,5].

For NHL, some studies have shown a negative associ-

ation provided by certain childhood viral infections (e.g.

measles and chicken pox) and certain childhood bacterial

infections (e.g. pertussis) [7,21]. Our study showed a pro-

tective effect only by measles; this result agrees with other

studies which reported that attenuated measles virus (MV)

has therapeutic potential as a replicating oncolysis virus

in models of non-Hodgkin lymphoma [22,23]. Moreover, a

recent study reported that in the presence of an intact immune

system, therapy with repleting MV stimulates a strong neu-

trophil anti-tumor response, which can be cytokine-enhanced

to improve oncolysis [24]. In addition, there is already a

study from 1981, which reported a regression of Hodgkin’s

disease after measles [25], while a recent study reported

a negative association between lymphoma and measles

[26].

For HL, our results agree with the hypothesis that certain

childhood infections may provide a protective effect with

subsequent immunostimulation on HL [20,27]. Indirect sup-

port for this hypothesis is further provided by studies which

show that having 1–2, or even 3 or more siblings, a surrogate

marker of earlier exposure to common childhood pathogens,

is inversely related to HL risk [28].

No change in relative risk was seen for age at onset of

childhood diseases among siblings either HL or NHL. Per-

haps, this may be due to the difficulty in establishing a specific

age-at-onset time-frame, as the age the children are intro-

duced to school varies, profoundly affecting disease trans-

mission.

Our findings are consistent with the oncogenesis (oncoge-

netic mechanism) of different lymphomas: both HL and the

most frequent NHL subtypes, i.e. follicular cell and diffuse

large B-cell lymphomas, derive from antigen-exposed B-cells

which undergo neoplastic transformation within the germinal

centers (GC) of lymph nodes or secondary lymphoid organs

[29]. In particular, the process of somatic hyper mutation

of immunoglobulin variable region genes, while generating

antibody diversity and increasing antigen affinity, creates a

‘permissive’ setting for lymphoma genesis-associated chro-

mosomal translocations and mutations to occur. Such process

is mediated by B-cells interaction with T-lymphocytes [29].
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Thus, B-cell lymphoma genesis is strictly dependent on bio-

logic features of both target B-lymphocytes and T-cell subsets

controlling their physiologic development. While HL arises

from preapoptotic ‘crippled’ B-cells, rescued by the trans-

forming event within the GC, most B-NHL derive from cells

undergone favorable (ongoing) mutations of immunoglobu-

lin genes [29,30]. In addition, while bystander T-cells have

been shown to favorably affect prognosis of B-NHL [31], sev-

eral evidences indicate that surrounding T-cells may promote

tumor cells survival in HL [30]. Therefore HL and NHL dis-

play consistent differences in terms of both transformation-

targeted cells and tumor cells interplay with normal T-cell

populations. Common childhood infections are associated

with the development of both humoral and long-lasting cell-

mediated immune responses, with virus-specific T-cells per-

sisting more than 11 years after exposure in the case of

measles [32]. Virus-specific B- and T-cells may then exert

a divergent role in lymphoma genesis, by creating a non-

permissive immune microenvironment for HL development

from ‘crippled’ B-cell progenitors while turning less efficient

in controlling the expansion of NHL B-cells undergone favor-

able immunoglobulin gene mutations.

Due to the limits of our study, notably the reliance on the

self-reported history of childhood infections and infectious

mononucleosis, our results should be viewed with caution. In

particular, the specific association of only measles with NHL

could be due entirely to chance, or it could be due to the lack

of statistical power to detect associations with other child-

hood infections. No clear reason emerges to expect higher

prevalence of childhood infections among controls. As spec-

ified in Ref. [13], controls were admitted to the hospital for

trauma (27%), for non-traumatic orthopaedic diseases (23%),

for acute surgical conditions (22%), for eye diseases (14%),

and for a variety of other illnesses (14%). All these condi-

tions are apparently weekly related to childhood infections

occurred several decades before. A recall bias for cases and

controls is also possible, but highly unlikely, as the possible

association between childhood diseases and lymphoma risk

was not of public domain, and all interviews were performed

in a similar hospital setting. Unfortunately, in Italy there are

few studies of prevalence for adults of all these childhood

infections. Furthermore the prevalence of childhood infec-

tions among our hospitalized controls is overlapping to Italian

prevalence [33].

5. Conclusions

Our findings provide additional support to the hypothesis

that infections by most common childhood pathogens may

protect against HL [4,34] or, at least, be correlated with some

other early exposure, which may lower the risk of HL in

adulthood. In addition, our study is one of the few study to

provide evidence that measles may provide a protective effect

against NHL [22,23,25,35], particularly follicular B-cell lym-

phomas, which is in line with studies reporting that patients

with low-grade B-cell NHL had more benefit from the induc-

tion of the tumor-specific anti-idiopathic immune response

[36]. Our results are still in agreement with other studies and

are consistent with the hypothesis of an immunogenic stim-

ulation provided by some childhood diseases [20,26].
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Centers for Disease Control and Prevention June 2018 

Epidemiology and Prevention of Vaccine-Preventable Diseases,13th Edition 
 

Vaccine Excipient & Media Summary 
Excipients Included in U.S. Vaccines, by Vaccine 

 
In addition to weakened or killed disease antigens (viruses or bacteria), vaccines contain very small amounts of other  
ingredients – excipients or media. 
 
Some excipients are added to a vaccine for a specific purpose. These include: 
Preservatives, to prevent contamination. For example, thimerosal. 
Adjuvants, to help stimulate a stronger immune response. For example, aluminum salts. 
Stabilizers, to keep the vaccine potent during transportation and storage. For example, sugars or gelatin. 
 
Others are residual trace amounts of materials that were used during the manufacturing process and removed. These include: 
Cell culture materials, used to grow the vaccine antigens. For example, egg protein, various culture media. 
Inactivating ingredients, used to kill viruses or inactivate toxins. For example, formaldehyde. 
Antibiotics, used to prevent contamination by bacteria. For example, neomycin. 
 
The following table lists all components, other than antigens, shown in the manufacturers’ package insert (PI) for each vaccine. 
Each of these PIs, which can be found on the FDA’s website (see below) contains a description of that vaccine’s manufacturing 
process, including the amount and purpose of each substance. In most PIs, this information is found in Section 11: “Description.” 

 

All information was extracted from manufacturers’ package inserts. 

If in doubt about whether a PI has been updated since this table was prepared, check the FDA’s website at: 

http://www.fda.gov/BiologicsBloodVaccines/Vaccines/ApprovedProducts/ucm093833.htm 
 

Vaccine Contains 

Adenovirus 

human-diploid fibroblast cell cultures (strain WI-38),  Dulbecco’s Modified Eagle’s Medium, 
fetal bovine serum, sodium bicarbonate, monosodium glutamate, sucrose, D-mannose, D-
fructose, dextrose, human serum albumin, potassium phosphate, plasdone C, anhydrous 
lactose, microcrystalline cellulose, polacrilin potassium, magnesium stearate, cellulose 
acetate phthalate, alcohol, acetone, castor oil, FD&C Yellow #6 aluminum lake dye 

Anthrax (Biothrax) 
amino acids, vitamins, inorganic salts, sugars, aluminum hydroxide, sodium chloride, 
benzethonium chloride,  formaldehyde 

BCG (Tice) 
glycerin, asparagine, citric acid, potassium phosphate, magnesium sulfate, iron ammonium 
citrate, lactose 

Cholera (Vaxchora) 
casamino acids, yeast extract, mineral salts, anti-foaming agent, ascorbic acid, hydrolyzed 
casein, sodium chloride, sucrose, dried lactose, sodium bicarbonate, sodium carbonate  

DT (Sanofi) 
aluminum phosphate,  isotonic sodium chloride, formaldehyde, casein, cystine, maltose, 
uracil, inorganic salts, vitamins, dextrose 

DTaP (Daptacel) 

aluminum phosphate, formaldehyde, glutaraldehyde, 2-phenoxyethanol,  Stainer-Scholte 
medium,  casamino acids, dimethyl-beta-cyclodextrin, Mueller’s growth medium, 
ammonium sulfate, modified Mueller-Miller casamino acid medium without beef heart 
infusion  

DTaP (Infanrix) 
Fenton medium containing a bovine extract, modified Latham medium derived from bovine 
casein, formaldehyde, modified Stainer-Scholte liquid medium, glutaraldehyde, aluminum 
hydroxide, sodium chloride, polysorbate 80 (Tween 80)  

DTaP-IPV (Kinrix) 

Fenton medium containing a bovine extract, modified Latham medium derived from bovine 
casein, formaldehyde, modified Stainer-Scholte liquid medium, glutaraldehyde, aluminum 
hydroxide, VERO cells, a continuous line of monkey kidney cells, Calf serum, lactalbumin 
hydrolysate,  sodium chloride, polysorbate 80 (Tween 80), neomycin sulfate, polymyxin B  

DTaP-IPV (Quadracel) 

modified Mueller’s growth medium, ammonium sulfate,  modified Mueller-Miller casamino 
acid medium without beef heart infusion, formaldehyde, aluminum phosphate, Stainer-
Scholte medium, casamino acids,  dimethyl-beta-cyclodextrin, MRC-5 cells, normal human 
diploid cells, CMRL 1969 medium supplemented with calf serum, Medium 199 without calf 
serum, 2-phenoxyethanol, polysorbate 80, glutaraldehyde, neomycin,  polymyxin B sulfate  
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Vaccine Contains 

DTaP-HepB-IPV (Pediarix) 

Fenton medium containing a bovine extract, modified Latham medium derived from bovine 
casein, formaldehyde, glutaraldehyde, modified Stainer-Scholte liquid medium, VERO cells, 
a continuous line of monkey kidney cells, calf serum and lactalbumin hydrolysate,  
aluminum hydroxide, aluminum phosphate,  aluminum salts, sodium chloride, polysorbate 80 
(Tween 80), neomycin sulfate, polymyxin B, yeast protein.  

DTaP-IPV/Hib (Pentacel) 

aluminum phosphate, polysorbate 80, sucrose, formaldehyde, glutaraldehyde, bovine serum 
albumin, 2-phenoxyethanol, neomycin,  polymyxin B sulfate, modified Mueller’s growth 
medium, ammonium sulfate, modified Mueller-Miller casamino acid medium without beef 
heart infusion, Stainer-Scholte medium, casamino acids, dimethyl-beta-cyclodextrin. MRC-5 
cells (a line of normal human diploid cells), CMRL 1969 medium supplemented with calf 
serum, Medium 199 without calf serum, modified Mueller and Miller medium  

Hib (ActHIB) 
sodium chloride, modified Mueller and Miller medium (the culture medium contains milk-
derived raw materials [casein derivatives]),  formaldehyde, sucrose 

Hib (Hiberix) saline, synthetic medium, formaldehyde, sodium chloride, lactose 

Hib (PedvaxHIB) 
complex fermentation media, amorphous aluminum hydroxyphosphate sulfate, sodium 
chloride 

Hep A (Havrix) 
MRC-5 human diploid cells, formalin, aluminum hydroxide,  amino acid supplement, 
phosphate-buffered saline solution, polysorbate 20,  neomycin sulfate, aminoglycoside 
antibiotic 

Hep A (Vaqta) 
MRC-5 diploid fibroblasts, amorphous aluminum hydroxyphosphate sulfate, non-viral 
protein, DNA, bovine albumin, formaldehyde, neomycin, sodium borate,  sodium chloride 

Hep B (Engerix-B) 
aluminum hydroxide, yeast protein, sodium chloride,  disodium phosphate dihydrate, sodium 
dihydrogen phosphate dihydrate 

Hep B (Recombivax) 
soy peptone, dextrose, amino acids, mineral salts, phosphate buffer, formaldehyde,  
potassium aluminum sulfate, amorphous aluminum hydroxyphosphate sulfate, yeast protein 

Hep B (Heplisav-B) 
vitamins and mineral salts, yeast protein, yeast DNA, deoxycholate, phosphorothioate linked 
oligodeoxynucleotide, phosphate buffered saline, sodium phosphate, dibasic dodecahydrate, 
monobasic dehydrate, polysorbate 80 

Hep A/Hep B (Twinrix) 
MRC-5 human diploid cells, formalin, aluminum phosphate,  aluminum hydroxide,  amino 
acids, sodium chloride, phosphate buffer, polysorbate 20, neomycin sulfate, yeast protein  

Human Papillomavirus 
(HPV) (Gardasil 9) 

vitamins, amino acids, mineral salts, carbohydrates, amorphous aluminum hydroxyphosphate 
sulfate, sodium chloride, L-histidine, polysorbate 80, sodium borate, yeast protein 

Influenza (Afluria) 
Trivalent & Quadrivalent 

sodium chloride, monobasic sodium phosphate, dibasic sodium phosphate, monobasic 
potassium phosphate, potassium chloride, calcium chloride, sodium taurodeoxycholate, 
ovalbumin, sucrose, neomycin sulfate, polymyxin B, beta-propiolactone, thimerosal (multi-
dose vials)  

Influenza (Fluad) 
squalene, polysorbate 80, sorbitan trioleate, sodium citrate dehydrate, citric acid 
monohydrate, neomycin, kanamycin, barium,  egg proteins, cetyltrimethylammonium 
bromide (CTAB), formaldehyde 

Influenza (Fluarix)  
Trivalent & Quadrivalent 

octoxynol-10 (TRITON X-100), α-tocopheryl hydrogen succinate, polysorbate 80 (Tween 
80), hydrocortisone, gentamicin sulfate, ovalbumin, formaldehyde, sodium deoxycholate, 
sodium phosphate-buffered isotonic sodium chloride 

Influenza (Flublok) 
Trivalent & Quadrivalent 

sodium chloride, monobasic sodium phosphate, dibasic sodium phosphate, polysorbate 20 
(Tween 20),  baculovirus and Spodoptera frugiperda cell proteins, baculovirus and cellular 
DNA, Triton X-100, lipids, vitamins, amino acids, mineral salts 

Influenza (Flucelvax) 
Trivalent & Quadrivalent 

Madin Darby Canine Kidney (MDCK) cell protein, protein other than HA, MDCK cell DNA, 
polysorbate 80, cetyltrimethlyammonium bromide, and β-propiolactone  

Influenza (Flulaval) 
Trivalent & Quadrivalent 

ovalbumin, formaldehyde, sodium deoxycholate, α-tocopheryl hydrogen succinate, 
polysorbate 80, thimerosal (multi-dose vials) 

Influenza (Fluvirin) ovalbumin, polymyxin, neomycin, betapropiolactone, nonylphenol ethoxylate, thimerosal  
Influenza (Fluzone) 
Quadrivalent 

formaldehyde, egg protein, octylphenol ethoxylate (Triton X-100), sodium phosphate-
buffered isotonic sodium chloride solution, thimerosal (multi-dose vials), sucrose 
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Vaccine Contains 
Influenza (Fluzone) 
High Dose 

egg protein, octylphenol ethoxylate (Triton X-100), sodium phosphate-buffered isotonic 
sodium chloride solution, formaldehyde, sucrose 

Influenza (Fluzone) 
Intradermal 

formaldehyde, egg protein, octylphenol ethoxylate (Triton X-100), sodium phosphate-
buffered isotonic sodium chloride solution, sucrose 

Influenza (FluMist) 
Quadrivalent 

monosodium glutamate, hydrolyzed porcine gelatin, arginine, sucrose, dibasic potassium 
phosphate, monobasic potassium phosphate, ovalbumin, gentamicin sulfate, 
ethylenediaminetetraacetic acid (EDTA) 

Japanese Encephalitis 
(Ixiaro) 

aluminum hydroxide, protamine sulfate, formaldehyde,  bovine serum albumin, host cell 
DNA, sodium metabisulphite, host cell protein 

Meningococcal   
(MenACWY-Menactra) 

Watson Scherp media containing casamino acid, modified culture medium containing 
hydrolyzed casein, ammonium sulfate, sodium phosphate, formaldehyde, sodium chloride  

Meningococcal  
(MenACWY-Menveo) 

formaldehyde, amino acids, yeast extract, Franz complete medium, CY medium 

Meningococcal  
(MenB – Bexsero) 

aluminum hydroxide, E. coli, histidine, sucrose, deoxycholate, kanamycin 

Meningococcal  
(MenB – Trumenba) 

defined fermentation growth media,  polysorbate 80,  aluminum phosphate, histidine buffered 
saline 

MMR (MMR-II) 
chick embryo cell culture, WI-38 human diploid lung fibroblasts, vitamins, amino acids, fetal 
bovine serum, sucrose, glutamate, recombinant human albumin, neomycin, sorbitol, 
hydrolyzed gelatin, sodium phosphate, sodium chloride 

MMRV (ProQuad) 
(Frozen) 

chick embryo cell culture, WI-38 human diploid lung fibroblasts, MRC-5 cells, sucrose, 
hydrolyzed gelatin, sodium chloride, sorbitol, monosodium L-glutamate, sodium phosphate 
dibasic, human albumin, sodium bicarbonate, potassium phosphate monobasic, potassium 
chloride; potassium phosphate dibasic, neomycin, bovine calf serum  

MMRV (ProQuad) 
(Refrigerator Stable) 

chick embryo cell culture, WI-38 human diploid lung fibroblasts, MRC-5 cells, sucrose, 
hydrolyzed gelatin, urea, sodium chloride, sorbitol, monosodium L-glutamate, sodium 
phosphate, recombinant human albumin, sodium bicarbonate, potassium phosphate, 
potassium chloride,  neomycin, bovine serum albumin  

Pneumococcal  
(PCV13 – Prevnar 13) 

soy peptone broth, casamino acids and yeast extract-based medium, CRM197 carrier protein, 
polysorbate 80, succinate buffer, aluminum phosphate 

Pneumococcal  
(PPSV-23 – Pneumovax) 

phenol  

Polio (IPV – Ipol) 
Eagle MEM modified medium, calf bovine serum,  M-199 without calf bovine serum, vero 
cells (a continuous line of monkey kidney cells), phenoxyethanol, formaldehyde, neomycin, 
streptomycin, polymyxin B 

Rabies (Imovax) 
human albumin, neomycin sulfate, phenol red indicator, MRC-5 human diploid cells, beta-
propriolactone 

Rabies (RabAvert) 
chicken fibroblasts, β-propiolactone, polygeline (processed bovine gelatin), human serum 
albumin, bovine serum, potassium glutamate, sodium EDTA, ovalbumin, neomycin, 
chlortetracycline, amphotericin B 

Rotavirus (RotaTeq) 

sucrose, sodium citrate, sodium phosphate monobasic monohydrate, sodium hydroxide, 
polysorbate 80, cell culture media, fetal bovine serum, vero cells [DNA from porcine 

circoviruses (PCV) 1 and 2 has been detected in RotaTeq. PCV-1 and PCV-2 are not known 

to cause disease in humans.]  

Rotavirus (Rotarix) 

Vero cells, dextran, Dulbecco’s Modified Eagle Medium (sodium chloride, potassium 
chloride, magnesium sulfate, ferric (III) nitrate, sodium phosphate, sodium pyruvate, D-
glucose, concentrated vitamin solution, L-cystine, L-tyrosine, amino acids solution, L-
glutamine, calcium chloride, sodium hydrogenocarbonate, and phenol red), sorbitol, sucrose, 
calcium carbonate, sterile water, xanthan  [Porcine circovirus type 1 (PCV-1) is present in 

Rotarix. PCV-1 is not known to cause disease in humans.] 

Smallpox (Vaccinia) 
(ACAM2000) 

African Green Monkey kidney (Vero) cells, HEPES, 2% human serum albumin, 0.7% 
sodium chloride USP, 5% Mannitol USP, neomycin, polymyxin B, 50% Glycerin USP, 
0.25% phenol USP 
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Vaccine Contains 

Td (Tenivac) 
aluminum phosphate, formaldehyde, modified Mueller-Miller casamino acid medium 
without beef heart infusion, ammonium sulfate, sodium chloride, water 

Td (Mass Biologics) 
aluminum phosphate, formaldehyde, thimerosal, modified Mueller's media which contains 
bovine extracts, ammonium sulfate  

Tdap (Adacel) 
aluminum phosphate, formaldehyde, 2-phenoxyethanol, Stainer-Scholte medium, casamino 
acids, dimethyl-beta-cyclodextrin, glutaraldehyde, modified Mueller-Miller casamino acid 
medium without beef heart infusion, ammonium sulfate, modified Mueller’s growth medium  

Tdap (Boostrix) 
modified Latham medium derived from bovine casein, Fenton medium containing a bovine 
extract, formaldehyde, modified Stainer-Scholte liquid medium, glutaraldehyde, aluminum 
hydroxide, sodium chloride, polysorbate 80 

Typhoid (Typhim Vi) 
hexadecyltrimethylammonium bromide, formaldehyde, phenol, polydimethylsiloxane, 
disodium phosphate, monosodium phosphate, semi-synthetic medium, sodium chloride 

Typhoid (Vivotif Ty21a)  
yeast extract, casein, dextrose, galactose, sucrose, ascorbic acid, amino acids, lactose, 
magnesium stearate. gelatin 

Varicella (Varivax) 
Frozen 

MRC-5 human diploid cells, including DNA & protein, sucrose, hydrolyzed gelatin, sodium 
chloride, monosodium L-glutamate, sodium phosphate dibasic, sodium phosphate 
monobasic, potassium phosphate monobasic, potassium chloride, EDTA, neomycin, fetal 
bovine serum 

Varicella (Varivax) 
Refrigerator Stable 

MRC-5 human diploid cells, including DNA & protein, sucrose, hydrolyzed gelatin, sodium 
chloride, monosodium L-glutamate, urea, sodium phosphate dibasic, potassium phosphate 
monobasic, potassium chloride, neomycin, bovine calf serum 

Yellow Fever (YF-Vax) sorbitol, gelatin, sodium chloride, egg protein 

Zoster (Shingles) 
(Zostavax) Frozen 

MRC-5 human diploid cells, including DNA & protein, sucrose, hydrolyzed porcine gelatin, 
sodium chloride, monosodium L-glutamate, sodium phosphate dibasic, potassium phosphate 
monobasic, potassium chloride; neomycin, bovine calf serum 

Zoster (Shingles) 
(Zostavax) 
Refrigerator Stable 

MRC-5 human diploid cells, including DNA & protein, sucrose, hydrolyzed porcine gelatin, 
urea, sodium chloride, monosodium L-glutamate, sodium phosphate dibasic, potassium 
phosphate monobasic, potassium chloride, neomycin, bovine calf serum  

Zoster (Shingles) 
(Shingrix) 

sucrose, sodium chloride, dioleoyl phosphatidylcholine (DOPC), potassium dihydrogen 
phosphate, cholesterol, sodium dihydrogen phosphate dihydrate, disodium phosphate 
anhydrous, dipotassium phosphate, polysorbate 80 

 
A table listing vaccine excipients and media by excipient can be found in: 

 
Grabenstein JD. ImmunoFacts: Vaccines and Immunologic Drugs – 2013 

(38th revision). St Louis, MO: Wolters Kluwer Health, 2012. 
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MRC-5 (ATCC  CCL-171 ) 
Organism: Homo sapiens, human  /  Cell Type: fibroblast  /  Tissue: lung  /  Disease: Normal

Karyotype Chromosome Frequency Distribution 50 Cells: 2n = 46. This is a 
normal diploid human cell line with 46,XY karyotype. The modal 
chromosome number was 46, occurring in 70% of cells. The rate 
of polyploidy was 3.6%. Both X and Y chromosomes were 
normal. Note: Cytogenetic information is based on initial seed 
stock at ATCC. Cytogenetic instability has been reported in the 
literature for some cell lines. 

Images 

Derivation The MRC-5 cell line was derived from normal lung tissue of a 14-
week-old male fetus by J.P. Jacobs in September of 1966.

Clinical Data Caucasian
male
14 weeks gestation 

Virus Susceptibility Human poliovirus 1 
Herpes simplex virus 
Vesicular stomatitis, Glasgow (Indiana) 
Vesicular stomatitis, Orsay (Indiana) 

Comments The cells are capable of 42 to 46 population doublings before the 
onset of senescence.

® ™

GENERAL INFORMATION CHARACTERISTICS CULTURE METHOD SPECIFICATIONS HISTORY DOCUMENTATION 

MRC-5 ATCC ® CCL-171™ Homo sapiens lung Normal Page 1 of 1

https://www.atcc.org/products/all/CCL-171.aspx?&p=1&rel=characteristics 8/23/2019
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WI-38 (ATCC  CCL-75 ) 
Organism: Homo sapiens, human  /  Cell Type: fibroblast  /  Tissue: lung  /  Disease: normal

Karyotype normal diploid 

Images 

Derivation The WI-38 human diploid cell line was derived by Leonard 
Hayflick from normal embryonic (3 months gestation) lung tissue.

Clinical Data 3 months gestation fetus
Caucasian
female

Virus Susceptibility Vesicular stomatitis, Glasgow (Indiana) 
Herpes simplex virus 
Pseudorabies virus 
Human poliovirus 1 

Comments WI-38 cells have a finite lifetime of 50 plus or minus 10 population 
doublings with a doubling time of 24 hours.
This line was the first human diploid cell line to be used in human 
vaccine preparation.

The 8th passage ampule from which this freeze was derived was 
found to contain a bacterial contaminant (a micrococcus). The cell 
line was subsequently cured by several passages in the presence 
of antibiotics.

Growth of the cells is enhanced by addition of tumor necrosis 
factor alpha (TNF alpha) to the medium.

This cell line is negative for reverse transcriptase.

® ™

GENERAL INFORMATION CHARACTERISTICS CULTURE METHOD SPECIFICATIONS HISTORY DOCUMENTATION 

WI-38 ATCC ® CCL-75™ Homo sapiens lung normal Page 1 of 1

https://www.atcc.org/products/all/CCL-75.aspx?&p=1&rel=characteristics 8/23/2019
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A Brief History of Human
Diploid Cell Strains

Rene Leiva, M.D.

The Pontifical Academy for Life published a response about the moral legiti-

macy of immunizing children with vaccines manufactured using cell strains derived

from aborted human fetuses. In order to fully appreciate the level of cooperation

involved among different agents, it is important to review the history of the develop-

ment of these cell strains:  “The need to articulate a moral reflection on the matter in

question arises mainly from the connection which exists between the vaccines men-

tioned above and the procured abortions from which biological material necessary

for their preparation was obtained.” 1

Human diploid cell strains (HDCSs) are batches of cells that are currently used

for different purposes, including culturing viruses for the manufacturing of vaccines.

HDCS-derived human vaccines have been licensed worldwide for polio IVP and

OVP, rabies, rubella, measles, varicella-zoster, mumps, and hepatitis A. Current vac-

cines contain extremely small traces of the original fetal DNA, while the cell strains

contain the complete fetal chromosomal set. The choice of HDCS was made among

several based on their susceptibility to many human viruses, their good characteriza-

tion, the enormous number of cells obtained from one original culture, their long

1 Pontifical Academy for Life, “Moral Reflections on Vaccines Prepared from Cells

Derived from Aborted Human Fetuses” (June 5, 2005), http://www.academiavita.org/

template.jsp?sez=Documenti&pag=testo/vacc/vacc&lang=English; reprinted in this issue

of the Quarterly on pp. 541–549.
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storage potential, the low cost of cell procurement, an excellent record of safety, and

the very low risk of latent virus on the cells themselves.2

Even though there are many cell strains in use in research, the most well known

are WI-38 and MRC-5. These two cell strains come from two deliberately aborted

fetuses. But as the evidence shows, there were more abortions involved to achieve

the technical expertise needed for development of these cell strains. In addition,

other cell strains have been developed for vaccine manufacturing and other pur-

poses. Because of its relevance to this discussion, I will also review the history of the

virus strain RA 27/3, as it is the source of the only rubella vaccine available in North

America and in fact, most of the world. Finally, as my intention is to capture the real

meaning of the evidence, I will quote from the actual sources and personal communi-

cations to try to respect the original meaning.

Human Diploid Cell Strains

The Wistar Institute is a scientific institute located on the campus of the Uni-

versity of Pennsylvania in Philadelphia, specializing in the fields of immunology and

cell biology. Working for the Institute in 1961, Dr. Leonard Hayflick first published a

paper describing twenty-five HDCS: WI-1 through WI-25 (Wistar Institute fetal

samples nos. 1–25). These cell strains were derived from the lung, skin, muscle,

kidney, heart, thyroid, thymus and liver of nineteen separate, electively-aborted fe-

tuses. The purpose of choosing different organs was to test difference in tissue

characteristics. His research included also testing these cell strains’ susceptibility for

different viruses. He stated in this paper that

the isolation and characterization of HDCS from fetal tissue make this type of

cell available as a substrate for the production of live virus vaccines. Other

than the economical advantages, such strains … make the consideration of

their use in the production of human virus vaccine a distinct possibility.3

Abortion was illegal in the United States at that time, so fetal tissue was pro-

vided by Dr. Sven Gard of the Karolinska Institute Medical School in Stockholm,

Sweden.4  Dr. Erling Norrby, who later served as chairman of the department of

virology and dean of the medical faculty at the Karolinska Institute, was a graduate

student there during this period. He dissected many of the aborted fetuses:

My predecessor as professor of virology at the Karolinska Institute in

Stockholm, Sven Gard, spent a sabbatical year at the Wistar Institute in 1959,

2 M. A. Fletcher, L. Hessel, and S. A. Plotkin, “Human Diploid Cell Strains (HDCS)

Viral Vaccines,” Developments in Biological Standardization 93 (1998): 97–107;

L. Hayflick, “History of Cell Substrates Used for Human Biologicals,” Developments in

Biological Standardization 70 (1989): 11–26.

3 L. Hayflick and P. S. Moorhead, “The Serial Cultivation of Human Diploid Cell

Strains,” Experimental Cell Research 25.3 (December 1961): 618.

4 E. Norrby, “Listen to the Music: The Life of Hilary Koprowski (review),” Perspec-

tives in Biology and Medicine 44.2 (Spring 2001): 304; Fletcher, Hessel, and Plotkin,

“Human Diploid Cell Strains,” 97–98.
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two years after the institution had been taken over by the dynamic Koprowski.

One of my duties as a young student in the laboratory in Stockholm was to

dissect human fetuses from legal abortions and send organs to the Wistar In-

stitute. Such material was the source of many important studies of cell lines at

the Institute, such as Leonard Hayflick’s study of WI-38 cells.5

Hayflick and his collaborators (including Anthony Girardi from the Merck Institute

for Therapeutic Research) started working with these cell strains to develop viral

vaccines: a poliovirus vaccine was developed in the WI-1 cell strain in 1962. By this

time, fifty HDCSs had been made. Finally, after these improvements in the tech-

nique, Hayflick published his reports of the development of WI-38.6  WI-38 was

obtained from a three-month-old female fetus:

This fetus was chosen by Dr. Sven Gard, specifically for this purpose.  Both

parents are known, and unfortunately for the story, they are married to each

other, still alive and well, and living in Stockholm, presumably. The abortion

was done because they felt they had too many children. There were no familial

diseases in the history of either parent, and no history of cancer specifically in

the families.7

This report also mentions two additional cell strains: WI-26 from a male fetus (lung)

and WI-44 from a female fetus (lung). Both fetuses were about three-months’ gesta-

tion as well.8

An article co-authored by Gard and colleagues at the Wistar Institute stated, in

reference to Hayflick’s cell strains, that

a human diploid cell strain derived from a fetal lung tissue was employed in-

stead of monkey-kidney cells for the preparation of the attenuated poliovirus

vaccine utilized in our study. The cell strain, cultivated especially for the pro-

duction of virus vaccines, retains relatively constant morphology and chromo-

somal characteristics … and it is believed to be free of all known adventitious

agents. The expectation  is that cells originating from a single fragment of

tissue, passages of which are stored and cultivated at will, could be used in

place of monkey cells … to make large quantities of vaccine.9

On an interesting note, Hayflick was concerned about the continued capture of

wild monkeys and their existence as species and saw HDCS as a solution to this

5 Norrby, “Listen to the Music,” 304.

6 L. Hayflick, “The Limited In Vitro Lifetime of Human Diploid Cell Strains,” Ex-

perimental Cell Research 37 (March 1965): 614–636; L. Hayflick et al., “Preparation of

Poliovirus Vaccines in a Human Fetal Diploid Cell Strain,” American Journal of Hygiene

75 (March 1962): 240–258.

7 “Gamma Globulin Prophylaxis; Inactivated Rubella Virus; Production and Biologics

Control of Live Attenuated Rubella Virus Vaccines” [no author given], American Journal

of Diseases of Children 118.2 (August 1969): 377–278.

8 Hayflick et al., “Preparation of Poliovirus Vaccines,” 240, 244, 254.

9 J. S. Pagano et al., “The Response and the Lack of Spread in Swedish School Chil-

dren Given an Attenuated Poliovirus Vaccine Prepared in a Human Diploid Cell Strain,”

American Journal of Hygiene 79 (January 1964): 74–75.
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problem. A previous ethical version of these vaccines was developed from the kidney

cells of the African green monkeys, an endangered species.10  Also, Hayflick himself

became a vaccine developer for a polio vaccine and fought and won the legal right to

hold a patent and profit from WI-38.11  Finally, Hayflick was one of the co-signers of

a letter sent to President Bush in 2001 to support the destruction of human embryos

that occurs in embryonic stem cell research:

For the past thirty-five years many of the common human virus vaccines—

such as measles, rubella, hepatitis A, rabies and poliovirus—have been pro-

duced in cells derived from a human fetus to the benefit of tens of millions of

Americans. Thus precedent has been established for the use of fetal tissue that

would otherwise be discarded. 12

He is on the scientific advisory board of Advanced Cell Technology, the private

company that claimed to have cloned the first human embryo in 2002.

Dr. J. P. Jacobs published the development of the cell strain MRC-5 (Medical

Research Council strain no. 5) in 1970. He replicated Hayflick’s work with the

purpose of creating cells strains for the production of vaccines:

The stability and integrity of the human foetal cell strain WI-38 … explain the

value of such material for the isolation of viruses and in the development of

vaccines. We have developed another strain of cells, also derived from fetal

lung tissue, taken from a fourteen-week male fetus removed for psychiatric

reasons from a twenty-seven-year-old woman with a genetically normal fam-

ily history and no sign of neoplastic disease both at abortion and for at least

three years afterwards.13

There is the possibility that there may have been previous abortions performed to

create MRC-5. In fact, Jacobs reported creating a second cell strain, MRC-9, by the

use of a different aborted fetus:

the cells were derived from the lungs of a female fetus in 1974, whose gesta-

tional age was about fifteen weeks. The fetus was of normal development and

was delivered of a fourteen-year-old mother whose pregnancy was terminated

by therapeutic abortion because she was unmarried. The medical history of the

mother and her family indicated nothing abnormal according to information

given by the gynecologist who performed the operation. The lungs were dis-

sected from the fetus immediately following the abortion…14

10 L. Hayflick, “The Choice of the Cell Substrate for Human Virus Vaccine Produc-

tion,” Laboratory Practice 19.1 (January 1970): 59.

11 L. Hayflick,  “History of Cell Substrates Used for Human Biologicals,” Develop-

ments in Biological Standardization 70 (1989): 15.

12 K. J. Arrow et al., “Nobel Laureates’ Letter to President Bush,” Washington Post,

February 22, 2001, A02.

13 J. P. Jacobs, C. M. Jones, and J. P. Baille,  “Characteristics of a Human Diploid

Cell Designated MRC-5,” Nature 227.5254 (July 11, 1970): 168.

14 J. P. Jacobs, A. J. Garrett, and R. Merton, “Characteristics of a Serially Propagated

Human Diploid Cell Designated MRC-9,” Journal of Biological Standardization 7.2 (April

1979): 114.
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Newer HDCSs continued to be made as back-ups for the current cell strains.

Among the most common ones are IMR-90, cell strain 293, and PER C6.15  In short,

IMR-90 was established from a sixteen-week-old human fetus on July 7, 1975, from

a therapeutic abortion performed on a thirty-eight-year-old white mother of six.16

Cell strain 293 was made from human embryonic kidney cells from an aborted fetus

in 1972, and cell strain PER C6 from human embryonic retina cells from an abortion

in 1985. The main researcher was Dr. A. J. van der Eb at Leiden University in

Holland. Van der Eb dissected the fetuses himself, which were healthy. PER C6

came from an eighteen-week-old aborted fetus because  “the woman wanted to get

rid of the fetus and the father was unknown.” Van der Eb stated that “PER C6 was

made just for the pharmaceutical manufacturing of adenovirus vectors.”  He also

added, “I realize that this sounds a bit commercial, but PER C6 was made for that

particular purpose.” Cell strain 293 was made for  “basic research.”17  At least fifty

companies have licensed PER C6, including Merck, the sole manufacturer of the

only rubella vaccine available in North America.18

The Origin of RubellaVirus RA 27/3

Currently, the virus strain (RA 27/3) found in the rubella vaccine most com-

monly used around the world was developed by Dr. Stanley Plotkin and colleagues

at the Wistar Institute.19  The RA 27/3 (rubella abortus, twenty-seventh fetus, third

tissue extract) virus strain was obtained from a female human fetus in a series of

twenty-seven abortions in the United States: “Explant cultures were made of the

dissected organs of a particular fetus aborted because of rubella, the twenty-seventh

in our series of fetuses aborted during the 1964 epidemic.”20  “This fetus was from a

twenty-five-year-old mother exposed to rubella eight weeks after her last menstrual

period…. The fetus was surgically aborted seventeen days after maternal illness and

dissected immediately… It was then grown on WI-38.” 21

15 W. W. Nichols et al., “Characterization of a New Human Diploid Cell Strain, IMR-

90,” Science 196.4285 (April 1, 1977): 60; FDA Vaccines and Related Biological Products

Advisory Committee, transcript of meeting May 16, 2001, “Session on Designer Cell Sub-

strate,” http://www.fda.gov/ohrms/dockets/ac/01/transcripts /3750t1_01.pdf.

16 Nichols et al., “Characterization of a New Human Diploid Cell Strain,” 60.

17 Alex J. van der Eb, in “Session on Designer Cell Substrates,” FDA meeting tran-

script, May 16, 2001.

18 L. Xie et al., “Large-Scale Propagation of a Replication-Defective Adenovirus Vec-

tor in Stirred-Tank Bioreactor PER.C6 Cell Culture under Sparging Conditions,” Biotech-

nology and  Bioengineering 83.1 (July 5, 2003): 45.

19 S. A. Plotkin,  D. Cornfeld, and T.H. Ingalls, “Studies of Immunization with Living

Rubella Virus: Trials in Children with a Strain Cultured from an Aborted Fetus,” American

Journal of Diseases of Children 110.4 (October 1965): 381–382.

20 S. A. Plotkin et al., “Attentuation of RA 27-3 Rubella Virus in WI-38 Human Dip-

loid Cells,”American Journal of Disabilities of Children 118.2 (August 1969): 178.

21 Plotkin, Cornfeld, and Ingalls, “Studies of Immunization with Living Rubella Vi-

rus,” 381–382.
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The new vaccine was tested on children at a Roman Catholic orphanage in

Philadelphia. It is documented that there were other effective virus strains already

made at that time which had been obtained from other non-abortion-related meth-

ods.22  Nevertheless, the researchers seem to have chosen RA 27/3 because of its

lack of contaminants, immunogenicity, low side effects, and enormous cell growth.

Also, RA 27/3 was further cultured with the cell strain WI-38.

Additionally, six months after publishing this research, Plotkin and colleagues

published an article documenting forty, not twenty-seven, abortions:

Out of the forty rubella fetuses cultured, cell strains were derived from thirty-

four; in most cases they originated from pieces of skin and muscle obtained at

curettage … rubella virus was isolated from the supernatant culture medium

of cell strains derived from eighteen fetuses; sixteen fetuses yielded cell strains

which were rubella negative.23

The RA 27 fetus was not the first fetus in the series to be positive for rubella virus. It

is not clear why they continued with the series.

Later, Drs. J. Hoskins and Plotkin tested the action of the RA 27/3 virus on

different systems of human embryonic cell cultures. Additional cell strains were

made from more fetuses originating in both elective abortions (twenty-one) and

miscarriages (seven):24

Two groups of human fetuses, eight to twenty  weeks, were used for the initia-

tion of diploid cell strains. The first group consisted of normal embryos ob-

tained by hysterotomy and flown from Scandinavia.… The second group rep-

resented spontaneous abortions obtained from the gynecologic service of the

Philadelphia General Hospital.25

From the records, it also seems that both sources of cell strains yielded similar

efficacy:

Cell strains derived from twenty-nine fetuses were examined. Twenty one of

these originated from surgical abortions, while seven came from spontane-

ously aborted fetuses. One cell strain was of uncertain origin. At the start of

these studies, most importance was attached to HDCS derived from the surgi-

cally aborted fetuses since these could be presumed to be normal. In fact, no

differences in any of the parameters studied could be found between the two

groups of fetuses, and no distinction will henceforth be made between them.26

22 F. T. Perkins, “Licensed Vaccines,” Reviews of Infectious Diseases 7 (March–April

1985), Suppl 1: S73–S76.

23 T. H. Chang et al., “Chromosome Studies of Human Cells Infected in Utero and In

Vitro with Rubella Virus,” Proceedings of the Society for Experimental Biology and Medi-

cine 122.1 (May 1966): 237–238.

24 J. M. Hoskins and S. A. Plotkin, “Behaviour of Rubella Virus in Human Diploid Cell

Strains. I. Growth of Virus,” Archiv fur die Gesamte Virusforschung 21.3 (1967): 285; J.

M. Hoskins and S. A. Plotkin, “Behaviour of Rubella Virus in Human Diploid Cell Strains. II.

Studies of Infected Cells,” Archiv fur die Gesamte Virusforschung 21.3 (1967): 297.

25 Hoskins and Plotkin, “Behaviour of Rubella Virus I,” 285.

26 Hoskins and Plotkin, “Behaviour of Rubella Virus II,” 297.
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(Please note the arithmetic error, as twenty-one and seven do not add up to twenty-

nine fetuses. It could have been one more aborted fetus or one extra miscarriage).

Plotkin later developed experimental polio, varicella, and cytomegalovius vac-

cines. He is now employed at Sanofi Pasteur, a vaccine manufacturer. He believes

that his rubella vaccine has helped to prevent many abortions: “‘I have no doubt that

rubella vaccination has prevented thousands and thousands of abortions,’” he said.

‘From strictly an arithmetical assessment, the good done by the vaccine—if you are

opposed to abortion—is infinitely greater than any possible harm.’”27

The Manufacturers

At this point, it is important to mention that pharmaceutical companies in both

Europe and North America quickly became involved in the use of HDCSs.28  The

World Health Organization in joint effort with the Wistar Institute funded meetings

and training sessions with individuals interested in learning about HDCSs during the

1960s.29

Given the fact that the research was public knowledge, it is impossible that the

companies were unaware of the ethical predicament. To the researchers’ credit, they

never hid the real source of the cells, as the titles of their articles confirm.30  As stated

in the written evidence, at least one collaborator in the research was working for a

pharmaceutical company at the time the research was being done. Besides, the mini-

mum requirements of safety standards dictate that a manufacturing pharmaceutical

company know in detail the source of its raw material.  The question has been posed

whether this is like benefiting from the use of an organ from an executed persons or

from unethical Nazi research.31

The Abortions

As I am also preparing an article for a Canadian medical journal on immuniza-

tion, refusal, safety, and informed consent but not necessarily on the moral point of

view, I needed to be able to assess the vaccines’ track of safety. In order to do this, it

was necessary to trace back to the original abortions to ensure that there were no

foreign dangerous contaminants. I thus emailed Dr. Norrby about this problem. Dr.

Norrby stated that the cell strains were safe, since the tissue was collected in a very

sterile manner:

When we collected the organs this was done immediately after the legal abor-

tion. We were on duty to immediately perform the sampling and to arrange for

27 D. Brown, “Rubella Virus Eliminated in the United States,” Washington Post,

March 21, 2005, A07.

28 Fletcher, Hessel, and Plotkin, “Human Diploid Cell Strains,” 97–98.

29 Hayflick, “History of Cell Substrates,” 15.

30 Plotkin, Cornfield, and Ingalls, “Studies of Immunization with Living Rubella Virus,”

381–382.

31 R. K. Zimmerman, “Ethical Analyses of Vaccines Grown in Human Cell Strains De-

rived from Abortion: Arguments and Internet Search,” Vaccine 22.31–32 (October 22,

2004): 4238–4244.
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an as rapid transport as possible over the Atlantic Ocean. The fetal material

arrived by car from the nearby hospital to our laboratory enwrapped in a green

surgical cloth. Maximal sterility was critical to allow an outgrowth of fetal

cells without any contamination after the transport under cold conditions to

the Wistar Institute.32

Whether there was any coercion in the abortions in order to procure these cell strains

is unknown. We will also probably never know whether the mothers were actually

aware that their abortions may have been used for the creation of cell strains, given

what Dr. Norrby states regarding informed consent:

Remember that at the time in the early 1960s when organs from aborted fe-

tuses were collected and sent to the Wistar Institute no one had as yet invented

the concept of informed consent. I am absolutely convinced that there is no

remaining documentation about the fetuses used from the Department of Vi-

rus Research of the Karolinska Institute at the time. I was the head of this

department between 1972 and 1997. Thus in case there is no documentation

that allows identification of fetal samples at the Wistar Institute, there is no

way of tracing them. I do in fact remember the time well, because we as gradu-

ate students made the dissections collecting organs.33

Conclusion

There is clear evidence that research around the development of the RA 27/3

rubella vaccine included the performance and coordination of at least eighty abor-

tions, including the two individual abortions for the creation of WI-38 and RA 27/3.

Development of MRC-5 used one abortion, but there is a strong indication that more

abortions occurred. Evidence also seems to indicate that there was intention in the

act of utilizing abortions for the creation of cell strains, most likely because the tissue

source ensures an absence of contamination and a high growth titer. There have been

other abortions as a result of the need to create more cell strains for use in vaccine

development.34  Pharmaceutical companies are actively involved in this research and

32 E. Norrby, e-mail response to a message from R. Leiva on January 23, 2006.  Dr. Leiva

had asked: “You mention that the step you were involved in (dissection of the fetal tissue) was

done under sterile conditions. What about the steps of the procedure prior to that? Do you know

anything about the conditions between the therapeutic abortions and the dissections? Were they

both happening one after the other in the same facility and laboratory standards?”

33 E. Norrby, e-mail response to a message from R. Leiva on January 20, 2006. Dr. Leiva

had asked: “(1) Was the reason for the pregnancies’ termination medical or socio-thera-

peutic? (i.e., were diseases in the fetuses the reasons for the terminations?)  (2) Was there

good documentation regarding the health of parents of the fetuses? If so, where this can be

obtained? (3) How were particular fetuses chosen? (Were there any medical reasons for

choosing a particular fetus as Dr. Gard says in reference 2, or did the parents have any in-

put in the choice. And (4) How was the termination–dissection–set-up organized to de-

crease the risk of introducing any kind of contaminants?”

34 M. G. Pau et al., “The Human Cell Line PER.C6 Provides a New Manufacturing System

for the Production of Influenza Vaccines,” Vaccine 19.17–19 (March 21, 2001): 2716–2721.
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new vaccines are being made with unethical cell strains.35  There are alternative

ethical viral vaccines already made with modern cell substrates: Cell lines such as

mammalian cells like Vero monkey cells and Chinese hamster ovary cells (e.g. some

Polio IVP).36  Alternatively, producing vaccines with antigens using recombinant DNA

technology is another option (e.g.: hepatitis B).37  Efforts should be made to encour-

age research on these and other novel ethical sources.

35 M. N. Oxman et al. for the Shingles Prevention Study, “A Vaccine to Prevent Her-

pes Zoster and Postherpetic Neuralgia in Older Adults,” New England Journal of Medi-

cine 352.22 (June 2, 2005): 2271–2284.

36 L. Hayflick, “History of Cell Substrates,” 24.

37 D. B. Huang, J. J. Wu, and S. K. Tyring, “A Review of Licensed Viral Vaccines, Some

of their Safety Concerns, and the Advances in the Development of Investigational Viral Vac-

cines,” Journal of Infection 49.3 (October 2004): 179–209.
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Cytological Virological and Chromosomal Studies of Cell Strains 
From Aborted Human Fetuses .• (31037) 

ANDRE Bou E,I CLAUDE H ANNOUN,l J OELLE G. B out,t AND STANLEY A . P LOTKIN 

(Introduced by David Kritchevsky) 

The Wistar Institute of Attatomy and Biology, Pltiladepltia, Pa. 

Spontaneous abortion, usually without ob

vious cause, is a frequent occurrence in hu

man pregnancies. To test the hypothesis that 

viral infections may play a part in the devel

opment of spontaneous abortion, a technique 

was sought to obtain dividing cells from hu

man embryos that might be carrying latent 

viruses. We used a method developed by Jen

sen et al, for studying mouse tissues, in which 

cells could be obtained read ily from organ ex

plants. In the course of this work we col

lected cytological and chromosomal data on 

human fibroblast cell strains. 

Al aterials and methods. Collection and 

preparation. of specimens. Embryos were ob

tained from 2 sources: (A) surgical abor

tions performed in Scandinavia for social and 

psychiatric reasons, and (B) spontaneous 

abortions that occurred at the Philadelphia 

General Hospital and the Hospital of the 

University of Pennsylvania. The surgically 

removed embryos were placed in antibiotics 

containing Hanks' solution and shipped to us 

• This work was supported, in part, by USPHS 

research grant AI 01799 from Nat. Inst. of Allergy 

and Infect. Dis. and by The Joseph P . Kennedy, Jr. 

Foundation. 

I Present address : Laboratoire de la S.E.S.E.P ., 

Chateau de Longchamp, Bois de Boulogne, Paris 16. 

l Chef de Laboratoire, lnstilut Pasteur, Paris. 

! J oseph P . Kennedy, J r. Foundation Scholar, 

Wistar Inst. of Anatomy and Biology. 

by air at a temperature of approximately 

0°C. The spontaneous abortions were refrig

erated in plastic bags without solution or 

antibiotics until collected, usually within 12 

hours. Only those embryos which were ex

pected to have viable tissues were studied. 

Aside from the decomposed external appear

ance, one of the best indicators of the em

bryo's condition appeared to be the physical 

aspect of the liver. All assays performed on 

embryos with friabl e and discolored livers 

were discarded, because the cells failed to 

grow. 

Organ. culture technique. The organ cul

ture technique described by Jensen et al( ! ) 

was used: a grid of stainless steel mesh II was 

enclosed in a small Petri dish containing 10 

ml of double strength Eagle's Basal l\Iedium 

in isotonic Earle's solution with 107o calf se

rum; a small disc of open mesh paper ( tea 

bag paper )** was moistened in the medium 

and applied to the top of the grid. Frag

ments of organs were cut into pieces about 

one cubic mm with a surgical blade and 

placed directly on the tea bag paper without 

being washed. Two explants were placed on 

top of each paper; the volume of the indi

vidual explants did not exceed 2 cu mm. The 

I' Joseph E . Frankie Co., Philadelphia, Pa. 

•• C. H . Dexter & Sons, Inc., Windsor Locks, 

Conn. ( IO-V-7-1/ 4). 
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12 CELL STRAINS FROM ABORTED HUMAN FETUSES 

cultures were incubated at 37°C in a CO2 
incubator and the medium changed once a 

week. Cells migrated from the cut surfaces 

of the explanl and dropped to the bottom of 

the Petri dish, where they multiplied to form 

colonies and, in some cases, confluent cul

tures. 

Establishment of cell strains. If the colonies 

became confluent and covered the entire sur

face of the Petri dish, a cell strain was estab

lished by trypsinizing the cells and subculti

vating them, either in Petri dishes or in milk 

dilution bottles at a 1: 2 split ratio. 

During the first trypsinization, the grid 

was removed and placed in a second Petri 

dish and new colonies proliferated. After 

establishment of the cell strain, the technique 

used was the same as that of Hayflick (2) for 

cultivation of human diploid cell strains, 

whereby cultures were passaged approximate

ly once a week with 2-fold s ubdivision. 

Cytologic studies. Cytologic studies were 
cond ucted either on the colonies of cells that 

developed on the surface of the Petri dish or 

on established cell strains. Preparations 
stained with l\lay-GrUnwald-Giemsa were ob

tained by placing coverslips on the floor of 

the Petri dish under the grid bearing the or

gan culture or under passaged cells. 

Chromosomal teclm-ique. This technique 

was derived from Lejeune( 3). All the chromo

somal s tudies were done on coverslips placed 

on the floor of the Petri dish under U1e grid 
or in Leighton tubes or on Petri dishes in

oculated with resuspended cells after the cell 
s train had been established. 

The cells were pretreated with colchicine 

by adding one drop of a stock solu tion of 
"Colcemide" (Ciba) containing 25 µg/ ml to 

5 ml of supernatant medium with a syringe 

and 24-gauge needle. The culture was incu

bated at 37°C for 3¼ hours. The coverslip 

was transferred, face up, to a Petri dish that 

contained a hypotonic solution and was kept 
at 3 7° C for 35 minutes. 

The hypotonic solution was a mixture of 

one part calf serum, 10 parts distilled water 

and suffi~ient hyaluronidase ("Widase," \Vy~ 

eth) to give 2 .5 USP units per ml of the mix
ture. 

The concentration of serum in the hypo-

tonic solution varied, depending on ilie den

sity of the cells on the coverslip. When the 

density of the cells was high, the concentra

tion of serum was lowered. 

After hypotonic treatment, the coverslips 

were removed and put into a new Petri dish 

with the fixative and left for 45 minutes at 

room temperature. 

The fixative consisted of 3 parts chloro

form, one part acetic acid, and 6 parts abso

lute ethyl alcohol. The coverslips were then 

air dried and placed in a 1 N HCI solution 

at 6O°C for 7 minutes so that the cytoplasm 

could be hydrolyzed. The coverslips were 

washed thoroughly in buffered water and 

stained with Giemsa solution diluted 1 to 10. 

R esults. These s tudies were performed 

from )1arch to July, 1962, when 36 embryos 

were used, and again from I\ovember, 1963 

to May, 1964, wiili 40 embryos. 

Growtli of cells from organ cultures . Each 
Petri dish was examined at least once a week 

with an inverted microscope. The time in

terval between the start of the organ culture 

and the formation of the first colonies of a 

few cells growing on the bottom of the Petri 

dish d iffered greatly from one embryo to 

~nother. In some cases, the colonies started 

at the end of the first week, while in other 

cases, they started only after 3 to 4 weeks 

of incubation. ~fost colonies grew well and 

after 3 weeks measured several millimeters in 
diameter. 

The criterion of success of a culture was 

whether or not cell colonies developed after 

one month on the bottom of the Petri dish 

that contained the tissue-bearing grid. Cell 

growth from at least one tissue failed to occur 

only in 14 out of 76 aborted embryos: 8 from 

Scandinavia, 4 from PGH and 2 from H U P. 

In the first series, the last 7 out of 26 

embryos received from Scandinavia did not 

give viable cultures. The non-viability of 

cultures was probably due to the high ex

ternal temperature during their shipment in 

July. Of the 12 received from HUP 2 were 

lost by contamination and 2 failed ~o grow. 

Successful cultures, however, were obtained 

from 25 embryos (6 from the HUP and 
19 from Finland ). 

Of the 40 aborted fetuses studied between 
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TABLE I. Cell Growth Under Organ rultures.

Embryos studied
Embryos studied from Nov.'63 to May '64¬ Mar. to July '62 Total

No. of
embryos Continent Cell No

Organ studied cultures colonies growth Ruccessful* Successful

Pituitary 21 15 4 2 19/21 25/27 44/48
Lung 30 27 3 27/30 12/15 39/45
Skin 30 25 4 26/30 8/8 34/38
Kidney 14 10 4 14/14 6/7 20/22
Spleen 12 3 8 1 11/12 4/7 15/19
Thymns 15 11 0 13/15 2/2 15/17
Heart 8 1 7 1/8 1/5 2/13
Intestine 8 1 4 3 5/8 0/4 5/12
Liver 7 0 1 0/7 0/4 6/11
Thyroid a a 5/5 2/3 7/8
Salivary glands 5/5 5/5
Adrenals 2/5 2/5
Pharyngealniucosa 2 2 2/2 2/2
Whole embryo 1 1 1/1 2/2
Cornea 1/1 1/1
Meningea 1/l 1/1
Tongue 1/1 3/1

* Denominator: No. of embryo studied ; numerator: No. of cultures with successful growth.

November, 1963, and May, 1964, 13 were to establish strains from intestine, thymus

sent from Scandinavia, 20 came from PGH, and thyroid.
and 7 from HUP. Successful cultures were All the cell strains were composed of ñbro-

obtained from 12, 16 and 7 embryos, re- blast-like cells. With skin, lung and pharyn-

spectively. Table I presents the results of geal mucosa organ cultures, the cells under
organ cultures initiated with tissues from the grid were already predominantly fibro-

60 embryos (31 from Scandinavia, 16 from blastic: in the case of other organ cultures

PGH, and 13 from HUP). At least one such as pituitary, thymus and thyroid the
organ culture from this group was successful. cultures at first appeared to be epithelial,

There is a distinction between confluent but after the first trypsinizations became

culture and cell colonies: in the former case, fibroblastic.
the cultures came to confluence and could All of the cell strains had the previously
then be used to establish a cell strain, while described characteristics(2) for human diploid

in the latter case, only discrete colonies cell strains.
formed. Virological studies. Two types of speci-

From these results it appears that, with the
exception of heart organ cultures, most prep- TABLE 11. Establishment of Fell Strains.

arations resulted in cell growth on the glass. Culturesueessfulfor:
It was usually possible to obtain conOuent Wre Fewer
cultures from such tissues as skin, lung, pitui. No. of than thnu Cultureun-

. embryos 4 splits 4 splits successful
tary, kidney, thymus, thyroid, and pharyn- Organ studied 1:2 1:2 at1stsplit
geal mucosa.

The extremely low proportion of bacterial
and fungal contaminations (2 of 76) in these Kidney 1

organ cultures was noteworthy. Pitnitary 5 3

Establishmen-t of cell strains. Table II

summarizes the results of attempts to estab- Intestine 4 3

lish cell strains from the confluent cultures l'iver 3
Thymus o

developed under the grids. While cell strains Thyroid a 1

were easily established from skin, lung, pha- Whole e

ryngeal mucosa and pituitary, it was difñcult --
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J4 CELL STRAINS FROM ABORTED H UMAN FETUSES 

mens were tested in an attempt to isolate 

viruses from embryos. The test systems used 

in both types were primary vervet monkey 

kidney, primary human amnion, and human 

diploid cells (the \VI-38 lung strain ) (2). 

In an attempt to detect latent viruses, the 

first type of specimen used was obtained from 

the cell cultures that became cell s trains. No 

cytopathic effects were seen in any of the 

cells continuously cultured for periods rang

ing from one to six months. Tissue culture 

fluids obtained from cell strains cultured for 

2 to 4 weeks were inoculated undiluted onto 

monolayers of the 3 tissue culture test sys

tems. The test systems were maintained under 

Eagle's medium and 2 ?'o calf serum for 3 

weeks before being discarded. 

Suspension of cells derived from organ cul

tures were inoculated onto green monkey kid

ney cell monolayers, a technique described by 

Gerber a.nd Kirschstein ( 4) for the transfer of 

cell-associated virus. All of these inoculations 
were negative. 

The second type of specimen was the super

natant fluids from cultures which failed to 

grow. One might consider that the failure 
to establish a cell strain was due to a cyto

pathic effect. Tissue culture fluids were har

vested over several weeks from organ cul

tures prepared from 5 embryos which yielded 

no cell growth from any culture. Inocula

tion of these fluids onto the test systems 

showed no evidence of cytopathogenicity. 

\\'hen explants from a particular embryo 

gave both successful and unsuccessful cul

tures, the tissue culture n uids from unsuc

cessful explants were also tested for the pres

ence o f virus. Once more all attempts were 

negative. It is important to note that failure 

to grow cells from explants occurred in the 

same proportion in embryos from surgical 

abortions as in embryos obtained from spon
taneous abortions. 

,ve prepared organ cultures from 3 tonsils 

to test the sensitivity of the organ culture 

techniques for isolation of latent viruses when 

no cells grew from the explant. No cells grew 

in any o f these cultures on the bottom of the 

Petri dish; however, in one case, 2 weeks 

after the beginning of the cultures an adeno-
. ' 

virus was recovered by passage on a sensitive 

FIG. 1. Multinuclcated giant cells seen in cxplant 
culture from a spontaneous abortion. 

cell system of the medium harvested. 

Cytological studies. :\Iultinucleated cells 

were observed in many of the organ cultures, 

including explants from spontaneous and sur

gical abortions. Typical g ia nt cells are illus

trated in Fig. 1. Pituitary explants, in par

ticular, gave rise to multinucleated cells, but 

when the cells were seen, their presence was 

noted in other cultures from the same embryo. 

Several days after the beginning of the cul

ture, numerous giant-like cells containing 3 

to 20 nuclei appeared. They were usually 

observed for the first time a.bout the 12th day, 

but occasionally appeared before the seventh 

or as late as the 25th day of culture. The 

formation of multinucleated cells did not, in 

the majority of cases, prevent the eventual 

outgrowth of fibroblasts and development of 

a diploid strain. In pituitary cultures, the 

following sequence of events was observed: 

small colonies of epithelial-like cells appeared 

below the fragments, and later degenerated, 

giving way to a population of fibroblasts. As 

mentioned above, the fluids harvested from 

these cultures were tested on different cell 

systems with negative results . Some of the 

supernatant fluids were also inoculated into 

animals-such as baby mice by intraperito

neal and intracerebral routes, and baby ham

sters by subcutaneous and intraperitoneal 

routes- without the isolation of a transmis
s ible agent. 

Chromosomal studies. Chromosomal study 

of cell cultures from 18 embryos of 2 to 4 

months gestation was undertaken. Of these 

18 embryos, all of which were obtained dur

ing the second time period o f this work, 12 
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LELL STl<AI NS FKOM ABORTED H UM AN F ETUSES IS 

were male and 6 female. Four out of the 

18 were s urgically aborted, and the rest were 

obtained from spontaneous abortions. 

All of the cell strains were diploid with a 

normal karyotype of 46 chromosomes . In 2 

cases, both spontaneous abortions, chromo

somal breaks were observed. In a male em

bryo, 24 of 79 metaphases analyzed ( 301, ) , 

had t rue breaks or gaps of one chroma tid or 

of the two chromatids. The distribution 

of these breaks was of a random type. In a 

female embryo, which was one o f twins, 

breaks were observed in 11 of 49 metaphases 

or 22~ . T he other twin, a male, had a nor

mal karyotype. In S cells these breaks were 

on chromosome 3, a t the same region in one 

or both chromatids, while in 3 other cells 

a constriction was observed a t the same 

region. 

In the remainder of cell strains, the per

centage of gaps was below IO'J<; . 
Discussion. In this study it has been dem

onstrated tha t it is possible to derive cell 

s trains from organ explants of human tissues, 

using the simple method described by Jensen 

et al. This method could be useful when deal

ing with small amounts of tissue such as fetal 

organs. T he strains derived seem to be s imi

lar in behavior to the human diploid fibro

blast cell strains obtained from minced tissues 

by Hayflick and )1oorhead. 

It seems important to have techniques that 

permit the establishment of cell s trains from 

different organs. Recent studies have shown 

that human diploid cell s tra ins vary in their 

sensitivity to viruses. For example, we have 

shown (S) that the effects of rubella vi rus in

fection are related to the organ from which 

these cell s tra ins were ini tia ted. Recently 

Behbehani et at ( 6) found tha t cell strains 

derived from human atheromatous lesions 

seem to be particularly suscept ible to rhino

viruses. 

The failure to isolate viruses from the spon

taneously aborted fetuses must of course be 

qualified by the fact tha t only cytopa thogenk 

agents would have been detected . H owever, 

insofar as the results are negat ive, some sup

port should be given to the view that human 

diploid cell s trains are normally free of ex

traneous v iruses, and they are, therefore, ad-

vantageous for the fabrication o f vaccines and 

for studies on chronic viral infection in human 

cells. 

T he negative results do not entirely ex

clude the possib ility that viral in fection plays 

a role in sponta neous abortion because the 

abortion might be due to a secondary effect of 

viral infection of the mother that has occurred 

without passage of the virus to the embryo 

itself. 

' o abnormality of the karyotype was ob

served among the 18 embryos studied . The 

only aberration found was d ue to breakages 

in 30?'n and 22 7, of cells of two of them. 

T hese results were in accordance with the re

sults of Makino ct al(7 ), who found only 

2 aberra tions out of 135 embryos obtained 

from therapeutic abortions : one aberration 

was D Trisomic, and in the other, t he cells 

were found to contain a high incidence of 

chromosome breakage. 

Chromosomal aberrations were fou nd in 

spontaneous abortions by Carr ( 8), Clendenin 

(9) , Szulmann (IO), Hall ( !! ) a nd Thiede 

( I 2), but in each case, where chromosomal 

abnormalities were described, the s pecimen 

was pathologic and consisted of a degenerat

ing embryo or of an empty sac without a 

trace of fetal tissue-the so-called blighted 

ovum. -:\Ioreover, these pathologic specimens 

led to abort ion which occurred early in preg

nancy, or before the third month . 1n our 

study, most of the specimens were obtained 

from abortions tha t occurred in the third 

month or la ter, and which produced normally 

developed embryos. 
Summary. An organ cul ture technique was 

used to invest igate the possibility tha t latent 

viruses a re present in spontaneously aborted 

human fetuses . All attempts to isolate virus 

from 74 human embryos were negative. In 

the course of these studies, numerous cell 

strains were derived from human tissue, and 

cytological features of these cells are de

scribed. l\Iultinuclea ted giant cells were fre

quently found , but chromo omal aberration 

in this material was infrequent. 

I. J ensen, F . C., Gwatkin, R. B. L., Biggers, 

J. D., Ex9. Cell Res., I 964, v34, 440. 

2. Hay flick, L ., Moorhead , P . S .. ibid ., 1961, v25, 

585. 
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Activation of Factors X II (Hageman ) and XI (PTA) by 
Skin Contact.* (31038) 

H . L. NossEL (Introduced by L . R . Wasserman) 

Department of Hematology, M ount Sinai H ospital, New York City 

Blood coagulation can be initiated in vitro 

by contact with a foreign surface such as 

glass which activates Factors XII (Hageman) 

and XT ( PTA)( ! ). :tliost known activating 

surfaces do not occur in the body and it is 

unknown whether similar reactions ini tiate in 

vivo coagulation. Recently s tearic acid (2-6), 

uric acid(7) collagen and elastin(8) which 

are found in vivo have been shown to activate 
the Hageman and PTA factors. Evidence is 

presented below that blood contact with un

broken human skin results in accelerated clot

t ing due to activation of the Hageman and 

PTA factors. 

M atcriols and methods. Platelet-poor plas

ma was prepared without contact with glass 

or similar surfaces as previously described(6). 

Plasma deficient in Factors VIII, IX, XI or 

XJT was obtained from patients with con
genital deficiency of these factors. Celite ex

hausted plasma deficient only in Factors XII 
and XI was prepared by treating normal 

plasma with 20 mg celite per ml as previously 

described ( 6). Cephalin prepared as previously 

dcscribed (9) was used in a 1/ 100 dilution. 

Coagulation was carried out in 10 X 7 5 
mm glass tubes coated with siliclad (Clay

Adams). 0.1 volumes of plasma and cephalin 
were added to a silicone treated tube. The 

tube was inverted over an area of skin which 

• This study was supported in part by Grant HE-

0863 1 from Nat. Inst. Health, USPHS. 

had been carefully cleaned with ether, alcohol 

and then distilled water and the plasma-ceph

alin mixture was incubated in contact with 

the cutaneous surface for a variable time 

period. The tube was turned upright, 0.1 ml 

0.025 M CaC12 was added and the tube re

inverted over the same cutaneous s ite so that 

the clotting mixture was again in contact with 

the skin surface. The t ime required to form 

a ~olid clot was measured from the time cal
cium was added. In the control experiments 

exactly the same procedure was carried out 

except that parafilm ( :vlarathon, Wisconsin) 

was interposed between the clotting mixture 

and the skin surface during both the incuba

tion and clotting periods. Each clotting time 

was recorded as the average of those obtained 
in 3 tubes. 

R esults. Incubation of normal plasma in 

contact with a cutaneous surface resulted in 

progressive shortening of the clotting time 

(Fig. 1). 'Most of the acceleration of clotting 

occurred during the first minute of incubation 

and after 5 minutes incubation an almost 

maximal effect was noted. Skin surfaces in 

various sites exerted different degrees of clot 

promoting activity- the palmar surface of the 

hands and the skin of the face were particu

larly active. Prior cleansing of the skin with 

distilled water, ether or alcohol did not appear 

to affect the clot-promoting activity. \\'hen 

plasma samples from patients with congeni-
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SOUND CHOICE
P H A R M A C E U T I C A L
I N S T I T U T E

OPEN LETTER TO LEGISLATORS REGARDING FETAL CELL DNA IN VACCINES

April 8, 2019

My name is Dr. Theresa Deisher. I am Founder and Lead Scientist at Sound Choice Pharmaceutical

Institute, whose mission is to educate the public about vaccine safety, as well as to pressure

manufacturers to provide better and safer vaccines for the public. I obtained my doctorate from

Stanford University in Molecular and Cellular Physiology in 1990 and completed my post-doctoral work

at the University of Washington. My career has been spent in the commercial biotechnology industry,

and I have done work from basic biological and drug discovery through clinical dêvalopment.

I am writing regarding unrefuted scientific facts about fetal DNA contaminants in the Measles-Mumps-

Rubella vaccine, which must be made known to lawmakers and the public.

Merck's MMR II vaccine (as well as the chickenpox, Pentacel, and all Hep-A containing vaccines) is

manufactured using human fetal cell lines and is heavily contaminated with human fetal DNA from the

production process. Levels in our children can reach up to 5 ng/ml after vaccination, depending on the

age, weight and blood volume of the child. That level is known to activate Toll-like receptor 9 (TLR9),

which can cause autoimmune attacks.

To illustrate the autoimmune capability of very small amounts of fetal DNA, consider this: labor is

triggered by fetal DNA from the baby that builds up in the mother's bloodstream, triggering a massive

immune rejection of the baby. This is labor.

It works like this: fetal DNA fragments' from a baby with about 300 base pairs in length are found in a

pregnant mother's serum. When they reach between 0.46-5.08 ng/mL in serum, they trigger labor via

the TLR9 mechanism . The corresponding blood levels are 0.22 ng/ml and 3.12 ng/ml. The fetal DNA

levels in a child after being injected with fetal-manufactured vaccines reach the same level that triggers

autoimmune rejection of baby by mother.

Anyone who says that the fetal DNA contaminating our vaccines is harmless either does not know

anything about immunity and Toll- like receptors or they are not telling the truth.

If fetal DNA can trigger labor (a naturally desired autoimmune reaction), then those same levels in

vaccines can trigger autoimmunity in a child. Fragmêñted fetal DNA contained in vaccines is of similar

size, ~215 base pairs.iu

This is direct biological evidence that fetal DNA contaminants in vaccines are not in low innocuous

amounts. They are a very strong proinflammatory trigger.
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Administration of fragments of human fetal (primitive) non-self DNA to a child could generate an 

immune response that would also cross-react with the child’s own DNA, since the contaminating DNA 

could have sections of overlap very similar to the child’s own DNA.  

Children with autistic disorder have antibodies against human DNA in their circulation that non- 

autistic children do not have. These antibodies may be involved in autoimmune attacks in autistic 

children.iv 

Duke University demonstrated in a recently conducted study that significant improvements in behavior 

were observed when children with autism spectrum disorder were treated with their own banked 

autologous cord bloodv. This treatment clearly shows that most children with autism are not born with 

it since genetic diseases like Down syndrome or muscular fibrosis cannot be treated with autologous 

stem cells. Therefore, an environmental trigger, or triggers, introduced to the world around 1980 when 

autism first began to rise, must be identified and eliminated or reduced in the environment.  

• Strong change-point correlation exists between rising autism rates and the US vaccine 

manufacturing switch from animal-derived cell lines for rubella vaccine to human aborted cell 

lines in the late 70svi.  

• The earliest change point for Autistic Disorder (AD) birth year was identified for 1981 for 

California and U.S. data, preceded by a switch in the manufacturing process: 

o In January 1979, the FDA approved the manufacturing switch for the rubella virus from 

animal based (high passage virus, HPV-77, grown e.g. in duck embryo cells) to the 

human fetal cell line WI-38 using the RA27/3 virus strainvii. Both the newly approved 

monovalent rubella vaccine and a trivalent mumps, measles and rubella vaccine utilize 

the WI-38 fetal cell line for manufacturing of the rubella vaccine portion.  

• Prior to 1980, autism spectrum disorder was a very rare, almost unknown disease. According to 

the figures of the CDC, the rate of autism in 2014 was 1 in 59 children , a very steep increase 

since just 2000, when it was 1 in 150. CDC: “The total costs per year for children with ASD in the 

United States were estimated to be between $11.5 billion – $60.9 billion (2011 US dollars)viii.” 

• Recently, duplications and de novo deletions have been recognized in up to 10% of simplex 

autism spectrum disorders, corroborating environmental triggers on the genetics of autism 

spectrum disordersix.  

• The rubella portion of the MMR vaccine contains human derived fetal DNA contaminants of 

about 175 ngs, more than 10x over the recommended WHO threshold of 10 ng per vaccine 

dosex. 

• No other drug on the market would receive FDA approval without thorough toxicity profiling 

(FDA follows international ICH guidelines) -> this was never conducted by the pharmaceutical 

industry for the DNA contamination in the MMR vaccine. 

• Vaccines produced with human fetal cell lines contain cell debris and contaminating 

residual human DNA, which cannot be fully eliminated during the downstream purification 

process of the virusxi. Moreover, DNA is not only characterized by its sequence (ATCG), but also 

by its epigenetic modification (e.g. DNA methylation pattern etc.). This decoration is highly 

species specific, which is why non-human DNA will be eliminated, while this is not necessarily 

the case with fetal human DNA. 
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Injecting our children with human fetal DNA contaminants bears the risk of causing two well-

established pathologies:  

1) Insertional mutagenesis: fetal human DNA incorporates into the child’s DNA causing mutations. 

Gene therapy using small fragment homologous recombination has demonstrated that as low as 1.9 

ng/ml of DNA fragments results in insertion into the genome of stem cells in 100% of mice injectedxii.  

The levels of human fetal DNA fragments in our children after vaccination with MMR, Varivax 

(chickenpox) or Hepatitis A containing vaccines reach levels beyond 1.9 ng/ml. 

2) Autoimmune disease: fetal human DNA triggers a child’s immune system to attack his/her own 

body.  

An additional concern: retrovirus contamination. 

Human endogenous retrovirus K (HERVK) is a contaminant in the measles/mumps/rubella vaccinexiii.  

• HERVK can be reactivated in humansxiv. It codes for a protein (integrase) specialized in 

integrating DNA into the human genome.  

• Several autoimmune diseases have been associated with HERVK activityxv.  

• It is also in the same family of retroviruses as the MMLV virus used in a gene therapy trial, in 

which inappropriate gene insertion (insertional mutagenesis) led to subsequent additional 

somatic mutations and cancer in 4 of 9 young boysxvi.  

• It is therefore possible that the HERVK gene fragment present in the MMR vaccine is active, 

codes for the integrase or the envelope protein, and thus has the potential to induce gene 

insertion, fostering insertional mutagenesis and autoimmunity.  

The presence of both the high level contaminating fetal DNA as well as the HERVK contamination in the 

MMR vaccine is an unstudied risk with huge implications and dangers for individual and public health. 

Solution:  Pressure manufacturers to switch back to animal cell line derived rubella vaccines as was 

successfully done in Japan:  

o Based on Takahashi strains of live attenuated rubella virus, produced on rabbit kidney cells. A 

single dose of this vaccine has been recently proven to retain immunity for at least 10 years 

when rubella was under regional controlxvii. 

o Split MMR vaccine into three individually offered options as done in Japan.  

The MMR vaccine manufacturing process needs to be changed to address and eliminate the above 

risks for the public.  

Thank you for your consideration. I will be happy to address any questions you may have concerning 

the above.  

Sincerely,  

Theresa A. Deisher, Ph.D.  
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END NOTES 

i Lo et al. Am J Hum Genet. 1998 Apr;62(4):768-75 
ii Enninga et al. Front Immunol. 2015 Aug 26;6:424 
iii Deisher et al. Issues Law Med. 2015 Spring;30(1):47-70 
iv Mostafa et al. 2014, J Neuroimmunol , Vol. 272, pp. 94–98; Mostafa et al. 2015, J Neuroimmunol , 

Vol. 280, pp. 16–20 
v Dawson et al. Stem Cells Transl Med. 2017 May;6(5):1332-1339 
vi Deisher et al. Issues Law Med, 2015 Vol. 30, pp. 25-46 
vii https://www.cdc.gov/vaccines/pubs/pinkbook/rubella.html; Plotkin, SA. 2006, Clinical Infectious 

Diseases, Vol. 43, pp. S164–168; 
viii https://www.cdc.gov/ncbddd/autism/data.html 
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DEPARTMENT OF HEALTH, EDUCATION. AND WELFARE

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DETitEGDA. MARYLAND 20014

SEP151978
.

Our Reference Nos. 76-316, 77-303 and 77-304

Alan Gray, Ph.D.

Merck Sharp & Dohme

Division of Merck and Co., Inc.

West Point, Pennsylvania 19486

Dear Dr. Gray:
. .

This is to inform you that the amendments to your product license

applications to include the use of the RA27/3 strain rubella virus

grown in human diploid cells have been accepted for manufacture of

the following products: .

Rubella Virus Vaccine, Live

Measles, Mumps and Rubella Virus Vaccine, Live

Measles and Rubella Virus Vaccine, Live

We agree that the results of stability testing of vaccines prepared

with the buffered sorbitol-gelatin diluent support your request for a

longer dating period. Accordingly, your license applications for the

three products are also amended
tg

include the use of the diluent and

a dating period of two years at 2 -8 C from date of issue.

Please continue to submit stability data as they become available.

Sincerely yours,

Harry M. Meyer, Jr., M.D.

Director

Bureau of Biologies
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Summary No. 1

of
Clinical Investigative Studies

of

Combined Live Measles Virus Vaccine (Moraten Line-ATTENUVAX)
Jeryl Lynn Mumps Virus Vaccine (MUMPSVAX)

RA 27/3 Rubella Virus Vaccine

for Purpose of Support for

a License to Manufacture and Sell.

M. R. Hilleman, Ph.D.

Prepared: April 27, 1978
Merck Institute for Therapeutic Research

West Point, Pennsylvania
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Clinical Investigative Studies of Combined Live

Measles-Mumps-Rubella (RA 27/3) Virus Vaccine

1. Background

On January 11, 1978, we submitted "Summary No. 2 of Clinical Investigative

Studies of RA 27/3 Strain Live Rubella Virus Vaccine for Support for
a License to Manufacture and

Sell"
to the Bureau. That summary showed

the RA 27/3 rubella virus vaccine to be safe and highly effective in

inducing rubella hemagglutinacion-inhibition (HI) antibodies in persons
of various ages.

In extension of clinical tests with RA 27/3 strain rubella virus vaccine,
studies were conducted to evaluate its immunizing capability when com-

bined with live attenuated Moraten line measles virus vaccine (ATTENUVAX)
and Jeryl Lynn mumps virus vaccine (MUMPSVAX). The present submission
relates to clinical investigative studies of combined live measles-

mumps-rubella (RA 27/3) virus vaccine.

All clinical studies sere conducted under BB-INn-1016.

2. Lot Numbers of Vaccine Tested

Experimental lot prepared by Virus and Cell Biology Research, Merek 5harp
and Dohme Research Laboratories:

621/C-D763

Consistency lots prepared by Merck Sharp and Dohme Biologics Manufacturing:

60664/C-E810
60665/C-E811
60666/C-E812

3. Serologic Testing

Sere1ogie determinations were made in the laboratories of Virus and Cell

Biology Research, Merck Institute, and in the Control Laboratories of
the Merck Sharp and Dohme Division of Merck & Co.

The hemagglutination-inhibition (HI) test was used to determine both

measies antibody response and rubella antibody response. Starting
dilutions in these two tests were 1:5 and 1:8, respectively. The serum

neutralization test was used to measure mumps antibody response with
a starting dilution of 1:2.
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4. Clinical Studies

The clinical studies were conducted under the overall responsibility
of Dr. Maurice R. Hilleman, Vice President, Virus and Cell Biology
Research, Merek Institute for Therapeutic Research, West Point,
Pennsylvania.

The clinical tests were carried out by five groups of workers:

a. Dr. Robert E. Weibel, Director, Division of Preventive

Medicine, Joseph Stokes, Jr. Research Institute,
Children's Bospital of Philadelphia, Philadelphia,
Pennsylvania

b. Dr. Victor M. Villarejos, Director, Louisiana State

University - International Center for Medical Research
and Training, san Jose, Costa Rica

c. Dr. Stephen J. Lerman, Director, Pediatric Infectious

Disease Unit, Department of Pediatrics, The University
of Nebraska Medical Center, Omaha, Nebraska

d. Dr. Anne A. Gershon, Associate Professor, Department of

Pediatrics, New York University Medical Center, New York,
New York

e. Dr. Robert W. McCollum and Dr. Dorothy M. Horstmann,
Department of Epidemiology and Public Mealth, Yale

University School of Medicine, New Haven, Connecticut

Clinical studies fall into two main categories:

Reference

a. Comparison of M-M-R (RA 27/3) and 3, 4, 5, 6

M-M-R (HFV-77) vaccines in children

b. Serologic and clinical responses to 1, 2, 7, 8

measles-mumps-rubella (RA 27/3) vaccine

The clinical studies were carried out by the physicians at the locations

in the individual study smumaries to follow. The populations employed
were defined with respect to age, location and other pertinent parameters

necessary to permit analysis by statistical sampling procedures,

Subjects in the sampled groups were bled initially and again 6 to 8 weeks

later. The sere were tested to define the initial serostatus and the
subsequent antibody response.
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Clinical surveillance was by two procedures. In studies by Drs. Weibel,

Lerman, Gershon, and McCollum, the observations were recorded daily

by the mother. The parent was asked to contact the physician should

any significant or bothersome reaction occur, In the studies by
Dr. Villarejos, observations were made on a routine basis by medical

or paramedical personnel; physicians were notified of any significant

illness which occurred subsequent to vaccination.

The data presented in the following sections are self explanatory. The

detailed background records are on file in Virus and Cell Biology

Research, Merck Institute for Therapeutic Research, West Point,
Pennsylvania. These records are available for review at any time.

5. Clinical Study Summaries

Reference I -
Study 442 - Dr. Victor Villarejos

Details of the study plan are given in the clinical test protocol. The

study was designed to measure antibody and clinical responses to the

RA 27/3 rubella component when given alone or combined with mumps and/or
measles vaccine. Findings presented in the summary tables indicate

excellent antibody response to all components among children receiving
live measles-mumps-rubella (RA 27/3) virus vaccine. No untoward clinical
reactions were noted following vaccination.

Reference 2 -
Study 443 - Dr. Robert Weibel

Details of the study plan are presented in the clinical protocol. The

purpose of the study was to measure antibody and clinical responses to

the RA 27/3 rubella component when given alone or combined with measles

and mumps virus components. Findings are presented in the summary tables.

Each of the three viruses produced excellent antibody responses when

administered in combined form. Both vaccines were well tolerated.

Reference 3 -
Study 459 - Dr. Stephen Lerman

Study 459 is being conducted in children to compare responses to HPV-77

and RA 27/3 rubella vaccinen when given alone or combined with measles

and mumps vaccines. Details of the study plan are given in the clinical

test protocol. Preliminary findings presented in the summary tables

show excellent antibody response to measles, mumps, and rubella components
and lack of suppression when the three viruses are combined. Reaction rates

were as expected.

Reference 4 -
Study 467 - Dr. Robert Weibel

Study 467 was conducted among children to campare responses to combined

measles-mumps-rubella vaccines containing either the RPV-77 or RA 27/3
rubella component. Details of the study plan are given in the clinical

test protocol, and study results are presented in the summary tables.

Antibody responses to both vaccines were excellent, indicating no

reduced affect on any component in combined form. Reaction rates were

as expected for both vaccines.
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Reference 5 -
Study 473 - Dr. Robert McCollum

Study 473 is being conducted among children to compare responses to
combined measles-mumps-rubella virus vaccines containing either the
HPV-77 or RA 27/3 rubella component. Details of the atudy plan are
given in the clinical test protocol. No results are available at
this time.

Reference 6 -
Study 484 - Dr. Anne Gershon

Study 484 is being conducted among children to compare responses to
combined measles-mumps-rubells virus vaccines containing either the
HPV-77 or RA 27/3 rubella component. Treliminary findings are presented
in the report from Dr. Gershon. The study continues in progress.

Reference 7 - Study 511 - Dr. Victor Villarajos

Study 511 was conducted to measure antibody and clinical responses to
three consecutive lots of combined measles-mumps-rubella vaccine

containing the RA 27/3 rubella component. Details of the study plan
are given in the clinical test protocol, and study results are presented

in the summary tables. Responses to the rubella component were excellent.
Seroconversion rates for measles and mumps were somewhat lower than

expected, and the decreased seroconversion rates were attributed to
some overheating of the vaccine during transport in the field. Reaction
rates were comparable among the lots.

Reference 8 -
5tudy 513 - Dr. Robert Weibel

Study 513 is being conducted to measure antibody and clinical responses
to three consecutive lots of combined measles-mumps-rchella vaccine

containing the RA 27/3 rubella component. Study details are given in

the clinical protocol, and preliminary findings are given in the summary
tables. To date, all three lots of vaccine have produced good antibody
responses and have been well tolerated.

6, Overall Summary

The total numbers of vaccinations for which supporting data have heen
given are as follows:

No. Seroconverting/No. Triple Negatives (%)
No.

Lot # Vace. Measles Mumps RA 27/3 Rubella

621 480 143/150 (95) 145/150 (97) 150/150 (100)
60664 144 50/55 (91) 52/55 (95) 55/S5 (100)
60665 104 37/39 (95) 37/39 (95) 38/39 (97)
60666 106 34/35 (97) 34/35 (97) 34/35 (97)

Total 834 264/279 (95) 268/279 (96) 277/279 (99)

The data show that combined live measles-mumps-rubella vaccine containing
the RA 27/3 rubella virus component is safe and effective.
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SummaryofClinicalTestsefGombinedLive
Messles-Mnnps-Rubella (RA 27/3) Virus Vaccine

Antibody Res>onses among Triple ‡eronegatives
Measles Mum RA 27/3 Ruhella

No. Conv./ No. Conv./ No. Conv./

Study Lot Mean No. No. Seroneg. No. Seroneg. No. Seroneg.
No. Investigator No. Range (Yrs.) Vace. (%) GMT (%) GMT (2) CMT Re.

442 Villarejos 621 10m- 7y 3.7 199 23/23 (100) 99 22/23 (96) 7 23/23 (100) 149 1

443 Weibel 621 11m-8y 1.7 105 65/69 (94) 56 66/69 (96) 8 69/69 (100) 133 2

459 Lerman 60664 14m- 4y 1.6 41 13/14 (93) 62 13/14 (93) 17 14/l4 (100) 269 3

467 Weibel 621 11m- 7y 1.9 137 55/58 (95) 71 57/58 (98) 7 58/58 (100) 146 4

473 McCollum 621 5

484 Gershon 621 13m-15y 39 6

511 Villarejos 60664 8m-11y 3.3 50 9/11 (82) 20 10/11 (91) 5 11/11 (100) 226 7

60665 11m- 7y 3.3 50 4/5 (80) 25 4/5 (80) 11 5/5 (100) 169

60666 11m-11y 4.2 50 2/2 (100) 28 2/2 (100) 8 2/2 (100) 256

513 Weibel 60664 12m- 7y 1.7 53 28/30 (93) 70 29/30 (97) 19 30/30 (100) 256 8

60665 12m- 4y 1.5 54 33/34 (97) 70 33/34 (97) 23 33/34 (97) 200

60666 11m- 4y 1.4 56 32/33 (97) 66 32/33 (97) 26 32/33 (97) 251

Totals 834 264/279 (95) 63 268/279 (96) 11 277/279 (99) 178

4/24/78
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Reference No. 1

Program: Study #442

Vaccine: Combined Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine
Lot No. 621/C-D763

Combined Live Beasles-Rubella (RA 27/3) Virus Vaccine
Lot No, 622/C-D764

L‡ve Attenuated Rubella (RA 27/3) Virus Vaccine
Lot No. 579/C-D418

Responsible Clinical Investigator; -

Victor M. Villarejos, M.D.
Director

Louisiana State University
International Center for Medical

Research and Training
Apartado 10.155

San Jose, Costa Rica

Study Location: Rivas, Nicaragua

Date Study Initiated: January 19, 1976

Date Study Completed: April 28, 1976

Study Procedure.

A total of 589 children, 10 months to 7 years of age,
from the open population were included in the study.
Each participant received a 0.5 m1 subcutaneous dose

of one of the three vaccines. Blood samples were obtained

prior to and six weeks after vaccination.
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Clinical Protocol - Study #442

Combined Live Measles-Munps-Rubella (RA 27/3) virus Vaccine
Combined Live Measles-Rubella (RA 27/3) Virus Vaccine

Live Attenuated Rubella (RA 27/3) Virus Vaccine

Purpose: To determine antibody and clinical responses to combined live
measles-mumps-rubella (RA 27/3) virus vaccines to combined live
measles-rubella (RA 27/3) virus vaccine, and to live attenuated
rubella (RA 27/3) virus vaccine.

Vaccines: a) Combined live measles-mumps-rubella (RA 27/3) virus vaccine
Lot No. 621

vaccine dose is 0.5 mi given subcutaneously.

The vaccine is supplied in two-dose vials. Each vial of

vaccine should be rehydrated with 1.2 al of sterile,
pyrogen-free distilled water.

b) Combined live measles-rubella (RA 27/3) virus vaccine

Lot No. 622

Vaccine dose is 0.5 al given subcutaneously,

The vaccine is supplied in two-dose vials. Each vial of
vaccine should be rehydrated with 1.2 m1 of sterile,
pyrogen-free distilled water.

c) Live attenuated rubella (RA 27/3) virus vaccine
Lot No. 579

Vaccine dose is 0.5 mi given subcutaneously.

The vaccine is supplied in single dose vials. Each vial
of vaccine should be reconstituted with 0.7 ci of sterile,
pyrogen-free distilled water.

CAUTION: The combined vaccines contain egg protein and should not

be given to persons with known sensitivity to egg, chicken, or

chicken feathers, All three vaccines contain neomycin and should

not be given to persons with sensitivity to neomycin. Persons

with leukemia or other immunologic disorders and persons receiving
immunosuppressive drugs should not be vaccinated. Also, the

vaccines should not be given to persons with any fabrile respiratory
illness or other active fabrile infection.

Keep dried vaccines stored at -20°C until used.

Keep dried vaccines at 4°C in transport.

Keep reconstituted vaccines on ice. Discard unused vaccine 4 hours
after rehydration.
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Clinical Protocol - -2-

Study #442

Procedure: The study population will consist of children 1 to 6 years af age.

Children receiving a given vaccine will have a negative history far
vaccination with and illness caused by viruses represented in that
vaccine. Children will be assigned to receive one of the three
vaccines as follows:

Vaccine Vaccine Let No. Children

measles-mumps-rubella 621 150-200
measles-rubella 622 150-200

rubella 579 150-200

Informed consent will be obtained from each child's parent or
guardian prior to his participation in the study.

Each child will be bled (10-15 mi) immediately prior to vac_ ination
and 6 weeks following vaccination.

Vaccine dose is 0.5 m1 given subcutaneously.

Each child will he followed clinically for 42 days following
vaccination. All local and systemic complaints will be recorded
on the case report form.

Schedule: Time Action

Day 0 Bleed 10-15 m1.
Vaccinate 0.5 m1, subcutaneously.

Days 0-42 Clinical follow-up for local and
systemic reactions.

Week 6 Bleed 10-15 mi.

Laboratory: Remove sera from clot aseptically and store frozen at -20°C until

shipped. It is imperative that sera are sterile to avoid inter-

ference with the serologic assay.

Serology: Circulating levels of antibody to each vaccine component will be

determined for samples drawn before and after vaccination. Nkasles
and rubella antibody levels will be determined by hemagglutination-

inhibition test. Mumps antibody levels will be determined by serum

neutralization test.

Clinical Attached.
Forms r
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Clinical Pre-tocol - -3-

Study #442

Adverse Any serious or alarming reaction, including death due to any cause
Reactionst during the investigation, whether related or not related to the

test material, must be reported imnediately to Nerck & Co., Inc.,
through Dr. Maurice R. Hilleman, telephone (213) 699-5311, Ext.

5332, or in his absence, Dr. Allen F. Woodhour, telephone (213)
699-5311, Ext, 3588.

Unused All unused vaccine should be returned immediately to Merck Sharp &
Vaccine: Dohme Research Laboratories, West Point, Pa. 19486.

5hipping a) Send sera frozen within insulated containers which are supplied.
of Sera &
Records: h) Send sera and records to Dr. Maurice R. Hilleman, Virus and Cell

Biology Research, Merck Sharp & Dohme Research Laboratories,
West Point, Pa. 19486.

c) Alerr Dr. Hilleman by cable as soon as possible as to f'_±zht

number, air bill, and date of arrival.

M. R. Rilleman, .

T
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Table 1

Sorological Findings Among Childres Who Received Cashined Live
Maastes-Muspe-Rubells (RA 27/3) virus Wacetae, tat No. 621/C-D763 (Study #442)

laitially SergWegative to: laitially Serosositive to:
Total No. Measies-muspe-Rebells Moseles-Missps Hessles-Rubella Maups-Rubella Msasles Onit Musps Only Rebells Calf Mamales

Age No. Serol. Conv raians/Votal Conversicas/Total Conversimis/Total Conversions/Total Conversions/ Conversions/ Conversicas ‰mpe and
Vace. Tested Heasies Embella Measies Msasles Rubella Rubella Total Total Total

10 Months 1 0

11 Months 2 2 1/1 1/1 1/1 1/1 1/1

1 Tear 29 21 7/7 7/7 7/7 4/5 5/5 3/3 3/3 2/2 3/3 1

2 Tears 19 15 3/3 3/3 3/3 1/1 1/1 4/4 4/4 2/3 3/3 3/3 1

3 Years 41 33 6/6 6/6 6/5 1/1 1/1 3/3 3/3 6/6 6/6 14/14 3

4 Tears 39 34 2/2 2/2 2/2 5/5 3/5 7/8 8/8 1/1 15/15 3

5 Tears 32 25 3/3 2/3 3/3 2/2 2/2 2/3 3/3 2/2 13/13 2

6 Tears 36 28 1/1 1/1 1/1 8/8 8/8 2/2 2/2 1/1 15/15 1

7 Tears 1 1 1/1 1/1

Total 199 159 23/23 22/23 23/23 2/2 2/2 28/29 29/29 22/25 25/25 3/3 3/3 63/63 11nC (1002) (95.72) (1002) (96.62) (1002) (88.02) (2002) (1002)

Overall Conversies Rates

Measles Ruballa

56/57 49/53 140/140
(98.2s) (92.5%) (1002)

13/3/77

a
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Tahic 2

Scrological Findings Among Children Who Received Combined 1.ive

Measles-Rubella (RA 27/3) Virus Vaccine, I.ot No. 622/C-D764 (Study #442)

Initially Scronogative to: Initially Scropo•:ltive to:

Total No. Measles-Rubella Measle.: only thibella Only Mear:les

Age No. Scrol. Convers it us /Tot aÏ ifonvers ions / Conve rs i ons[ and

Vacc. Tested Measles Rubella Total Total Rubella

I Year 22 16 11/11 11/11 4/4 1

2 Years 20 16 7/9 9/9 2/2 3/3 2

3 Years 46 36 14/16 15/16 1/1 13/13 6

4 Years 40 31 5/5 5/5 2/2 20/20 4

5 Years 28 19 5/5 5/5 1/1 11/11 2

6 Years 37 24 7/8 8/8 4/4 9/9 3

Total 193 142 49/54 53/54 10/10 60/60 18

Mean Age: 3.7 Years (90.7%) (98.1%) (100%) (1002)

Overall Conversion Rates

Measles Rubella

59/64 113/114

(92.2%) (99.1%)

4/28/77
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Table 3

Distribution of Fold Rises of Hemagglutination-Inhibition Antibody Titers Among Children
Who Received Live Attenuated Rubella (RA 27/3) Virus Vaccine, Lot No. 579/C-D418 (Study #442)

Total No. InitiallyAcpositive Initial ly Scro_nefative
Age No. Serol. Foll Rise No. Conv.

Vacc. Tested >4X Indet. Total Conv. Failures Total Rate

1 Year 13 10 1 1 9 9 9/9

2 Years 17 15 1 1 14 14 14/14

3 Years 30 24 2 2 22 22 22/22

4 Years 38 32 1 1 2 30 30 30/30

5 Years 42 29 3 3 26 26 26/26

6 Years 56 48 8 8 40 40 40/40

7 Years 1 0

Total 197 158 1 16 17 141 0 141 1002

Mean Age: 4.3 Years

4/28/77
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Table 4

Distribution of Post-Vaccination Antibody Titers Among Children Who Were

Initially Seronegative to Measles, Mumps and Rubella and Who Received Combined

Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine, Lot No. 621/C-D763 (Study #442)

Measles (III) Mumps Neut.) Rubella (III)

Post-Vaccination No. of Post-Vaccination No. of Post-Vaccination No. of

Titer Children Titer Children Titer Children

(5 (2 1 <8
.

5 2 4 8

10 4 4 16

20 2 8 5 32 1

40 5 16 7 64 4

80 . 5 32 •2 128 9

160 6 256 7
.

320 5 512 2

Total 23 23 23

Ceometric Mean Titer 98.8 7.1 148.8

.

10/3/77
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Table 5

Distribution of Post-Vaccination Antibody Titers Among Children

Who Vere Initially Seronegative to Measles and Ruhella and Who Received
Codhined Live Measles-Rubella (RA 27/3) Virus Vaccine, I.ot No. 622/C-D764 (Study #442)

Neasles (lll) Rubella (111)

Post-VaccinatiOU No. of Post-Vaccination No. of

Titer Children TIter Children

<5 5 <8

5 8

. 10 1 16

20 9 32 1

40 4 64 3

80 22 128 30

160 9 256 13

320 3 512 6

>640 1

Total 54 54

Ceometric Ffenn Titer >48.7 151,2

4/28/77
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Table 6

Distribution of Post-Vaccination Antibody Titers Among Children Who Were Initially Seronegative
to Rubella and Who Received Live Attenuated Rubella (RA 27/3) Virus Vaccine, Lot No. 579/c-D418 (Study #442)

Rubella (HI)

Post Vaccination No. of

Titer Children

<8

8

16

32 2

64 20

128 70

256 41

>512 8__

.

Total l'il

Geometric Mean Titer >l50.5

4/28/77
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Table 7

Maximum Temperatures Reported Among Children Who Received combined Live
Measles-Mumpt-Rubells (RA 27/3) Virus Vaccine, Lot Ho. 621/C-D763 (Study f442)

Initially Scronegative to:
Maximum Total Vaccinees (199 Children) Hensles, Humps and Rubella (23 Childr2n)

. Temperature Days Post-Vaccination No. with Days Post-V acci intion No. with
0-4 5-12 13-18 19-28 29-42

-
0-4 5-12 13-18 19-28 29-42 Max. Tema

(99 147 138 160 130 137 83 18 20 23 14 16 16
(73.92) (69.3) (81.6) (68.4) (72.5) (78.3) (87.0) (100.0) (73.7) (84.2)

99 - 100.9 51 57 35 59 52 109 . 5 3 5 3 7
*

(25.6) (28.6) (17.9) (31.1) (27.5) (21.7) (13.0) (26.3) (15.8)

101 - 102.2 2 1 3
(1.0) (0.5) .

1.03 - 104.0 1 2 1 4
(0.5) (1.0) (0.5)

.
Not Taken 3 9 10 4 4

. Serolog

Patient f Temperature _Days Clinical Complaint Measles Humps Rubella

102.2 8 Upper Respiratory Illness, Malaise >20 320 >8 32 (8 1024
103.1 20 Irritability, Malaise - >20 160 >8 128 (8 64
10 3.1 11 Tonsillitis, Anorexia, Readache, Malaise T20 )640 12 4 <8 128

h 104.0 1 Irritability, Malaise Serologies Not Done
104.0 5 Upper Respiratory Illness, Irritability, Anorests, Malaise >_20 320 (4 16 (8 256

10/3/77
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Table 8

Hasimism Temperatures Iteporterl Amony. Children Wim Received Combined
Live Heacles-Rubclla (RA 27/3) Virun Vaccine, 1.nt No. 622/C-n764 (study #442)

initially Scrones.,tive to:
Haximum Total Vaccinces (193 Children) Heastes an,l Rishella (54 Chilitren)

Te mperature Days_Fost-Vaccinatinn No. with Days_Pv.t -Vacc ination No. with
. 0-4 5-12 13-18 19-28 29-42 Hax. Temps 0-4 5-12 13-18 19-28 29-42 Max. Tcrip.

<99 146 135 138 123 114 67 42 35 39 38 35 23
(76.0) (70.3) (72.3) (64.4) (59.7) (77.8) (64.8) (72.2) (70.4) (64.8)

99 - 100.9 46 56 53 68 77 124 12 19 15 16 19 31
(24.0) (29.2) (27.7) (35.6) (40.3) (22.2) (35.2) (27.8) (29.6) (35.2) .

102.0 1 1
(0.5)

.

Not Taken 1 1 2 2 2 1

scrotocy

Pati Temperature h Clinical Complaint Monsles Rishella

102.0 5 Upper Respiratory Illness, Irritability, Malaise 220, 160 132, 256

4/2S/77
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Table 9

Haximum Temperatures Reported Among Chile1ren Who Received I.1vc
Attenuated Rubella (RA 27/3) Virus Vaccine, I.ot No. 579/C-D418 (Study f442)

InItI a11y Scronegativo to:
!taximum Total Vaccinces (197 Childron) Rubclla (141 Chihtron)

Temperature Days rost-VacciAtton No. with Days rost-Vacchation No. With

Ç°F, Oral) D-4 5-12 13-18 19-28 29-42 Max. Temp. 0-4 5-12 )3-18 19-28 29-42 Max. Tenp.

(99 162 131 148 125 138 67 116 97 110 94 104 51
(82.2%) (66.5) (75.1) (64.4) (71.5) (82.3) (68.8) (78.0) (67.6) (74.8)

99-200.9 35 66 48 68 55 128 25 44 30 44 35 88
(17.8) (33.5) (24.4) (35.1) (28.5) (17.7) (31.2) (21.3) (31.7) (25.2)

101 - 102.2 1 1 2 1 1 2
(0.5) (0.5) (0.7) (0.7)

Not Taken 3 4 2 2

Fa Temperature DS Clinical Complaint Scrology

102.2 20 Upper Respiratory Illness, Anorexia, Malaise <8, 128

4/29/77
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Table 10

Clinical Complaints Reported Among Children Who Received Combined Live
Heasles-Mumps-Rubella (RA 27/3) Virus Vaccine, Lot No. 621/C-D763 (Study #442)

Initially Soronegative to:
Total vaccinees (199 Children) Measles, Numps and Rubella (23 Children)

Clinical Complaint Days Post-Vaccinition No. with Days__Past Vaccitation No. with
0-4 5-12 13-18 19-28 29-42 Complaint 0-4 5-12 13-18 19-28 29-42 Complaint

Irritability 32 9 2 4 39 ' 5 1 5
(16.1%) (4.5) (1.0) (2.1) (21.7) (5.0)

Malaise 30 14 3 7 1 43 5 1 2 7
(15.1) (7.0) (1.5) (3.6) (0.5) (21.7) (4.3) (10.0)

Headache 1 2 2 0

(0.5) (1.0)

Upper Respiratory Illness 9 11 5 8 5 23 1 1 1 2 1 3
(4.5)

(5.5)-
(2.5) (4.1) (2.6) (4.3) (4.3) (4.3) (10.0) (5.0).

Otitis 2 3 3 1 1 1
(1.0) (1.5) (4.3) (5.0)

Ophthalmopathy 1 1 O

(0.5)

Castrointestinal Illness 13 7 2 5 1 22 1 1
(6.5) (3.5) (1.0) (2.6) (0.5) (4.3)

Anorexia 5 3 2 5 13 1 1

(2.5) (1.5) (1.0) (2.6) (5.0)

Nild Dermatitis 1 1 . 0
(0.5)

Persons with Complaints: 49 22 11 19 6 73 6 2 1 4 1 10
(24.6) (11.1) (5.5) (9.8) (3.1) (26.1) (8.7) (4.3) (20.0) (5.0)

Persons with No Complaints: 150 177 188 . 175 187 123 17 21 22 16 19 12
(75.4) (88.9) (94.5) (90.2) (96.9) (73.9) (91.3) (95.7) (80,0) (95.0)

Negative Physician 5 6 3 3
Surveillance

10/3/77
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Table 11

Clinical Complaints Steported Anonp, Children Ubo Roccivest Cnr•hined
Live Measteas-Rut>ella (RA 27/3) virus Vaccine, 1.ot No. 622/C-D764 (study f442)

initially Scron.rative to:
Total Vaccineca (193 Children) Iteastes .m.1 Ntwil (54 thil.1r.·n)

Clinical counplaint Itiysisr-t-vaccin.itl en No. with lityy Pc.t-V.n c l atlon t;a. with
0-4 5-12 11-18 19-28 29-42 Complaint 0-4 5-12 13-18 19-18 29-42 cm..plaint

Irritability 29 11 6 9 6 52 13 4 2 I 1 18
(13.1) (5.7) (3.1) (4.7) (3.1) (24.1) (7.4) (3.7) (1.9) (1.9)

Malaise 33 21 15 15 7 65 12 8 4 2 I 18
(17.2) (10.9) (7.9) (7.9) (3.7) (22.2) (14.8) (7.4) (3.7) (1.9)

Iteadache 4 3 2 2 9 1 1 1
(2.1) (1.6) (1.0) (1.0) (1.9) (1.9)

Upper Respiratory Illness 1 9 8 8 I 21 1 5 2 1 6
(0.5) (4.7) (4.2) (4.2) (0.5) (1.9) (9.3) (3.7) (1.9)

.
Bronchitis 1 1 1 1 • 1 1

(0.5) (0.5) (1.9) (1.9)

Otitis 1 2 2 I 1 6 2 1 3
(0.5) (1.0) (1.0) (0.5) (0.5) (3.7) (1.9)

Castrointestinal Illness 5 7 6 4 3 23 1 2 1 I 5
(2.6) (3.6) (3.1) (2.1) (1.6) (1.9) (3.7) (1.9) (1.9)

Anorexis 5 4 6 4 17 2 1 1 4
(2.6) (2.1) (3.1) (2.1) (3.7) (1.9) (1.9)

liepatitis 1 1 1 O
(0.5) (0.5)

Astlana 'i 1 0
(0.5)

Persons with Complaints: 36 24 17 18 8 70 13 9 4 3 I 19
(18.B) (12.5) (8.9) (9.4) (4.2) (24.1) (16.7) (7.4) (5.6) (1.9)

Persons with No Complaints: 156 168 174 173 183 121 /•1 45 50 51 51 35
(81.3) (87.5) (91.1) (90.6) (95.A) (75.9) (83.3) (92.6) (94.4) (98.1)

Negativo Physician Surveill.snee: 1 1 2 2 2 I

4/29/77
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Table 12

C11nical coniplaints Reported Au•nny, Clith1ren h Received Live
Attenisat.ed Rube22.3 (HA 27/3) Vinus V.gccit I,at Nn, 579/C-p415 (study $442)

IgiiL1.1117 Scronn F.atISc to
Total Zarc In •cs (l'l7 Chil<1rets) I:ub.-1la (1/1 ChiI-1r•·n)

CIIntcal Complaint Nur.. roct-vm-r-6n.-.ul i nn Na. ul th Ibyn Pov t -Y ac c I t 7 t p.n No. v h
0-4 F-El I]¬Iis--[ 19¬2r1 complMng, 0-4 - I Z 1 J-18 19-.'H 29-6 2 f?•--n-pl.3 nt

Irritability 22 4 3 5 2 32 15 4 2 2 I 21
(31.2) (7.0) (1.5] (2.6) (1.0) (10.6) (2.8) (1.4) (1,4) (0.7)

Malaise 28 10 $ 9 4 46 19 9 2 5 2 32
(14.2] (5,13 (2.3} (4.6) {2.1) {D.5) (6.4) (13) (3.5) (t.4)

Iloadache 2 1 3 1 5 1 1 2
(1.0) (0.5) (1.5} (0.5} (0,7) (0.7)

Upper Easpiratory II,1,ness 4 B 1 S 2 15 3 6 E 5 2 U
(2.0) (4.1) {0.5) (3.1) (1.0} (2,1) (4.3) (0.7) (LS) (1..4)

Otitis 2 2 1 4 1 1 1 2
(1.0) (1.0) (,0..5) (0.7) (0.7) (0..7)

ophthsimopathy 1 1 1 5 1 1
(0.5) (0.5) (0.7) (0.7)

Gastrointestinal IIIness $ E 1 1 1 11 4 5 1 1 8
(2-5) (3.D) (0..5] (0.3) (0,S) (2.8) (J.5) (0.7) (0.7)

Anorexin 7 . 1 5 13 4 4 8
(3.6) (0.5) (2.6) . (2.8) (2.B)

_, rersant with Complmfnter ]5 18 7 16 7 60 23 16 4 10 5 43
(17.B) (9.1) D.6} (8.2) (3.fO (16.3) {9.9) (2.8) (F..]) (3 5)

Ârsons with No Complaints: 152 179 190 1E0 188 ]37 ] 18 127 137 D1 116 98
(e2..2) (90.9) (96.4) (91.B) (96.4) (B3.7) (90.1) (97.2) (92.9) (96.51

itegative Physician 5urvetuence 1 2

4/29/F7
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MEMO

To File Location Date 2/2/78

From T. Schofield Location

Subject Statistical Analysis - Study #442

Analysis of variance was conducted on post titers of children who

were initially seronegative to rubella who received rubella vaccine,
lot #579 (Group 1), combined measles-mumps-rubella vaccine, lot #621

(Group 2), and combined measles-rubella vaccine, lot #622 (Group 3).

No significant difference exis-ts among the three groups. Geometric

mean titers were:

Vaccine GHT

Rubella 150.5

HMR 143.4

MR 155.5

There is no significant difference in conversion rate among these

three groups.

T.S.
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Reference No. 2

Program: Study #443

Vaccine: Combined Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine,
Lot No. 621/C-D763

Live Attenuated Rubella {RA 27/3) Virus Vaccine,
Lot No. 579/C-D418

Responsible Clinical Investigator:

Robert E. Weibel, M.D.

Director, Division of Preventive Medicine
Joseph Stokes, Jr. Research Institute
Children's Hospital of Philadelphia
34th Street and Civic Center Boulevard

Philadelphia, Pennsylvania 19104

Study Locatian:

Children's Hospital of Philadelphia

Darby Child Hem1th clinic, Derby, Pennsylvania
G. Starkweather, M.D., Havertown, Pennsylvania

Date Study Initiated: October 28, 1975

Date Study Completed: January 20, 1977

Study Procedure:

A total of 194 children 10 months to 8 years of age
from the open population were included in the study.
One hundred ninety-one children received a 0.5 al
subcutaneous dose of one of two vaccines. Three

children received a 1.0 al subcutaneous dose of the
combined live measles-mumps-rubella (RA 27/3) virus
vaccine. Blood samples were cbtained prior to and

six weeks after vaccination.

T
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Clinical Protocol - Study #443

Combined Live Neasles-Mumps-Rubella (RA 27/3) Virus Vaecine

Live Attenuated Rubella (RA 27/3) Virus_ Vaccine

Purpose: To determine antibody and clinical responses to combined live
measles-mumps-rubella (RA 27/3) virus vaccine and to live attenuated

rubella (RA 27/3) virus vaccine.

Taccines: a) Combined live measles-mumps-rubella (RA 27/3) virus vaccine,
lyaphilized
Lot No. 621

Vaccine daam is 0.5 al given subcutaneously.

The vaccine is supplied in two-dose vials. Each vial of
vaccine should he rehydrated with 1.2 mi of sterile, pyrogen-

free distilled water.

b) Live attenuated rubella (RA 27/3) virus vaccine, lyophilized

Lot No. 579

Vaccine dose is 0.5 m1 given subcutaneously.

The vaccine is supplied in single-dose vials, Each vial of

vaccina should be rehydrated with D.7 al of sterile, pyrogen-

free distilled water.

CXUTION: The combined vaccine may contain egg protein and should
not be given to persons vith known sensitivity to egg, chicken or
chicken feathers. Both vaccines contain neomycin and should not be
given to persons with known sensitivity to neomycin. Persons with
leukemia or other immunologic disorders and persons receiving
immunosuppressive drugs should not be vaccinated. Also, the vaccines
should not be given to persons with any fabrile rfspiratory illness
or other active febrile infection.

Keep dried vaccinea stored at -20°C until used.

Reep dried vaccines at 4°C in transport.

Keep reconstituted vaccine on ice. Discard unused vaccine 4 hours
after rehydration.

Procedure: Establish two groups of 50 to 100 children 1 to 6 years of age as
follows:

Group Vaccine No. Children

Group 1 measles-mumps-rubella 50-100

Group 2 rubella 50-100
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Clinical Protocol - -2-

Study F443

Children in Group 1 will have a negative history for vaccination

and illness for measles, mumps, and rubella. Children in Group 2

will have a negative history for rubella vaccination and illness.

Informed consent will be obtained from each child's parent or

guardian prior to his participation in the study.

Each child will be bled (10-15 m1) immediately prior to vaccination

and 6 weeks following vaccination.

Vaccine dose is 0.5 m1 given subcutaneously.

Each child will be followed clinically for 42 days following
vaccination. All local and systemic complaints will be recorded

on the case report form. .

Schedule: Time Action

Day 0 Bleed 10-15 m1.

Vaccinate 0.5 al, subcutaneously.

Days 0-42 Clinical follow-up for local and

systemic reactions.

Week 6 Bleed 10-15 m1.

Serology: Circulating levels of antibody before and after vaccination will be
determined. Measles and rubella antibody levels will be determined

by hemagglutination-inhibition test. Mumps antibody levels will be
determined by serum neutralization test.

Clinical Attached.
Forms:

Adverse Any serious or alarming reaction, including death due to any cause

Reactions: during this investigation, whether related or not related to the

test material, must be reported immediately to Merck & Co., Inc.,
through Dr. Maurice R. Hilleman, telephone (215) 699-5311, Ext. 5532,
or in his absence, Dr. Allen F. Woodhour, telephone (215) 699-5311,
Ext. 5588.

Unused All unused vaccine should be returned immediately to the Virus and

Vaccine: Cell Biology Laboratories of the Merck Sharp & Dohme Research

Laboratories, West Point, Pennsylvania 19486.

.

. M. R. Hilleman, Ph.D.
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.

SYMPTOM RECORD

M-M-R Study No.

CHILD'S NAME CASE NO.
(Last) (Fern) (Miodial

Temperatues

DAY DATE z z z COMMENTS

(Ctreck One) C

6 I

8
9

12 I

18
19

22

23
24

25

26

28

29

30 I
31 I
32

35

ter or unusuat reaction dwetops. cott:
I,H. R. E. WEl8EL PLEASE RETURN FOR FOLLOW-UP VISIT ON
Havertown, Pennsylvane - Phone: Hilitco 6-1110

OR
Chiksren's Hospital of Philadelpha - EV 7-1309 BE SURE TO BRING THIS RECORD ALONG WITH YOU.

Passa-oryngooses
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Table 1

Scrological Tindings Amor.g CNildren Ube Peceived a 0.5 **1 nose of Combined Ltwe
Menles,-Nr.ps-nobclla fu 27/i) virun vaccine, 1.ot No. 62t/C-D?63 (5tu3y 94&3)

Tatet.ellLs.·raq-gative to: Inttttilv_Ceryetitive te
Total 110. Meatles-Pum-s-Ahel la Monte -t'ner•. "·tele-ht.. ita r·,., ys-m.t..·l1, P.-rtc. Wite scot only ti,tella ont, N. egies

No. scrol. (æv r·.tona I tal Conversiros/Total Conv.rstoe./I--t-.1 On-.r tcin/Total Conver'.1 r.s/ Conv.·r.12 Cn verst rÜ Nrp am,t
Are V.cc. Tested v.tes F-.ms hholla Ka·.1e-- Ne Peasic4 mall-i thrn Nh. lla Total Tottl Total E-,r.·11e

actr.s)
11 8 6 6/6 6/6 6/6

(Years)
I 68 64 48/52 50/52 52/52 0/1 1/1 1/1 1/1 2/2 2/2 2/2

2 to 10 2/7 6/1 1/1 1/1 1/1 1/2 2/2

3 5 5 3/3 - 3/3 3/3 1/1 1/1 1/1 1/1

6 2 2 1/3 1/1 1/1

5 3 3 1/1 1/1 2/2 2/2

8 1 1 t

Te• at 102 95__ 64/63 65/64 69/68 1/2 2/2 9/9 9/9 9/9 9/9 1/1 5/5 1
m a;c 1.7 eare ( 14.1%) (95.6%) (1000

Overall Converston Rate

Mcastes Nyn Abc11a

75/A0 76/79 93/91
(93.81) (96.21) (160:)

5/4n7
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Table 2

Serological, Temperature ond Citutcal Yindings for 3 Children h Recejved a 1.0 NI Dose
of Combined LEve Measies-Mumps-Rubella. (RA 27/3) Virum Vaccino, LoE Ho. 621/C-D763 {Stud y M43)

h

Vaccinee Age Maximum Tcinperature

No. (Yents) Serategy ResetIts Days Post-Vaccination (0F, 0ral) C1Enfest Complaints

3 Hesslas Pre )_20 0-4 100.0 Gastrointestinal I1lness
.. Post 80 5-12 96.5 Castroint est inal Illness

Muxtps Pre 8 13-18 98.6 None Reported
Pos t G5 19-28 98.6 None Repcorted

Rubella Pre 132 29-42 98.6 None Reported
Post 256

4 Measies Pre. ($ 0-4 99.4 None Reported
rost 20 5-12 100.0 Non-Speciffc Eash, Day 3

Mumps Pre 4 13-18 99.8 None
Post B 19-20 99.7 None

Bubella Pre (8 29-42 99.6 None
Post 256

1 Nemales .Pre C3 0-4 Hot Taken tipper Respiratory Illness, Otitis
rust 10 , 5-12 _Not Taken Otitis

Mumps Pre (2 13-18 98.6 None Reported
Post 6 19-28 98..6 None Reported

tubells Pre (5 29-42 98.6 Napo Reported
Post 32

I

3/5/77
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Tab1c 3

Serological Findings Among Children Who Received a 0.5 NL Dose of

Live Attenuated Rubella (RA 27/3) Virus Vaccine, Lot No. 579/C-D4]8 (Study #443)

Total No. Initf.3ll Scropositive in tially
Scrtnegativt·

Age No. Serol. Fold ise No. Conv.
Vacc. Tested 2x 24x Indet. Total Conv. Failures Total Rata

(Months)
10 1 1 I 1 1/1

11 8 8 1 1 7 7 7/7

(Years)
I 42 41 3 3 6 35 35 35/35

2 13 12 4 4 8 8 8/8

3 11 11 4 4 7 7 7/7

4 9 9 3 3 6 6 6/6

5 3- 3 1 1 2 2 2/2

6 1 .t 1 1 1/1

7 L 0

Total 89 86 1 4 14 19 67 0 67 100%

Mean Age: 1.9 Years

S/4/77
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Tahic 4

Distribution of Post-Vaccination Antibody Titers Amonr. Children Who Were Tnitially
Seronegative to Measles, thamps and Rubella and Who Heceived a 0.5 M1 nose of Combined

I,ive Mcasics-Mumps-Rubella (ItA 27/3) Virus Vaccine, I.ot No. 621/C-D763 (Study #443)

Measles (111) Mumps (Neut.) ltubella (111)

Post-Vaccination No. of Post-Vaccination No. of Por.t-Vaccination No. of

Titer Children Titer Children Titer Children

<5 4 <2 3 <8

5 2 3 8

10 2 4 16 16 1

20 9 8 26 32 2

40 13 16 8 64 18

80 20 32 11 128 19

160 12 64 256 25

320 7 128 1 512 3

640 1

Total 68 68 68

Geometric

Mean Titer: 57.0 8.2 136.1

5/4/77
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. Table 5

. Distribution of Post-Vaccination Antibody Titers Among Children
* ' Who Were Initially Seronegative to Rubella and Who Received a 0.5 at Dose

of Live Attenuated Rubella (RA 27/3) Virus Vaccine, Lot No. 579/C-D418 (Study #443)

Rubella (III)

Post-Vaccination No. of
Tfter Children

(8

. 8
.

16 1 .

32 4

64 10

128 21

256 20

>512 11

Total 67

Ceometric Mean Titer• >159.1

5/5/77
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Table.6

Maximum Temperatures Repor ted Among Children h Received a 0.5 M1 Dose of combined
Live Measies-Mumps-Rubella (RA 27/3) Virus Vaccine, Lot No. 621/C-D763 (Study #443)

Ini t ia lly Scronegative to:

Total Vaccinees (102 Children) Measles, Mumps, and Rubella (68 Child ren)
Maximum Temperature Days Post-Vacci)ation No. with Days Post-Vaccination No. vi

(°F, Oral) 0-4 5-12 13-18 19-28 29-42 Max. Temp. 0-4 5-12 13-18 19-28 29-42 Max. Temp.

<99 53 52 71 60 55 32 40 39 52 43 41 23

(60.9%) (39.1) (83.5) (71.4) (65.5) (63.5) (61.9) (83,9) (70.5) (68.3)

99 - 100.9 26 22 12 15 20 31 18 14 8 10 14 23

(30.0) (25 .0) (14.1) (17.9) (23.8) (28.6) (22.2) (12.9) (16.4) (23.3)

101 -- 102.9 7 13 1 5 7 21 5 9 1 4 4 14

(8.0) (14.8) (1.2) (5.9) (8.3) (7.9) (14.3) (1.6) (6.6) (6.7)

103 - 104.9 1 1 3 2 6 1 1 3 1 4

(1.1) (1.1) (1.2) (3.6) (2.4) (1.6) (1.6) (4.9) (1.7)

105.0 1 1 1 1

(1.2) (1.6)

Not Taken 15 14 17 18 18 11 5 5 6 7 8 3

5/5/77
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Table 7

11igh Temperatures Beported Among Cht1dren Who Received a 0.S N1 Dose of combined
Live Messles-Numipe-Rubella (RA 27/3) Virua Vaccine, Let No.. 621/C-D163 (Study #443)

5crology
Vaccinea Temperature Days Clinical Complaints Measles Hum.ss Ruhella

Wo. (°F, Cral) Pre Post Pre Post Pre Font

102,2 $ None Reported (Had Nessles-Like Rash Days 7-10) (S 160 (2 4 (8 64

102.0 2, 5 URI <5 20 (2 4 (6 256
104.0 17 URI, Otitis, Ophthminopathy, Anorexia, Allergic Rash

- " 105.0 23 URI
104.0 24 Unt
102.0 25 URI
103.0 27, 32 Teething
1D2,0 33 Teething

102.0 32 Anoraxim (5 40 (2 16 128

102..0 10 None Reported ($ 40 (2 4 (8 64

102.0 9 URT, Irtitability, Castrointest$nsl Illness (5 20 (2 16 (8 512

102.0 35-36 URI
^

(S 160 18 112.8 <B 256

102.0 2 URI (5 (5 (2 2 132 32

102.0 7 None Reported (Developed Hensles-Like Rash on Day 12) <5 80 18 8 (8 128

102.0 10 URT, Lymphsdenopathy, Anorexia (5 40 18 B (5 128

103.0 7 URI, Otitis, Ophthalmopathy, Castrointestinal Illnesa ($ 80 (2 4 (B 256
102.D 8 U21, Otitia, Ophthalmopathy, Gastrointestinal Illname

103.0 28 URI, otitis, ophthalmapathy, Lymphadenopathy, Ron- <$ 80 (2 4 (8 128
Specific Rash on Arms. Lege, Face

103.0 4 URI, castrointestinal IIIness QNS ONS QME QNS <8

102.0 0 DR1, imarenia (5 80 18 1128 <B 512

103.0 20-21 nerpes Stomatitis, Amorexis (5 40 (2 G <8 256

102.7 33 URI (5 (5 (2 B (8 256

102.0 3-4 URI (5 80 (2 8 (s 128

103.D 24 Gastrointestinal II1aess <$ 80 (2 32 (8 256

103..5 38-42 Allergic Rash N5 N5 NS NS NS NS

5/6/77

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



Table 8

Mririmmri Temperatures Reported Atnong Children Who Received a 0.5 MI Dase of
Ltya At tenuated Rubella (ItA 27/3) V irus VaccJ.ne, Lot No. 379/C-D418 (Study #443)

instfatty 5eronor,ative to:
Total vacctnces (B9 Children) Rubella (67 Chl]dren)

Maximum Temperature Days Po at-Vaccination No, wi th Days Po t-Vaccin:tron No. with

(°F, Dral) 0-4 5-12 1]-18 19-28 29-42 Max. Temp. 0-4 5-12 13-18 19-28 29-42 Hax. Temp.

(99 54 53 57 55 57 40 38 37 40 37 37 26
(70.0%) (69.7) (80.3) (78.6) (8] .E) (65.7} (66.1) 08.6) (74.0) (77.1)

99 - 100,9 19 17 11 8 10 25 16 14 9 8 JD 21
(2.4.7) (22.4) (15.5) (11.4) (14.7) (28,1) (25.0) (17.6) (16,0) (20.B)

101 - 102.9 4 5 2 5 1 10
'

3 4 1 3 1 8
(3.2) (6.6) (2.8) (7.1) (1.5) (5.3) (7-1) (2.0) (6,0) (2.1)

103 - 104.9 I L 1 3 1 1 1 3
(l.3) (1.4) (1.4) (1.a) (2.0) (2.0)

105,0 1
(1.4) (2.0)

Not Taken 12 13 18 19 21. 10 10 n 16 37 19 a

5/E/77
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Table 9

High Temperatures Reported Among Children Who Received a 0.5 M1 Dose of
Live Attenuated Rubella (RA 27/3) Virus Vnecine, Lot No. 579/C-D418 (Study #443)

Vaccince Temperature 5erologyDays Clinical Complaints
No. ( P, Oral) Pro Post

102.2 7-8 None Reported <8 128

102.0 23 Upper Respiratory Illness (B 64

102.0 36 Upper Respiratory Illness, Otitis, Lymphadenopathy, Hyalgia (8 12B

102.D 6 Upper Respiratory Illness <8 128

105.0 24 Pneumonia <8 64

1D2.1 9 Upper Respiratory t]1ness 232 11026

102.D 18 None Reported

1D2.0 27 None Reported

103.0 18 Gastrointestinal Illness, Anorexia - <8 11024

104.0 27 Upper Respiratory Illness (B 512

103.0 12 Upper Respiratory Illness <8 256

5/5/77
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Tab1. _0

Clinical Csw-pIntnts Reported Among Children uho R«.•twed a 0.5 MI Dese of Coashined
Live Mm)en-Humps-Rubc1In (RA 27/ 3) Virus Vaccine, I.ot No. 62t/C-D763 (sgudy M41)

Intttalli Screwcative to:
Tatsi Y:ccinces (102 Cht1drenL_ Measleefseps ami subctl* (*4 r¾t1dren)Clinical Complaint Davs re-t-vacctx-tion No. utth Dws Post-Vacetn3tson L•. with

G-4
-

5-12 13-14 19-28 29-42 Cesp:nnt 0-4 5-12-
-13-18 , 19-2M T 29 2 C n nt

Soreness at Injection Site 4 I 5 2 2
(4.2%) (1.0) (3.0)

Lymphadenopathy . 2 3 2 2 6 1 1 2 2 )(2.I) (3.1) (2.1) (2.t) (1.5) (1.5) (3.0) (3.0)
, Mcastes-Like Rash 1 9 6 1 11 1 7 5 I 9

(1.0) (9.4) (6.2) (1.0) (1.5) (10.4) (7.5) (1.5)
Arthraigia 1 1 1 I I t

(1.0) (1.0) (1.5) (1.5)
Myalgia I 1 I 1

(1..0) (1.5)
7rrit.4titty 3 3 1 t I 4 2 2 I I )

(3.0) (3.0) (1.0) (1.0) (1.0) (2.9) (2.9) (1.5) (1.5)
Neadache 2 2 2 2 2 2

(2.I) (2.1) (3.0) (3.0)
I:pper Respiratory Illness 38 37 24 35 32 64 28 27 20 25 20 46

(39.6) (38.5) (25.0) (36.5) (33.3) (41.8) (40.3) (29.R) (37.3) (29.8)
Otitle 1 7 2 5 4 14 I 4 2 3 2 9

(1.0) (7.3) (2.1) (5.2) (4.2) (1.5) (6.0) (3.0) (4.5) (3.0)
ophthatumpathy 2 3 2 4 2 6 2 3 2 4 2 6

(2.t) (3.1) (2.t) (4.2) (2.t) (3.0) (4.5) (3.0) (6.0) (3.0)
castraintestinal t1iness 18 24 9 17 15 43 14 19 9 14 11 35

(18.7) (25.0) (9.4) "(17.7) (15.6) (20.9) (28.4) (13.4) (20.9) (16.4)
Anorexia 13 19 8 10 13 28 10 12 6 9 11 20

(13.5) (19.8) (8.3) (10.4) (13.5) (14.9) (17 .9) (9.0) (13.4) (16.4)
Fatigue 1 1 I I

(l.0) (1.5)
Rash-Chafing, Disper, Neat, 4 4 1 4 5 12 3 4 I 3 1 9 *

gletpee (4.2) (4.2) (1.0) (4.2) (5.2) (4.5) (6.0) (1.3) (4.5) (4.5)
Allergy, Anthma 1 2 3 2 3 6 t 2 I 3

. (I.0) (2.1) ().1) (2.I) (3.t) (1.5) (3.0) (1.5)
Fever . 1 1 2 1 4 I 2

(1.0) (1.0) (2.1) (1.0) (1.5) (1.5)
Sudotests 1 1 I I

(1.0) (1.5)
Teething 3 I 3 6 3 3 3 4

(3.0) (1.0) (3.0) (4.4) (1.5) (4.4)

Persons with Complaints: 50 50 T T 44 78 la 38 29 ~f2 55~
(52.1) (52.1) (M.4) (44.R) (45.8) (¾.7) (¼.7) (41.3) (47.8) (44.p)Persone with ho Complaints: 46 46 63 53 52 18 29 29 19 3% 17 9(47.9) (47.9) (65.6) _(53.2J_ (54.2) (43.1) (43.3) (56.7) (52.2) •()%.2)Negative Physician Survetitance 6 6 6 6 6 6 I 1 1 I

5/6/77
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CLINICAL SUMMARY :-
./-,.,

Sidy Name - Combined Live Measles-Mumos-Rubello (RA 27-3) Virus Voccine ond Live

Rubello (RA 27/3) Virus Vaccine

5-udy Number - Clinical Protocol - 443

7.•oterial - M-M-R Lot #621/C-D763

Rubello Lot #579/C-D418

I.-itiated - October 28, 1975

Co-npleted -
January 20, 1977

1:edical Opinion

Fcr 15 months 194 children (ages 10 months to 8 years) from the open population were enrolled in

this study of Children's Hospitol of Philadelphia, Philadelphia, Pennsylvania; Dorby Health Clinic,

D=rby, Pennsylvania; cnd Dr. G. Starkweather's office, Hovertown, Pennsylvania. Informed consent

w:s obtained from the parent for each child ond a blood sample was obtained from 184 children

initiolly ond opproximately 6 weeks later. AII vaccine was given subcutaneously in the orm. One

hundred ond two children (meon 1.7 years) received 0.5 ml. M-M-R; 3 (mean 2.7 years) received

1.0 mi. M-M-R; and 89 children (mean 1.9 years) received 0.5 mi. rubello vaccine. All but 12

p::ents returned report cards with daily temperatures ond clinical observations for 42 days following
ed·ninistration of the vaccine. Parents were instructed to report high fevers ond rosh by telephone to

R. E. W. and on follow-up were queired on recorded observations for greater detail.

.mong susceptible ond immune vaccinees temperature elevations were scattered randomly throughout

the cbservation period with no greater association with either vaccine. Most temperature elevations

probably reflect unrelated infection occurring omong the vaccinees of various time periods. Upper

respiratory ond gastrointestinal infections were reported in obout 55% ond 40% of vaccinees respec-

tively. Temperatures were not recorded on opproximately 10% of the vaccinees. A faint measles-

like rash occurred in 9 triple susceptible children receiving M-M-R ond 3 ousceptibles receiving rubello

vaccine olone. Mild transient orthrolgio was reported by the parent but not observed by a medical

person in one M-M-R susceptible vaccinee, age 12 months, on day 17-20 (4 days); ond one rubello

sus:eptible vaccinee age 5 years on day one ond 30 (2 days). No orthritis or adverse clinical reaction

wcs reported.

Ci69 children initially susceptible to measles-mumps-rubello receiving 0.5 ml. M-M-R vaccine 94%,

965, ond 100% respectively, responded serologically with geometric mean titers as follows: measles

(HI) 57.0; mumps (neut.) 8.2; ond rubello (HI) i36.1. All 67 rubello susceptible vaccinees responded

serologically witha geometric meon hemogglutination titer equal to or greater than 159.1. Of the

three children receiving 1.0 ml. M-M-R, oil susceptibles responded, however, one was initially
immune to M-M-R ond one to mumps.

Seroconversion of susceptible children to rubello vaccine olone or in combined M-M-R was 100%

with comporoble hemogglutinction inhibiting geometric meon fiters. Seroconversion rates ond geometric
meen titors to measles ond mumps voccine following M-M-R (RA 27/3) ore similar to those following .

M-:.'.-R (HPV-77) reported in earlier studies. Live RA 27/3 rubella virus vaccine olone or combined
h live meosies ond live mumps virus vaccine induced measureable ontibodies in all rubello susceptible

vaccinees with no significant clinical reaction.

REW:ceb
Robert E. Weibal, M.D.
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MEMO

To File Location Date 2/2/78

From T. Schofield Location

Subject Statistical Analysis -
Study #443

Analysis of variance was conducted on post titers of children who
were initially seronegative to rubella who received rubella vaccine,
lot #579 (Group 1), and combined measles-mumps-rubella vaccine, lot #621

(Group 2).
.

No significant difference exists between these two groups. Geometric
mean titers were:

Vaccine GMT

Rubella 159.1

MMR 130.9

There is no significant difference in conversion rate among these
two groups.

.

T.S.
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.
.

·
•. . . SYMPTOM RECORD

RUDELLA Study No.

LD'S NAME CASE NO.
tunes ges, i n gmeases

Temperssure

ORectal o e ,
DAY DATE z E t' z CCMMENTS

I

13

19 .

23
24

25

26

31

37
33
34

35
3G

• •

'8488••aystocug (esta•44tal (•ste a-eyts:
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with combination vaccines.

INFORMATIO:1 AriD CO:15ENT FORM: Attached

REACTION REPORTI:iG FORM: Attached

Stephen J. Lerman, M.D.

Director - Pediatric Infectious Disease linit

University of fiebraska Medical Center

11/30/75

G

w
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TI-lEUN. .-R5ITYOFNEBRASKA MEDICAL C1 .TER
42ND AND DEWEY AVENUE
DM AH A.. N EBR ASK A 65 I 05

&,5'-iMENT DF PEDIATRICS

Gler..- .. Nwnstmist, M.D,
a02;b41·4941

Chairman
W 11tamR. Brown
402/541 4t42

Adminhwater -

CARDIOLOGY
407/L414741. 4742 of 4165

Paw K. Mooring. M.D.. Director
Glenn C- Rosenquig1. M-D.
Philip J. Hofss:hire, M.D..
Edwa•d E. Clark. M.D.
Rogn N- Ruck man, M.D.
Tancy Jahn. R.N., Nurnis Ar.sociate

CYSTSC FIBM DSIS .
4orwars AprO 11, 1978

Gordon E. Gibbs. NLD.. Ph.0,
DENTISTRY
402/B41-73M

John F. simon, DJL5-, Director

To: Measles-Mumps-Rubella Vaccine 5tudy Participants
DEVEL OpMPr174L PEDIATHICS
40m1·7 as From: Jan Brunken RNPaw H. Pearson, M.D.. Director

a.ankTr.mbah.u.st.e.s, Pediatric Infectious Disease Unit
Donald Wuor1, M.D.

o†3°,cn oav
Subject: March M-M-R Vaccine 5tudy Pro gress Report

Carol A. Hunsmen. M.D.
Y S RVICE SECTION Here is the CUrrent breakDOWn Of the number5 Of

LouFis F, Eaton. M.D, Children participating in the study to date
Direelor. Psychiavy (March 31)·

Jeal Kittell. ACSW, Social Worket
3ri La-throp
hild Lile Coordinator

GASTROENTT ROLOGY '
402tb41-7348

Jon A. Vanduhed. M.D. Zahiler 9 9
GENE RAL AND AMBULATGRY

Nelson/Rice 2 2PEDIATRICS
402/set-n46 Wax/McAveney 13 13

Mark B. Her tort, M.D., Directs EllisOn/Glow/0berst 2 2402/541-4209
Peter W, Bickers.. M.o. Marages 0 0
kmud Perry, M.D.
Bennis Shearer..P.A-

HEMATOLOGY & ONCOLOGY Offutt AFB 147 97
4o?/s41-na9 UNMC Pediatric Clinic 53 36

nash.dat.a. u
1 GM 11 7HUMAN GEN £TICS

4o7zs41.4570 UNMC-South Omaha Clinic 0 0
Jenm Ehen, Mi.D, Dimum

UNMC-5 North 1 1Werwo G. Eange, Ph.D.
INFECTIOUS DISEASE
402/S417335 Total 257 185staphen J. Lermarg, M.D.
METABOLISM
4omineo Dur goal for the month of April is to pass the

Mobart E, Wiltss, M.D., Ph.D·
halfway mark of 275 children enrolled in theNEDNATOLOGV

402/S41-7340 stdDy-
Yosha MiyatukhM.D., Dhector
David L. Belarn, M.D.
Charles L. Parson. M.D.

NEPHROLOGY
4D2!541-7339

Carol R. Angle, M.D.
NEURDLOGV
402541-4084

wd Pellegrine, M.D,
Katser. M.D.

P5YCHOL OGY SECY1DN
4027541-7608

J. Mit.had Leihowita, Ph.D.
Duranor

402/G414888
Lee Mat thews, Ph-D.
Susari Qghwn. M.$-

TNE UNI V E R EIT Y OF NEBRASKA-LI NCDLN THE UNIV ERSITV r}F NFRED 44be a a.-s' hM A M A
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Reference 3

Program: Study #459 - To evaluate and compare elinical and immunological
responses to two combined measles-mumps-rubella virus vaccines

and component vaccines of these.

Vaccine: Combined live measles-mumps-rubella (RA 27/3) virus vaccine

Lot #60664/C-E810

Combined live measles-mumps-rubella (RPV-77) virus vaccine
M-M-R

Live attenuated RA 27/3 rubelle virus vaccine

Lot #60151/C-E665
Live attenuated HPV-77 + 5 duck embryo cell passages rubella

virus vaccine

MERUVAX

Live measles virus vaccine

ATTENUVAX

Live mumps virus vaccine

MUMPSVAX

Rubells placebo

Responsible Clinical Investigator:

Stephen J. Lerman, M.D.

Assistant Professor of Pediatrics

and Medical Microbiology
Director, Pediatric Infectious Disease Unit
42nd Street and Dewey Avenue

Omaha, Nebraska 68105

Study Locations:

F. Marshall Zahiler, M.D., Omaha, Nebraska

Larry Rice, M.D., Paul J. Nelson, M.D., Omaha, Nebraska
James I, Wax, M.D., Omaha, Nebraska

Joseph R. Ellison, M.D., Omaha, Nebraska

George D. Maragos, M.D., Omaha, Nebraska
Mark B. Horton, M.D., Outpatient Clinic, University of

Nebraska Medical Center, Omaha, Nebraska

Colonel James Hart, M.D., Burt Culpepper, M.D., Offutt Air

Force Base, Omaha, Nebraska

William J. McAveney, M.D., Omaha, Nebraska
Donald T. Glow, M.D., Byron B. Oberst, M.D., Omaha

Children's Clinic, Omaha, Nebraska
Yuksel Inankur, M.D., Izzat Jabro, M.D., Dennis Jones, M.D.,

C. Edwards, M.D., Jim Mulry, M.D., Anthony Romano, M.D.,
Cogley Clinic, Council Bluffs, Iowa

Pottawattamie County Immunization Clinic, Lee Martin Therapy
Center, Council Bluffs, Iowa

Date Study Initiated: May 31, 1977

Date Study Completed: In Progress
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Page 2

Study Procedure:

To date, 257 children have entered the study. Each received
a 0.5 m1 subcutaneous dose of one of the vaccines. Blood
samples were obtained on the day of vaccination and 6
weeks after vaccination, at which time each child received
vaccine with those components not in the initial. injection.

F.ach child was followed 6 weeks for clinical complaints.
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®
COMPARISOil 0F MEASLES - MUMPS - RUBELLA (HPV-77:0E-5 and RA 27/3)

VACCIf4ES Itl YOUilG CHILDRE?l

PURPOSE

This study will compare antibody and clinical responses in young children

to live, attenuated measles, mumps, and rubella vaccines, given singly

and together, utilizing either HPV-77:DE-5 or RA 27/3 as the rubella cc=perents.

BACKGROUND

HPV-77:DE-5 rubella vaccine was licensed in 1969 and is the most widely-

used rubella vaccine in the United States. Although HPV-77:DE-5 vaccinees

. appear to be protected against viremia and fetal infection, HPV-77:DE-5

vaccine has been criticized because up to 803 of vaccinees may experience

asymptomatic re-infection (antibody titer boost and pharyngeal virus excretion)

on exposure to wild rubella virus. In comparison with natural rubella infection

the serum antibody response to HPV-77:DE-5 is quantatively and qualitatively

diminished, and secretory antibody is lacking. RA 27/3 rubella vaccine has

.been proposed as a better immunizing agent because the serum and secretory

antibody responses more closely resemble natural rubella infection, and

because the rate of asymptomatic re-infection on exposure to wild rubella

virus is almost as low as that seen in naturally immune subjects. In addition,

RA 27/3 rubella vaccine, grown in human tissue culture., should obviate any

problem of allergy to foreign protein. Both rubella vaccines have shown

similar age-dependent rates of arthralgia and arthritis.

. .

VACCINES

Vaccines will be supplied in single-dose, coded vials by Merck Sharp & Dohme.

Measles (Attenuvax), mumps (Mumpsvax), rubella (Meruvax), and the combination

of the three (M-M-R) are licensed products. RA 27/3 rubella virus was

originally isolated in Dr. Stanley Plotkin's laboratory from the third
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explant of the 27th fetus aborted because of rubella infection during the

1964 epidemic. It has been attenuated by in WI-38 human diploid

fibroblast tissue culture.

The lot of vaccine to be used has been fullytested for potency and safety

at the Merck Sharp & Dohme Research Laboratories. Vaccine dose is 0.5 m).

given subcutaneously. Dried vaccine should be stored at -200 C (freezer)

until used. Reconstituted vaccine should be kept at 40 C (refrigerator), and

unused rehydrated vaccine should be discarded after four hours.

STUDY PDPULATION

Children one through four years of age who have a negative history of measles,

mumps, and rubella, both disease and vaccination, will be recruited by their

private or clinic physician at the time they are due to receive these vaccina-

tions.

CAUTION

. Any ch_ild in the following. categories should not be vaccinated. . . , . .

I. Known sensitivity to chicken or duck, chicken or duck eggs
or feathers, or to neomycin.

. 2. Leukemia or other malignancies, immunologic disorders,
immunosuppressive or steroid therapy.

3. Current febrile illness. (Children with non-febrile upper

respiratory infection may be vaccinated).

STUDY PROCEDURE .

After informed consent has been obtained, an 8-10 cc blood sample will be
drawn and children will be randomly assigned to receive one of the following:

- Vaccine No. of Children

Measles-Numps-HPV-77:DE-5 Rubella 150

Measies-Numps-RA 27/3 Rubella 150

Measles 50

Mumps 50
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Vaccine No. of Children

HPV-77:DE-5 Rubella SO

RA 27/3 Rubella 50

Placebo 50

Total 550

The parent will be given a reaction reporting form and a thermometer and will

be instructed in taking temperatures. They will be asked to take daily

temperatures and record all symptoms Which occur durir.9 the following six

weeks.

Six weeks after vaccination, children will return for a second 8-10 cc,

blood sample. At this time, reaction reporting forms will be reviewed with

the parent and collected. All children will ther receive the standard

measles, mumps, and rubella vaccine to assure immunization for all three

diseases.

SEROLCG]C ST UDIES

-
Participating physicians Will refrigerate blood samples which will be

picked up by messenger three times a week. Serum will be separated, with an

aliquot sent to Merck Sharp & Dohme for rubella preciptin antibody testing

and the remainder retained for rubella and measles hemagclutination inhibition

antibody and mumps neutralization antibody testing in the University of

Nebraska Nedical Center Virus Laboratory of Dr. Roberta White.

DATA ANALYSIS

We will compare symptoms (e.g. rash, fever, arthralgia), seroconversion rates

and geometric mean titers in children who received combination vaccines+,

individual component vaccines, or placebo. We wil) lock specifically for

- evidence of either enhanced reactogenicity or diminished serclogic responsiveness
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Table 1

Seroconversions and Ceometric Mean Titers for Children
Who Were Initially Seronegative Prior to Vaccination (Study #459)

Age Measles Mumps Rubella

Vaccine Range Mean No. Conv,/Total (GMT) No. Conv./Total (GMT) No. Conv./Total (GMT)

ATTENUVAX 14m - 3y 1.5 6/6 (90)

NUMPSVAX 14m - 4y 1.7 L1/12 (12)

RUBELLA (HPV-77) 14m - 2y 1.4 6/7 (95)

RUBELLA (RA 27/3) 14m - 4y 1.6 11/11 (199)

M-M-R (KPV-77) 14m - 4y l.5 20/20 (77) 20/20 (14) 20/20 (111)

M-M-R (RA 27/3) 14m - 4y l.6 13/14 (62) 13/14 (17) 14/14 (269)

Statistical nonparametric comparison shows no suppression of post-vaccination antibody titer of any component

when administered in combined form with rubella RA 27/3 or HPV-77.

4/20/78
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Table 2

Completed Serology for Children

Receiving ATTENUVAX, Study #459

Measles HI

Case # Pre Post

<5 80

<5
<5
<5
<5 40

<5 80
<5 160
<5 160

(5 80

4/19/78
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Table 3

Completed Serology for Children

Receiving MUMPSVAX, Study #459

Mumps Neut.

Case # Pre Post

<2 (2

<2 264
<2 4
<2 64
<2

4 6
<2 32
<2 2
<2 16

2 8
<2 8
<2 16
(2 32
(2 6
<2 16

4/19/78
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Table 4

Completed Serology for Children

Receiving Rubella (NFV-77), Study #459

Rubella HI

Case Pre Post

<8

<8
<8

>512
<8 -128
<8 >S12
<8 128
<B )512
<8 32
<8 >512
<8

-
(8

4/19/78
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Table 5

Completed Serology for Children

Receiving Rubella (RA 27/3), Study #459

Rubella ET

Case # Pre Post

(B 128

(B 256
<B 128
<8 64
<B >512
<8 64
<8 >312
<8
<8 >512

256 7512
<B -256
<B >512
<8 64

4/20/78
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Table 6

Completed Serology for Children

Receiving M-M-R (HPV-77), Study #459

Measles HI Mumps Neut. Rubella HI

Case # Pre Post Pre Post Pre Post

(b)(8)
(5 160 (2 16 (8 256
(5 (2 (8

64 160 8
<5 >320 <2 8 <8 256

160 <2 64

<5 80 <2 4 <8 256
<5 20 2 >64 <8 256
<5 160 (2 64 <8 64

<5 (2 <8

<5 40 <2 64 <8 64

<5 20 <2 16 <8 256
<5 40 (2 32 <8 64
<5 160 (2 16 (8 256
<5 160 (2 16 <8 128
<5 40 (2 4 <8 16

80 32 64
<5 80 <2 8 8 32

QNS QNS QNS QNS <8 128
(5 80 (2 QNS (8 64

QNS 120 QNS 32 <8 >512

<5 80 (2 32 <8 256
(5 <4* <8
<5 (2 (8

<5 40 (2 16 (8 256

(5 80 (2 8 <8 64
<5 (2 <8

<5 80 (2 8 <8 >512
<5 (2 <8

<5 160 2 >64 <8 128

(5 QNS <8

<5 40 (2 4 <8 32

(5 160 (2 4 <8 64

<5 160 (2 32 <8 128
<5 40 (2 32 <8 >512

<5 40 (2 32 <8
-

16

* Toxicity at 1:2 level

4/20/78
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Table 7

Completed Serology for Children

Receiving M-M-R (RA 27/3), Study #459

Neasles RI Mumps Neut. Rubella HI

Case # Pre Post Pre Post Pre Post

<5 <5 <2 16 <8 256

<5 160 (2 64 <8 256

<5 20 8 8 <8 256

(5 40 <2 (2 (8 256
<5 80 (2 4 (8 128

80 20 (2 4 <8 128

<5 20 (2 16 (8 256

<5 40 2 32 <8 1512

<5 160 4 4 256 >512

<5 20 QNS 8 <8 ~256
<5 160 (2 16 <8 256

<5 80 <4* 32 (8 128

<5 80 QNS (4* <8 8

<5 80 <2 >64 (8 >512

<5 QNS (2 QNS <8 -256
<5 160 <2 32 <8 1512

<5 160 <2 16 <8 256

<S >320 (2 16 <8 128

<5
-

40 (2 8 <8 1512

80 B 256

(5 80 (2 >64 <8 >512

80 80 QNS ~16 32 -1512

<5 40 >64 )64 <8 256

(5 40 <2 16 (8 256

<5 16 (8

<5 <2 <8

QNS QNS (8
<5 QNS (2 QNS <8 8

* Toxicity at 1:2 level

4/20/78
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Table 8

Maximum Tamparat.gram Reported Among Children Who Neceived Combined
L.ive Meamlam4tumps-Ruhellm (RA 27/3) Virus V4ccine, lot 460664/C-E810 (Study #459)

Total 9accinnes (41 Childram) initially Seromegat.ives 16 Chil tram)
Maxiunau Yemperature Days Post vsec,t ietton No. with Days Post Vuccination No. with

0-4 5-L2 13-E8 19--28 0-5 5-12 13-15 19-28 29-42

(99 33 32 34 32 30 17 L3 12 14 10 13 7
(80.51) (78.0) (.B2.9) (78.0) 05..0) (81.3) (75,0) (B7.5) (62..5] (86.7)

99 - 100.9 7 3 2 4 3 & 3 2 1 3 1 2
(11.1) (7..3) (4.9) (9.8) (7. (15.S) 02.5) (6.3) (15.5) (6.7)

101 - 102.9 1 5 3 3 3 14 2 2 1 5
(2.4) (12..2) (7.3) 0.3) 02.1) (12.5) 02.3) (6.73

103 - 104.,9 I 2 2 1 6 I i 2
(2.4) (4..9) (4.9) (2.5) (6.3) (6.1)

Fever - No t
Temperature Takes (2.1)

Temperature 1 1
Not Taken

Serology
CB ..E 50.. Max. Temp. Daye Clinical Complaint Mamales Mimpa Rubella

o· 103..0 20-21 Vpper Respiratory Illnase, Gastrointes tinm1 Illness (5 1 & (2 64 (E 256
103.0 36 Gastrointentinal IIIness
202.0 11-12 Upput Respiratory thiness, Gastrointestdost 111mese
102..4 24-25 Upper Respiratory Illness, NonspecifiE Rash, Ameruxia
102.2 40-41 Upper Respiratory Illness, Ophthalmopathy, Anorests, (5 20 8 8 (8 256

Irritability, Teething
10L0 13-17 opper nespiratory T1iness, Anorez La
102.1 10-11 Upper Respiratory Illness, Amorexim (5 80 (2 4 (8 125
102.0 11+12 none <$ 20 QN5 8 (8 256
103.0 5-12 Upper Respiratory fliness. Gastrotatestinal 211mees, <5 80 GNS <4 <B 6

Aparenia, Mamm1ss-Like Ramh
102.D 39-42 Upper Respiratory Illness, Gtitis, GastTojntestinal

Illness
102.3 24 Upper Respiratory Illness, Anarexia <$ 80 42 164 (8 1512
102.2 38-19 Anorests (5 ONS (2 ONS <B 8
102.6 17-18 Upper Respiratory 111ness, Castrointestinst T1lness, NS 80 Ms 5 us 256

Amorexis
102.5 D-4 Upper Respiratory 111ness, Ophthalmapathy, Anorests, (S 40 >_64 64 (8 256

Herpes-Type Rash, Soreness at Injec tion Site
104.5 E5 Dtitis 45 40 (2 16 (5 2½
103.5 22 Upper Respiratory fliness, Castraintestinal tilness,

Amorexam

4/71/78
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Table 9

Clinic_al. Complaints Heported Among Children h Received Camhined
Live Heseles-NumpeRubella (RA 27/3) Yirus Vaccine, Lot #60664/C-EB10 (Study #459)

Total Yacef.nces (41 Children) Initiall.y Seronegatives (16 Child ren)
Days Pust. Vaccio.ar.ion No. v1th Days Pas t Vare inatInn No. with

0-4 5-12 13-1.8 ]9--28 29--42 Comp_1aint D-4 5-12 13-18 19-28 29-42

Injection Site
5oreness Z 2 Q

(4.9Z)

Syst-emic:
Meamles-tike Rash 4 2 5 1 1

(9.B) (4.9) (6.3)

Irritability 1 3 2 3 6 I 2
(2.4) (7.3) (4.9) (7.5) (6.3) (6.7)

Anorexta 8 $ 8 9 7 20 3 1 2 3 3 6
(19.5) (12.2) (19..S) (22.0) (1?.S) (18.8) (6.3) (12.5) (18.8) (20.0)

Disturbed Sleep 1 1 1 1
(2.4) (6.3)

lfpper Respiratory Illness 16 17 10 H 16 28 $ $ 2 6 7 10
(39.0) (41..5) (24.4) (26.8) (40.D} (31.3) (31.3) (12.5) (37.5) (46.7)

Otitis 2 1 3 3 E 1 1 2 1 4
(4.9} (2.4) (7.3) (LS) (6.3) (6.3) (12.5) (6.7]

Opht.halmopathy 3 L 1 7 I 1
{.7.3) (2..4) (7..5) (6.3)

Gastrointestinal 111suess 9 9 6 10 9 24 3 1 2 5 3 10
(22.0) (22.0) (14.6) (24.4} (22.5) (18.8) (6.3) (12.5) {31..3) (20.0)

Nonspecific Rash 2 4 2 3 1 5 1 2 Z 2 1 3
(4.9) (9.8) (4.9) (7.3) (7.5) (6.3) (12.5) (12.5) (12.5) (6.7)

Varicella 1 1 1 1
(2..4) (6.3)

Allergy 1 1 I I
(2.4) (6.3)

reaching 1 3 I 1 2 4 1 1 1 1 1 1
(2.4) (7..3) (2.4) (2.4) (S.0) (6.3) (6.3) (6.3) (6.3) (6.7)

Herpes-Type Rash I. 1 O
(2.4)

Persons with complaint: 20 26 18 16 22 34 7 B 6 8 9 14
(48.8) (63.4) (43.9) (39.0) (SS.0) (43.5) (50.0) (37.5) (50.0) (60.0)

Persons wit.h No complainr.r 21 15 23 2) 18 7 9 B 10 5 6 2
(51.2) (M.6) (56.1) (61.0) (45.0) (56,3) (50,0) (62.5) (50.0) (40.0)

Negative Surveillance I 1

4/21/78
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Reference No. 4

Program: Study #467 - To compare antibody and clinical responses to

combined live measles-mumps-rubella virus vaccine containing
the RA 27/3 rubella virus strain or the HPV-77 duck rubella

virus strain.

Vaccine: Combined live measles-mumps-rubella (RA 27/3) virus vaccine

Lot 9621/C-D763

Combined live measles-mumps-rubella (HPV-77) virus vaccine

M-M-R

Responsible Clinical Investigator:

Robert E. Weibel, M.D.

Director, Division of Preventive Medicine

Joseph Stokes, Jr. Research Institute

Children's Hospital of Philadelphia

34th and Civic Center Boulevard

Philadelphia, Pennsylvania 19104

Study Locations:

De La Wair Clinic, Wilmington, Delaware

The Northeast Clinic, Wilmington, Delaware

The Riverside Health Clinic, Riverside, New Jersey
The Deborah Clinic, Browns Mill, New Jersey
The Mt. Holly Clinic, Mt. Holly, New Jersey
G. Starkweather, M.D., Havertown, Pennsylvania

E. M. Craven, M.D., Wilmington Medical Center, Wilmington,
Delaware

James W. Williams State Service center, Dover, Delaware

Lankenau Hospital, Philadelphia, Pennsylvania
Children's Clinic of Chester and Vicinity, Chester,

Pennsylvania

Date Study Initiated: June 7, 1976

Date Study Completed: NWy 12, 1977

Study Procedure:

Two hundred seventy-five children, 10 months to 7 years of

age, from the open population, were included in the study.
Two hundred fifty-five children received a 0.5 al subcutaneous

dose of 1 of 2 vaccines. Twenty children received a 1.0 m1
subcutancous dose of combined live measles-mumps-rubella (RA

27/3) virus vaccine. Blood samples were obtained prior to
and 6 weeks after vaccination from approximately one half of
the children. Each child was followed 6 weeks for clinical
complaints.
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Clinical Protocol - Study #467

Combined Live Measles-Mumus-Rubella (RA 27/3) Virus Vaccine

Purpose: To compare antibody and clinical responses to combined live

measles-mumps-rubella virus vaccine containing the RA 27/3 rubella

virus strain or the HFV-77 duck rubella virus strain.

Vaccines: 1. Combined live measles-mumps-rubella (RA 27/3) virus vaccine

Lot #621

Vaccine dose is 0.5 mi given subcutaneously.

The vaccine is supplied in two-dose vials. Each vial of

vaccine should be rehydrated vith 1.2 al of sterile, pyrogen-

free distilled water.

2. Combined live measles-mumps-rubella (HPV-77 duck) virus vaccine

Lot #0131V

Vaccine dose is 0.5 al given subcutaneously.

The vaccine is supplied in single dose vials. Each vial of

vaccine should be rehydrated with 0.7 m1 of sterile, pyrogen-

Eree distilled water.

CAUTION: Both vaccines contain egg protein and should not be given
to persons with known sensitivity to chicken or duck, chicken or duck
eggs or feachers. The vaccines also contain neomycin and should not

be given to persons with sensitivity to neomycin. Persons with

leukemia or other immunologic disorders and persems receiving
immuno-

suppressive drugs should not be vaccinated. The vaccines should not

be given to. persons with any febrile respiratory illness or other

active fabrile infection.

Keep dried vaccines stored at -2O°C.

Keep dried vaccines at 4°C in transport.

Keep reconstituted vaccine on ice, Discard unused vaccine 4 hours
after rehydration.

Procedure: The study population will consist of children 1 to 4 years old having
a negative history of vaccination for and illness caused by measles,
mumps and rubella. Children will be randomly assigned to receive one
of the two vaccines as follows:

Group Vaccine No. of Children

Group 1 M-M-R (RA 27/3) 100-200 children

Group 2 M-M-R (HPV-77 duck) 100-200 children
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Clinical P-ococci - -2-

Study #467

Informed written consent will be obtained from each child's parent
or guardian prior to his participation in the study,

Each child will receive a single 0.S m1 subcutaneous injection of
one of the two combined live measles-mumps-rubella virus vaccines.

Bleeding samples (10-15 al) will be obtained from approximately
one-third of the study participants. They will be bled immediately
prior to vaccination and 6-8 weeks following vaccination.

Each child will be followed clinically for 42 days following
vaccination. All local and systemic complaints will be recorded
on the case report form.

Schedule: Vaccination and Follow-up Bleeding
Time (All Children) (Approx. 1/3 of Children)

Day 0 Vaccinate 0.5 m1, Bleed 10-15 al.
subcutaneously.

Days 0-42 Clinical follow-up for local --

and systemic reactions.

Week 6-8 -- Bleed 10-15 m1.

Serology: Circulating levels of antibody before and after vaccination will be
determined. Measies and rubella antibody levels will be determined

by hemagglutination-inhibition test. Mumps antibody levels will be
determined by serum neutralization test.

Clinical Attached.

Forms:

Adverse Any serious or alarming reaction, including dea:. due to any cause
Reactions: during this investigation, whether related or not related to the

test material, must be reported immediately to Merck & Co., Inc.,
through Dr. Haurice R. Hillaman, telephone (215) 699-5311, Ext. 5532,
or in his absence, Dr. Allen F. Woodhour, telephone (215) 699-5311,
Ext. 5588.

Unused All unused vaccine should be returned immediately to the Virus and
Vaccine: Cell Biology Laboratories of the Nerck Sharp & Dohme Research

Laboratories, West Point, Pennsylvania 19486.

M. R. Hilleman PR.D.
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SYMPTOM RECORD

M-M-R Study No.

''HILD'S NAMF CASE NO.
suits (Funs (M*ooies

Temperature

DAY DATE z z z COMMENTS
O O,.

2 I

6

12

8

22
23
24

28
29

31

32

33
34

35 I
36
37

as I
39
40
41

42 I

rr or unusual reaction develops. can:
Dn. R. E. WE18EL PLEASE RETURN FOR FOLLOW•UP VISIT ON:
Havertown. Pennsylvanie - Phone: Hilltoo 6-1110

OR
Children's Hostntal of Phstadelphia - EV 7-130s BE SU RE TO BRING THIS RECORD ALONG WITH You.

Psess-oryngoone)
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INSTRUCTIONS TO PARENT:

1, Please fill In the date each day.

2, Please lake temperature once daily at the same tirne and record exact thermornerer reading.

3, If no symptoms are present, place a check ) under "NONE" beside that day's date.

4, If a symptom is preservt, place a check ( ) imder ji beside that day's date.

5. Describe other ov...gio.... and any RASH in the space under "COMMENTS."

5. THIS IS VERY IMPORTANT INFOBMATION, Please do not misplace this card.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



MEASLES-MUMPS-hUBELLA WACCINATl0N -

FAMILY Mo. CASE No.

cours •.wt

MSatt{ %

fla mastwearl 4Gf HI5'OP' uwtkP5

RUSELLA

Paate,-5 mg TCLEPsecastpen
age •g es' wiCLLS

ar•ares
3...e. s-ait• o-- s·••r

I consent to have my child. named above. receiveLOCATICM
live attenuated measles, mumps. rubella virus

PRE-vACCINATION VaCCine.

SIGnaTURE
CLINICAL

DATE

9
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ACCamarl0s:WACClet LOT 9LEI01863

.. patt vot. 5111 Pat-vaCClaatson CAStno.
,,.g3 •7-12 t-5

PO5t.vaCClastsan
r.•3.

stito*•4 5 I 8 8 L O5 1 CL 8 a a c a L s v mma a r
part •IA5LES 5 sttELLa ..4 ,ge, es, ...,3
t $ &T • I a 4 7 3 • s Sol

a
eg.ss et 3. .

CO*tnTS:

$Ue88437
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Table 1

Scrological Findings Among Children We Received m 0.5 at Dome of Combined
1.ive Messles-tbumps-Rubella (RA 27/3) Virus Vaccine, Lot f621/C-D763 (Study f467)

Ini.tt. Ily Seionep;.utve tar Initially Seropositive to:
Total 176, He-ist em-hmpg-Rubel 1a Meas I es- Rube l la Humps- Hohell a Zhimps Only Rubella Only Heaslen

No. 5erol. Convics1ons/ otal Conversions/Total Conversinus/Tatal Conversions/ Converstonn2 Humps and
Vacc. Tested Heamins fjumps_ Robells rteastes RubcIla RubeEin Tatni Total Rubells

(Honha)
11 8 7 6/7 7/7 7/7

-

(Tears)
1 63 32 29/30 30/30 30/30 D/1 1/1 1/l 1/1

2 17 10 7/s 7/s 8/8 1/1 1/1 1/1

3 n 6 1/1 1/1 3/3 2/2

4 9 6 1/3 3/3 3/3 2/2 2/2 1

$ 5 4 1/1 . 1/1 1/1 1/1 1/1 1/1 1

6 3 1 1/1

7 1 0

Total 117 66 46/49 4B/49 49/49 3/4 4 4 3/3 3/3 5)$ 3)3 2
Nean Age: I.9 Tears (93.9E) (98.0x) (1002)

Overall Corwersion Rates

thesles Nomps Rubella

49/53 56/57 59/59
(92.5%) (98.21) (1002)

8/24/77
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Table 2

Serological Findings Among Children Who Received a 1.0 ml Dose of Combined

Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine, Lot #621/C-D763 (Study #467)

Initially_ Seronegative to: ___ Initially Seropositive to:
Total No. Reas.10s-Mumps-1talwIla flem:les-1tubella Mumfm unt y Measies

No. Scrol. Conversions/Totni Conversi 3ns/Total Conversions/ Mumps and

ge__ Vacc. Tested Measles Mamps lhibella Measles Ibthella Totni Rubella

(Months)
11 1 1 1/1 1/1 1/1

(Years)
1 11 8 7/7 7/7 7/7 1/1

. 2 S 2 1/1 1/1 1/1

3 1 0

5 2 1 1/1 1/1 1/1

Total 20 12 9/9 9/9 9/9 1/1 1/1 2/2 0

can Age: 1.7 Years (100%) (1002) 000%)

. Overall Conversion Rates

Nensles Mumps Rubella

10/10 11/11 10/10

(100Z) (100%) (1002)
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Table 3

5erological Findings Among ChihIren Who Received a 0.5 int Dose of comuned
Live Neaeles-knipe-Rubella (ilPV-77) virus Vacctnc, M-N-R (study 667)

IruLt.I.11ty 5mreneputtve to: Initially SerpposEtt.ve to:
Total No. Mousles-thmyn-Rubclim Ik•atles-Sulm) ht thumpn-R¹ul•r)1a Henales Ortly hunups Only Heasles

.. No. Serol. ranverstuns/ 'otal CanrersI sns/Totn] Convers ons/Total Conversions/ Conversions l‰mps and
Age Tace. Tested Heasics Humps Robella Hessles Rubella Ikanps Rubcila Total Total Rubella

(Hoaths)
10 1 0

11 2 2 1/2 1/2 2/2

(Years]
1 BB 46 36/42 36/42 40/42 3/3 3/3 1/1

2 19 10 3/3 2/3 3/3 2/2 2/2 1/1 1/1 1/1 2/2 1

3 12 6 4/4 4/4 3/4 1/1 1/1 1/1 1/1

4 12 3 1/1 1/1 0/1 2/2 2/2

5 3 2 1/1 1/1 1/1 1/1 1/1

7 1 1 I

Total 13B 70 46/53 45/53 49/53 9/9 919 2/2 2/2 1/1 3/3
Mcan Age: 1.7 lears (86-8%) (84.92) (92.5Z) _

Overall Conversion Rates

Measles nauys Rubella

[ 56/63 50/58 E0/64
(88.9%) (B6.2X) (93.81)

8/24/77
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Table 4

Distribtition of Post-V.necination Antibody TLters Among Children Who Were Initially
Scronegative to Nensics, Mimps narl Kuhella, Who Received n 0.5 mi Dose of combined

1fve Heasles-Mtmq1s-Rubella (itA 27/3) Virus Vaccine, Lot S621/C-D763 (Study #467)

Neasles (HAL) Humps__(Neut.) Rubella (IIAI)
Post Titer Humber of Post Titer Number of Post Titer 1:umber of

DistElbation Children Distribution Children Distribution Children

(5 3 (2 1 16 1

5 2 2 8 32 1

10 2 4 L1 64 11

20 4 8 8 128 22

40 9 >S 1 256 10

80 8 16 10 512 4

160 17 32 7

320 4 64 3

Total 49 49 49

Ceometric

Moon Titer 56.2 8.3 13).7

8/24/77
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Table 5

Distribution of Post-Vaccination Antibody Titers Antong Children Who Were Initially
Scronegative to Measles, Mumps and Rubella, Who Received a 1.0 mi Dose of Combined

Live Hensles-Mumps-Rubc1la (RA 27/3) Virus Vaccine, Lot #621/C-D763 (Study #467)

Measles (UAI) Ifumps (Ncut.) Rubella (IIAT)
Post T1ter Number of Post Titer ?Nmber of Post Tlter Number o

Distribution Children Distribution Children Distr.1bution Children

160 4 2 2 64 1

320 4 4 5 128 2

640 1 8 1 256 3

16 1 512 2

1D24 1

Total 9 9 9
.

Geometric
Mcan Titer 254.0 4.3 256.0

8/24/77
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. _ ___ _

Table 6

Distrthution of Post-Vaccination Antibody T1ters Among Children Who Were Initially
Scronegative to Measles, Numps and Rubella, Who Itecef.ved n 0.5 ml Done of Combined

Live Mensles-Mumps-Rubella (11PV-77) VI.rus Vaccine, M-tt-R (Study #467)

fleasles(Itar) Mnmps (tient.) Rnticlla (IIAT)
Pont Tlter Numbe.r

o(-
Post TiLer Number of Post Titer r:umher of

Dis Lrlbut lon Chil dren Illstr.1 bn tion Ch Ll<1ren Fifstribution Chil*lren

<5 7 (2 8 (8 4

$ 2 2 9 8 9

20 2 4 14 16 7 .

40 6 8 9 32 11

80 14 >8 1 64 7

160 17 16 6 128 9

320 4 32 4 256 4

640 1 64 2 512 1

1024 1

Total $3 53 53

Geometrf.c

Mean TLter $1.1 , _ 5.0 32.4

8/24/77
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Table 7

Maximun Temperatures Reported Among Chtfdrcm h Rmeeived a 0.5 mi Dese of combined
Live Homeles4iumps-P.uhella (RA 27/3) Viruz Vaccine, Lot f6Z1/C-D763 (study $4G7)

Totn! Yac cInces (117 Chil jren) Initt.nlly Sernnrg.1t tven (61 C1s11I tent
Maximum Temperstore D-ve r st Va_cc:¹rm_t.inf 170. wit.h p.Ty_-arast V.velnat5or No, with

0-4 5-12 13-18 19-2A 29-62 0-G 5-12 13-18 19-28 29-42

(99 61 53 61 59 57 39 J4 29 34 34 32 25
(73.52) (64.6) (75.3) (73.8) (72.2) (77.3) (69.0) (79.1) (81.0) (78.D)

99-100.9 20 23 17 16 16 2.6 10 a 7 7 8 Iz
(24.1) (28.0) (21.0) (20.D) (10.3) (22.7) (19.O) (16.3) (16.7) (19.5)

101 - 102.9 1 5 2 3 4 13 4 1 1 5
(1.2) (6.1) (2.5) (3.a) (51) (g.5) (2.3) (2.4)

103 - 104.0 1 1 1 2 2 7 1 1 1 3
(1.2) (1,2) (1.2) (2.5) (2.5) (2.4) (2.3) (2.4)

Not Tek.en 34 35 35 37 38 32 17 19 18 19 20 16

8/24/77
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.

Table 8
.

Iligh Temperatures Reported Amonp, Chilitron Who Received a 0.5 al Ilose of Comlvined
Live flensles-Humps-Rulic1la (RA 27/3) Virus Vaccine, Lot #621/C-0763 (Study #467)

Serolor,v
Patient Time Period Mca:les FEn-p-s unh 113

No. H:ix. Temp. (Days) Clinical Complaints Pro l'ost prc post pre post

102.0 29-31 Upper Respiratory Illness NS NS flS NS NS NS
102.0 3 Anorexia NS NS NS NS NS NS
102.0 24-28 Upper Mespi rntnry Illness, Castro-

. intestin.il Tllness, 1rritability
102.0 27 No Clinical Complaints NS NS NS NS NS tlS
101.0 26-29 Anorexia, Tecthing US NS NS t!S tlS NS
103.0 0-3 Upper Respiratory IIIness NS NS NS 135 NS NS
103.2 9-11 Upper Respiratory Illness, oritis, <5 160 <2 32 <8 512

1.ymphadenopathy, ophthalmopathy,
Castrointestinal Tllness, Anorexia,
Soreness at Injection Site

104.0 22-23 Upper Hespiratory Illnesn, Castro- 120 40 2 4 232 128
intestin:il Illness, llea:lache

103.6 40-41 Upper Respiratory Illness, Ilcadache >20 80 <2 16 232 128
Anorexia

102.0 7-8 No Clinical Complaints <5 80 <2 4 <8 12R

102.0 12 Upper Respiratory Illness, Ophthalmo- <5 <3 (2 8 <8 128

pathy
103.0 30-33 tipper Respiratory Illness, Contro- <5 10 (2 2 (8 128

intestinal Illness
103.0 18 lipper Respiratory Tllness, Teethine, (5 5 (2 32 <R 256

102.0 10-12 No Clinical Complaints (5 40 (2 32 <8 256

a

8/24/77
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Table9

Maxime Tmperaturee Reported Among Odidren Who Received a 1,0 at Demu of combined
Live Hessies-Humps-Rubella (RA 27/3) Wrira Vaccine, lot f62U0-D763 (5r.udy M67)

Total Taccinces (20 Children) inLtialty Scromegatives (11 Chiliren)
Maxim Temiperature nays Post Vaccinatlan No. with ALve P<st V.1t·cimation No. elth

0-a 5-12 13-15 19-28 19-42 3-12 n-18 19-28 29-42 Jimx._ em .

(99 13 11 13 12 13 9 7 7 6 7 &
(16.5%) (é4.t) (81.3) (10,6) (76.5) (70.0) (70.D) (50.0) (so.a) 170.0)

19 - 109.9 , 3 4 2 4 3 5 3 2 1 3 2 3
(17.6) (23.5) (12.5) (23.3) (0.6) (30.01 (20.0) (19.D) (30.0) (20.0)

101.U 2 1 1. 1 1 D
(10A) (.5.9) (to-0) (10.0)

103.0 1 1 1 2 1 1
(5.9) (6.3) (5.9) (10.0) (10.0)

N'ot Taken 3 3 4 3 3 3 1 1 1 1 1 1

Patient TimePeriod
Mo. Mu, Tesp. mL Clinical Camplaint Neastes Maspa Rebells

103.0 0 No Clinical Complaint ME N$ N5 NE NS MS

103.0 33-15 No C1(nical Complaint (3 160 (2 4 (s 256
103,0 22 No Citate.al complaint.

g/24/77
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Table 10

, Nawinnse Temperaturen Reported Among Quf1dren 1the lieceived n 0.S at nose of comuned
1.ive Neasles-Mumpe-Mubella (1IPV-U) WIrus Vaccine, M-11-R (Study f467)

Total-Tiii-r-inces (flif c aldrenJ thit.fá11j__s_r-dag¿utiven (70 chlidren)
Hasimue Temperature _Day_s_roct v.iccin;¹tten Wo. with Days twat vacclmsgan No. utth--5-4--

5-12 n-Is 19-28 29-42 _,_t_3,- -_4_2

(99 73 66 78 75 73 53 38 35 43 40 39 29
(74.52) (68,0) (81.3) (78.1) (76.5) (76.D) (20.0) (B6.o) (A0.0) (e1.3)

99-100.9 22 24 L5 16 14 27 1D 9 5 & 10
(22.4) (24.2) (15.6) (16.7) (15.1) (20.0) (18.0) (10.0) (16.D) (B.3)

101-102,9 3 4 2 2 5 14 2 3 I 4 s
(3.13 (4-1) (2.1) (2.1) (5.4) (4.c) Is.o) (2.o) (s.3)

103-104.9 3 1 3 1 6 2 1 2 1. 5
O,t) (1,0) (L1) (1.3) (5..0) (2.0) (4,D) (2,1)

Not Taken 40 41 42 42 45 38 20 ZQ 20 20 22 18

Fatient timu Period
No. Naz. Temp. (Doys) clinteel Compim.fat Nemsics Mrups Robet14

we
202.0 5-6 Otitis (5 320 (2 4 <O 16
104,0 19-21 Upper Respiratory fitness, Honspecific Y1rst (5 310 2 a 64

2:u-du, Anerexta .
103..0 34-19 Te.ethiur, (5 (5 (2 )2 48 1024
103.0 B-10 tic Clintrut complmints (5 320 (2 8 (5 <8
104..0 28 we cisntcal Car-plaints
I01.2 13-14 No clinical

Cusplntets'
15 640 (2 A <B 256

103.2 25 No Clintrat complaints
102,0 4-5 1ge clinfrnl en=ptal to grus 80 qNS 4 qirs 64
102.0 27-36 castraintestinal Ilipesp. loosepectric Rash. <$ 40 (2 J_R (A 32

Anormla
30LO 5-10 tferee nearlentar y 11tnna, AmoremEn <5 160 <2 (2 (A 118
202.0 15 tipper Respi rmi.ery 111rurse, Utitia M5 N$ $45 ILS lift N¶
102.D 30-34 upper Respiratory 11iness <$ 40 (2 (2 (A A
102..4 1 No CItnicat Camph1nts (S 260 (2 32 (A 175
10).0 7-12 Gestratntestinal Illnema. Irr$itaM11ty, Anorests, ($ 16n (2 22 €5 32

Teethinr..
303.0 6-10 ophthalmopathy (3 160 (2 2 (s 32

8/24/n
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. - -- Talric 11 - - - --

Citalcal Complatters Regacitcal A•nny, thlldrcre N Oerelved a 0.5 al twice of Cont.tac4Live ficasles-ftamps-Rolella (RA 27/)) Vlrus V.tectac, Int f421/C-D763 (*.tudy #467)

Tot I V.wct wes (117 thlldect) inltl'lly Scrova.c.1tives (61 Chl drces)CIlnical Complalat Is.ws r. -t Vaccin1t I.·n No. wlth Un- rett T.u * inatten F,o. witho-4 5-1 2 13-in 19-l e 29-47 cany ).vi nt 0-4 5-12 ll-in 19-15 2%42 hth
serenese et Injection Site 2 I 1 1 1 I 1 2(2.2%) (1.1) (1.1) (2.I) (2.1) (2.1)
l.ymptsadenopathy 2 1 3 2 1 3(2.2) (1.1) (4.1) (2.1)
Kracles-1.the Rash 1 5 3 2 I 4 1 5(1.1) (5.A) (3.4) (2.1) (8.5) (2.1)
Meadache I I 1 3 1 1(1.1) (1.t) (1.I) (2.1)
trettsbility 4 4 1 a 3 I 6(4.4) (4.5) (1.1) (6.3) (2.1)
Tever-Temperstwre Not Reported 1 1 2 I 1(1.1) (1.1) (2.1)

. Amerexla 10 12 6 7 6 23 3 2 4 2 1 It(13.1) (13.5) (6.7) (8.O) (6.8) (10.4) (14.9) (8.3) (6.3) (2.1)
Flush 1 I O

Disturbed Sleep 2 2 0
(2.2)

Hyalgle 1 1 1 I(1.1) (2.1)
Upper temptratory Illnese 15 29 17 20 11 53 6 11 9 9 10 12

(16.2) (32.6) (19.1) (22.?) (35.2) (12.5) (27.7) (14.8) (19.1) (21.3)Otitle 1 2 2 I I 2 1 I I(1.1) (2.2) (2.2) (1.11 ().1) (2.1) (2.1)
orhthalenpathy 5 4 3 4 9 1 1 2 1 4

(5.6) (4.5) (3.4) (4.5) (6.4) (6.3) (4.1) (2.1)
Centrolntestinal Illnese 9 15 10 12 11 31 4 12 6 2 4 16

(10.0) (16.9) (11.2) (l).6) (14.6) (8.3) (25.5) (12.5) (14.9) (8.5)
senspectric Rash I 3 I I 4 6 1 I

(1.1) (1.1) (1.1) (1.1) (4.5) (2.1)
relson Ivy 1 1 0

Allergy 1 1 2 1 1 2
(l-l) (1.1) (2.1) (?.1)

Tectising 1 4 4 2 2 to 1 2 2 5(1.1) (6.5) (4.i) (2.)) (2.1) (2.1) (4.1) (4.J)
Megative Surveltlance 27 25 23 29 29 27 11 14 11 14 14 13
reemons with Cpepl4tnt: lo 44 24 10 17 56 1.' 21 14 1. l) 2*•

()).1) (49.4) (11.5) (14.1) (42.n) (25.n) (t.f..7 % (21.2) (21.p) (7;.))rersons wlth No Complaint: to 45 41 59 51 3) 14 .'t t·. 11 li 21
((.6.7) (50.6) (4.5) (f.5.9} M (75.0) 55 0.A1 77.1
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Tod>le 12

C)tntent Complaints Reported Among Children Whn Received a 1.0 al Dome of Combined
Live Neasics-Humps-Bubella (RA 27/3) VLrus Vaccine, Lot 7621/C-0763 (Study f467)

Tornt Vacelnces (20 Children) In h ial v Serontgatives (11 cht b1ren)
Clinical Complaint IMys re st Vacetnation 11o. vlth IMys Fast Vaccinat inn No. with

0-4 5-12 11-18 19-28 29-42 Complatut D-4 5-12 1]-18 19-28 29-42 complaint

$nreness at injection Site 1 1 1 1
(5.9%) (10.0)

Lymphadenopsthy 1 1 1 1
(5.9) (10.D)

Arthrslgia 1 1 0
(5.9)

Measlee-Like Rash 1
(5.9] (10.0)

Irritability 1 I 1 1 1 1
(5.9) (5.9) (10.D) (10.0)

Fever - Temperature Mot 1 1 1 1
Reported (5.9) (10.0)

Anorexlm 1 1 2 I 1
(5.9) (5.9) (10.0)

lipper Respiratory Illness 4 5 2 4 t 8 1 1 2 4
(23.5) (29.4) (11.8) (23.5) (5.9) (10.0) (10.0) (20.0)

Otitis 1 1 1 1 1 1 1 1
(5.9) (5.9) (5.9) (10.0) (10.0) (10.0)

Castrointestinal Illness 3 1 1 4 2 t 2
(17.6) (5.9) (5.9) (20.0) (10.0)

impetigo 1 1 1 I
(5.9) (10.0)

Negative Surveillance 3 3 3 3 3 3 1 1 1 1 1 1

rersons with ComplaLnt: 7 6 5 5 i 2 9 3 2 2 3 I $
(41.2) (35.3) (29.4) (29.4) (11.8) (30.0) (20.0) (20.0) (30.0) (10.0)

rersons with No Comp1nint: 30 21 12 12 LS 8 7 8 R 7 9 5
(58.R) (64.7) (70.G) , (70.6) (38.2) . (70.0) (80.0) (80.0) (70.0) (90.0)

a/2A/77
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Tat>14e 13

Citalcal Complaints Reported Among 11.13dren 1A*nSeceived n 0.5 at Due of CombleedLlve Mensles-Neps-Robella (11ty-77) Virue Vaccine, H-N-2 (Study #467).
Total WarcInc ¬ (138 Oil3dre* ) Initially %ernacculves (30 thil treClinical Compla1st Days reat Vare 1v.etlan no. vtth D1ys_rrar Vatrination No. withD-4 5-12 T3-ls 19-28 29-42 Complaint 5-12 1)-14 19-28 29-42 Complaint

Injectlem Sites 7 7 3 3(6.9%) (5.7)
Soreness 6 6 2 2Sorenese and Induratton 1 1 1 1

Systemic:

Meesleo-L1he Rash 3 2 5 1 1(5.0) (2.0) (1.9)
Readacha 1 1 2 2®

(1.0) (1.D) (2.0) (1.9)
ter1tah111ty 3 4 2 3 9 2 1 1 4(1.0) (4.0) (2.0) (3.0) (3.8) (1.9) (1.9)
anorests It 17 5 6 4 24 4 9 1 3 3 14(10.9) (16.8) (5.0) (5.9) (4.0) (11.3) (17.0) (1.9) (5.7) (5.7).
Flush 1 I O(1.0)
01sturbed Sleep I 1 O

Myalgia 2 2 I 1(2.0) (1.9) .
Opper tespiratory Illnese 18 19 15 18 24 45 to 9 6 7 8 20(17.8) (18.5) (14.9) (17.8) (23.8) (18.9) (17.0) (11.3) (13.2) (15.1)
Ot1tle 1 4 2 1 1 7 1 2 3(1.0) (4.0) (2.0) (1.0) (1.O) (1.9) (3.8)
Ophthalmopathy 2 3 I 2 & 2 2 4(2.0) ().0) (1.0) (2.0) (3.8) (3.8)
Castro1ntestinal tilnese 15 12 5 5 4 27 7 3 3 2 4 It(14.9) (31.9) (5.0) (5.0) (5.9) (13.2) (5.7) (5.7) (3.8) (7.5)
Rash-Meeepectfle 1 3 5 3 4 12 1 I 4 1 1 6(1.0) (3.O) (5.0) (3.0) (4.0) (1.9)'

(1.9) (7.5) (1.9) (1.9)
Varicella 1 1 I O

(1.0) (1.0)
Other• I 1 2 1

(1.0) (1.0) (1.9)
Geniteerinary Infectlen I 1 1 O

(1.0) (1.0)
Altergy 2 2 1 3 2 2 2

(2.0) (2.0) (1.0) (3.8) (3.8)
Teething 7 4 2 A I I 2 3(2.0) (4.0) (5.0) (2.0) (3.9) (1.9) (3.5)Negattee Survelliance 37 ]? 37 17 31 37 17 17 17 17 17 37regnces with Complaint: 36 41 24 26 )d 57 20 In 9 lo 12 27(35.4) (f.0.6L (23.8) (251 j29.7) 7.7)_ 04.0) (17.n) (ls.9) (22.4)rersone with No Compla1sts 65 60 77 75 71 31 3% 44 4) 41 26(64.4) (59.4) (76.2) |(74.3) (70.3) (62.3) (64.o) (53.0) (41.1) (77.4)

• Includeo ingested lighter fluid and bloody nose.
.
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MEMO

To File Location Date 9/27/77

From T. Schofield Location W26-285

Subject Statistical Analysis - Studv #467

Significant differences in seroconversion rates for measles, mu-ps,
and rubella and clinical reaction rates among three groups of

vaccinees were investigated. The groups were those who received

a 0.5 m1 dose of combined live measles-mumps-rubella (RA 27/3)
virus vaccine (Group 1), those who received a 1.0 m1 dose of the

same (Group 2), and those who received a 0.5 m1 dose of combined

live measles-mumps-rubella (RPV-77) virus vaccine (Group 3).

Significant difference exists in the mumps seroconversion rate

among these groups. 56 out of 57 (98.2%) converted in Group 1,
11 out of 11 (100.0%) in Group 2, and 50 out of 58 (86.2%) in

Group 3. No significant differences exist for other rates.

Analysis of variance was performed on post-titer values of triple-

negative vaccinees. The log transformation was used. Significant

differences among the groups existed for all three components.

Multiple comparisons showed the following:

a) For measles, children in Group 2 (GMT = 254.0) had significantly
greater post titer (in the log scale) than did those in Group 1
(GMT = 56.2) and those in Group 3 (GMT = 51.1);

b) For mumps, children in Group 1 (GMT = 8.3) had significantly
greater post titer than did those in Group 2 (GMT = 4.3)
and those in Group 3 (GMT = 5.0);

c) For rubella, children in Group 1 (GMT = 131.7) and Group 2

(GMT = 256.0) had significantly greater post titer than did

those in Group 3 (GNT = 32.4).

T.S.

6801
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CLINICAL 5UMMARY

Study Name - Combined Live Measles-Mumps-Rubello (RA 27/3) Virus Vaccine

Study Number - Clinical Protocol - 467

Material - Combined live measles-mumps-rubelle (RA 27/3) virus vaccine

Lot #621/C-D763

Combined live measles-mumps-rubella (HPV-77) virus vaccine

Lor #0131V

Purpose - To compare clinical and ontibody responses to combined live measles-mumps-

rubello virus vaccine containing the RA 27/3 rubello virus strain or the HPV-77

duck rubella virus stroin.

Time Period of

Observation - Initiated: June 7, 1976; completed: May 12, 1977

Medical Opinion

At the following locorions: Burlington County Health Core Clinics-Riverside Clinic, Zurbrugg .

Memor1of Hospital, Riverside, New Jersey, Browns Mills Clinic, Deborah Hospital, Browns Mifis,

N.J., Mount Holly Clinic, Mt. Holly, N,J.; Delaware 5tate Health Clinics, Dover Delowere

and the DeLoWor Clinic ond Northeast Clinic, Wilmington, Delowere; Elizabeth M. Craven, M.D.,
Pediatric Clinics, Wilmington Medical Center, Wilmington, Delaware; The Lankenau Hospital Pediatric

CIInie, Philadelphia,
Pa.- ond George A. Starkweather, M.D.'s office, Havertown, Pa.; 275 children,

10 months to seven years of age were enrolled in this study with parental consent. Two-hundred fifty-

five children received a 0.5 ml. subcutaneous dose of either vaccine. inadvertently, twenty children

received a 1.0 ml. subcutaneous dose of combined rneasles-mumps-rubello (RA 27/3) virus vaccine.

Eoch child received a report card and the parents were encouraged to record local and systemic reactions

for 42 days. Poired blood samples were obtained prior to ond 6 weeks follwing vaccination from 148 of

275 (54%) children to perform measles hemagglutination inhibition,mumps neutralization and rubeila

hemogglutinction inhibition tests.

Measles-mumps-rubella (RA 27/3) virus vaccine was given to 137 children, ages 11 months to7 years

(meon age 1.9 years) with 78 paired sero, seropositive to m-rn-r in two and seronegative as fo!Iows:

m-m-r 5B, measles-rubello 5, mumps-rubel|c 3, mumps 7, rubella 3 - 13 m-m-r seronegatives had

only a pre-injection sero ogy test. Measles-mumps-rubello (HPV-77) virus vaccine was given to 138

children, ages 10 months to seven years (mean age I.7 years) with 70 paired sero seropositive to m-m-r

in 2 and seronegative os follows: m-m-r 53, measles-rubella 9, mumps-rubella 2, measies 1, mumps 3 -17

m-m-r seronegative2had only a pre-injection serology tested. Seroconversion rares for triple sero-

negatives were similar to the overall seroconversion rates which are as follows with the geometric meon

titers: m-m-r (RA 27/3) vaccine 0.5 ml. dose; measles 49/53 (92.5%, 56.2); mumps 56/57 (98%, 8.3);
rebello 59/59 (100%, 131.7); m--m-r RA 27/3 vaccine 1.0dose; measles 10/i0 (254); mumps 11/11 -

(4.37); rubello 10/10 all 100% (256); m-m-r HPV-77 vaccine 0.5 ml. dose; measles 56/63 (88.9%,
51.1); mumps 50/58 (86.2%, 50) rubello 60/64 (98.8%, 32.4).

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



-2-

Medical Opinion (cont.)

The seroconversion rates ond geometric mean titers ore greater following 0.5 mi. m-rn-r RA 27/3

than 0.5 ml. m-m-r HPV as follows: measles - 92.5% vs. 88.8%, 56.2 vs. 51.1; mumps - 98.2'à

vs 86.2%, 8.3 vs. 5.0; rubello - 100% vs. 93.8%, 131.7 vs. 32.4. The difference in the mumps

seroconversion rates, murnps geometric meon titers ond rubello geornetric mean titers ore statistically

significant. Interestingly, oil (11) measles vaccine failures were less than 15 rnonths of age (2-11,

6-12, 2-13, I-14 months) ond may be related to the persistence of maternal ontibody. This pattern

was not observed in previous studies. Two of 4 rebello failures (13 months) ond 4 of 8 mumps failures

were less than 15 months old (1-11, 2-12, 1-13 months.

Clinical report cards were returned on 202 of 275 (73©i) of vaccinees with nosignificent vaccine related

clinical reaction reported. Temperature elevations were similar among both vaccine groups with no

definite pottern during the observation period. Most temperature elevations ore related to intercurrent

infection with minimal voccine related fever occurring between days 5 ond 12. Injection site soreness

was rarely reported in each group. Measles-like resh was reported in m-m-r RA 27/3 vaccinees as

follows: 0.5 ml. - 7, 1.0 mI. -1, ond in 5 m-m-r HPV vaccinees. No orthraigio or orthritis were

reported. Lymphodenopathy was reported by 4 m-rn-r RA 27/3 vaccinees ority. Non-specific

complaints were similar in both groups.

Comparing combined m-m-r RA 27/3 vaccine with m-m-r HPV-77 vaccine reveals no difference in

the mild clinical complaints ond temperature elevations reported but a greater seroconversion rate

ond geometric meon titer to oil three viruses following m-m-r RA 27/3 vaccine. Although both

vaccines ore excellent for immunization, m-m-r RA 27/3 combined vaccine is superior ond recom-

mended.

Robert E. Weibel, M.D.
October 5, 1977

REW:ceb

.
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Clinical Protocol - Study #473

Combined Live Measles-Mumns-Rubella (RA 27/3) Virus Vaccine

Program: Testing of combined live measles-mumps-rubella vaccines in children.

Purpose: To evaluate and compare clinical and immunological responses to
two measles-mumps-rubella virus vaccines.

Vaccines: 1. Combined live measles-mumps-rubella (RA 27/3) virus vaccine

Lot #521/C-D763

Vaccine dose is 0.5 al given subentaneously.

The vaccine is supplied in two-dose vials. Each vial of
vaccine should be rehydrated with 1.2 ml of sterile,
pyrogen-free distilled water.

2. Combined live measles-mumps-rubella (HPV-77. duck) virus vaccine

Lot #2127V or 2209V

Vaccine dose is 0.5 m1 given subcutaneously.

The vaccine is supplied in single dose vials. Each vial of
vaccine should be rahydrated with 0.7 al of sterile, pyrogen-

frae distilled water.

CAUTION: Both vaccines may contain egg protein and should not be

given to persons with known sensitivity to chicken or duck, chicken

or duck eggs or feathers. The vaccines also contain neomycin and

should not be given to persons with sensitivity to neomycin.

Persons with leukemia or other immunologic disorders and persons

receiving immunosuppressive drugs should not be vaccinated. The

vaccines should not be given to persons with any febrile respiratory
illness or other active febrile infection.

Keep dried vaccine stared at
-2D°

C.

Keep dried vaccines at 4° C in transport.

Keep reconstituted vaccine on ice. Discard unused vaccine 4 hours

after rehydration.

Procedure: The study population will consist of children 1 to 10 years of
age who have a negative history of vaccination for and illness

caused by measles, mumps and rubella. The children will be

assigned to receive one of the two vaccine as follows:
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Page 2

Clinical Protocol - Study #473
Combined Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine

Procedure: Group Vaccine No. of Persons
(continued)

I M-M-R (HPV-77 + 5 duck) up to 200 children
2 M-M-R (RA 27/3) up to 200 children

Informed written consent will be obtained from a parent or guardian

of each child prior to his participation in the study.

Each child will be bled (10-15 m1) immediately prior to vaccinarica
and 6-8 weeks following vaccination. Each child will receive 0.5 al

of vaccina given subcutaneously.

Each child will be followed clinically for occurrence of local and
systemic reactions within 6 weeks following vaccination. Observa- -

tions should include special notation for rash; nodes, arthralgia,
arthritis, fever, malaise, and anorexia. The person(s) observing
reactions should not know which preparation the child received.

Schedule:
Time Action

Day 0 Bleed 10-15 mi.
Vaccinate 0.5 al, subcutaneously.

Days 0-42 Clinical follow-up for local and
systemic reactions.

Weeks 6-8 Bleed 10-15 m1.

Laboratory: Remove serum from clot aseptically and store frozen at
-20°

C.

Serology: Levels of circulating antibody before and affar vaccination will

be determined. Measles and rubella antibody levels will be

determined by hemagglutination-inhibition test. Mumps antibody
levels will be determined by serum neutralization test.

Clinical

Forms: Attached.

Adverse

Reactions: Any serious or alarming reaction, including death due to any cause

during this investigation, whether related or not related to the

test material, must be reported immediately to Merck & Co., Inc.,
through Dr. Naurice R. Hilleman, telephone (215) 699-5311, Ext. 5532,
or in his absence, Dr. Arlene McLean, telephone (215) 699-5311,
Ext. 6383.
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Clinical Protocol - Study #473

Combined Measles-Mumps-Rubella (RA 27/3) Virus Vaccine

Unused
Vaccine: All unused vaccine should be returned immediately to the Virus and

Cell Biology Laboratories of the Merck Sharp & Dohee Research

Laboratories, West Point, Pennsylvania 19486.

M. R. Hilleman, Ph.D.
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YaleUniversit y u,.u...c....,,,,.,oseo

SCHOOL OF MEDICINE

Department af Epidemiology
and Public Health

6o College Strees

October 12, 1977

Dr. Arlene leclaine
Merck Institute For 'Bwrapeutic

Research

Nest Point, Pennsylvania

Dear Doctor ft:Claine: .

As a follow-·up to our recent telephone conversation, I subnit
the following infozration about our current participation in studies
canarned with cxxparisons o f HPV-77 BA27/3 live attenuated
rubella virus vaccines (b)]4). ( Our stwhe in
children have now been approved at all levels in each of the various
pediatric clinic settings, but have not yet teen started. After
several prolonged difficulties in filling the position of central

coordinator, we now have a good person whose interest, capabilities
and prior record give both Dr. Horstmann and ne a feeling of re-

assurance about essential features of recruitment and follow-up of
eligible participants. We anticipate a vast inprovement in the

studies, both qualitative and quantitative.

® da"
(b)Í . )Í6)

I will send you a progress report on the (b)(4),.(b)(6)
after our new

crganizational effort has begun to bear fruit.

..
S ly,

Ibbert W. McChilun, M.D.
Chairman

INVfn
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SYMPTOM RECORD

M-M-R STUDY NO

;.••: CASE NO.
(Last) (Fastl (M*00'•l

* * *Describe

Temperature

Rectal C c ..
DAY DATE z COMMENTS

O ore
(Check One) C

22
23

2E

25
29

L
' 31

32

36
37

-ever at unusual reaction deverasms.can:

PLEASE RETURN FOR FOLLOW UP VISIT ON

SE SURE TO 8RING THIS RECORD ALONG WITH YOU.

me273*•478tDOM) t•4273•0476) t•3sss177sm
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NSTRUCTIONS:

1.. Please fill in the date each day.

2. Please ake temperature once daily at the sarne Time and record enact thermometer reading,

3. 11 no symptoms are present, place a Ctfeck l / under "NONE" beside 1hat dayTs date.

4, If a symptom is present, place a chect | J i under it beside that day's date.

5. Describe Other symptoms and any RASH in the space under "COMMENTS,"

6, THIS IS VERY IMPORTANT INFORMATION. Please do not misplus this card..
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MEASLES - MUMPS - RUBELLA

5tudy No.
g5·•p

O o••a ••ec•asas

O assaeases•s . co e..

Oss.of .apomar. D W
,

gan gasuongDes.a
..e. ...... -...-

LacNg, $H71

| n,,n . *5s.sdv (Type,Lessteal

OTHERREACT)ONE

08 · 15 14 D1 02 pl GS 12 SU 51 52 It 32 *

4 I

I

23 .

23 g t

GR.R. HILLEMAN.PRO.Osc .648ACKSMARP& DO•4MERESEARCHLA80RATORIE3 n.ssoes.)sues.ivfr.se or Arm.kWWEST POINT,PENNSYLVANIA.19488.USA.
....,-,..-, .......... -.... ....

1
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Reference No. 6

Program:, Study #484 - To evaluate and compare clinical and immuno-

logical responses to two combined live measles-aumps-rubella
- "virus vaccines.

Vaccine: Camblined live measles-mumps-rubella (RA 27/3) virus vaccine

Lot 9621/C-0763

Combined live measies-mumps-rubella (HPV-77) virus vaccine

M-M-R

Responsible Clinical Investigator:

Anne Gershon, N.D.

8th Floor North 16

Bellevue Bospital

let Avenue and East 27th 5treet

New York, New York 10016

Study Iocation: New Tork, New York

Date Study Initiated: December 23, 1976

Date Study Completed: in Progress .

Study Procedure:

Sixty-three children, 13 months to 15 years of age,
and one adult, have been included in the study thus far.

Thirty received a 0.5 m1 subcutaneous dose of one af the

two vaccines. Thirty-four children received a 1.0 mi
subcutaneous dose of combined live measles-mumps-

rubella (RA 27/3) virus vaccine. Blood samples were

obtained on day of vaccination and 8-12 weeks after
vaccination. Each child was followed 6 weeks for

clinical complaints. The study continues in progreas.
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NEW YORK UNIVERSITY MEDICAL CENTER
SchoolofModicine

5$O fIRST 4VENUE, NEW 7024, N.T. 10AM -

AREA 2126743200
CABLE ADDsh5: NYUMEDIC

DepartmentofPediatrics

December 19, 1977

Arlene McLean. Ph.D.

Merck Sharp & Dohma

Research Laboratories

West Point, PA

19486

Dear Arlane,

Enclosed is a follow-up on the progress report I

sent you in August. I have simply updated the tables

because they really tell the whole story. If you want

anything more detailed than this, please let me know.

With best regards.

Sincerely yours,

.

Anne A. Gershon, M.D.

Associate Professor

Dept. of Pediatrics

AAG/mac
Enclosure

a
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# 484

MMR Study: Children 1-15 years Old 12/19/77

-• RA 27/3 HPV 77

Number vaccinated 39 25

N umber vaccinated with

follow-up serum specimens 13 7

Number susceptible 13/13 7/7

Number with seroconversion 13/13 7/7

Number with reaction O/13 0/7

Reactions (none)
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NEW YORK UNIVERSITY MEDICAL CENTER
Schoolof.Wdicine

e54I8t5r AttMst. PetW YOMA. ‰v. 600ls.
ARLA If s•.*•f•l‡tMs ,
casir Auourw stoutom

DepartmentotPethatncs

August 17, 1977

Maurice R. Hilleman, Ph.D.

Director

Virus & Cell Biology Research

Merek Sharp & Dohme

. West Point, Pennsylvania 19486

Dear Dr. Hilleman,

I am enclosing a progress report on our study

of rubella vaccines RA 27/3 vs HPV 77, in adults and

children. We are continuing to immunize and more data

should be forthcoming. .

With best regards.

Sincerely yours,

.Anne A. Gershon, M.D.

Associate Professor

Dept. of Pediatries

AA mac
Enclosure

cc: Dr. Arlene McLean

!
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2. Infants and children were given rubella RA 27/3 or

HPV 77 in combination with their regular measles and mumps

vaccine (MMR). The ages of the subjects zanged from 13 months

to 15 years. Informed parental consent was obtained, At

the time of MMR immunization a blood sample was obtained

to determine the child's immune status with regard to

rubella. A second blood sample was obtained approximately

S-12 weeks after MMR immunization for rubella HI titer.

The subjects who received HPV 77 rubella vaccine in

MMR received the standard dose of vaccine. Those who

received RA 27/3 rubella vaccine in MMR received double

the usual dose of vaccine. All vaccines were given by
.

subcutaneous injection.

Thirty four children received RA 27/3 rubella vaccine

as MNR. There has been follow-up on S of these subjects

so far. All have developed rubella HI antibody with a

titer of 1:128 or 1:256. No reactions to the vaccine have

been reported. Follow-up on more of these vaccine recipients

will be obtained with time.

Seventeen children and 1 adult received HPV 77 rubella

vaccine as NMR. To date follow-up has been obtained on 3

of these children: additional follow-ups are expected to

be forthcoming. Of the 3 who hava been followed, one had

an initial rubella ILI titor of 3 32 at immunization and an HA
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titer of 1:128 after vaccination. Two children had titers

whi=h were <1:8 at vaccination and increased to 1:16 and

1:32 after vaccination.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



NEW YORK 'NIVERSITY MEDICAL "ENTER
SchoolofMedicine .

550 hRST AV(NUt, NEW YORK. N.Y. 100¾
ARIA 212 &,"9-3200
CABLE ADDRESS NVUM[OIC

DepartmentofPediatrics October 3, 1977

Dr. Arlene McClean

Merck Sharp and Dohme

Research Laboratories

West Point, Pennsylvania 19486

Dear Dr. McClean,

Please find enclosed an information sheet given to the

mothers of children receiving the M-M-R vaccine. They are
asked to record any reactions to the vaccine and return the

slip to the doctor in the Pediatric Clinic. This information
is given to Dr. Judy Wallin, who is supervising the study
in the Pediatric Clinic at Bellevue Hospital. She keeps
this information and we are informed via "word of mouth"

with regard to these reactions.

I apologize for the confusion.

Thank you.

Sincerely yours,

Maura Caruth

Secretary to Dr. Anne Gershon

Dept. of Pediatrics

.
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INFORMATION FOR MOTHERS

Baby's Name Date of Vaccination

Your baby has just received a measles-mumps-rubella vaccination.

He/she will probably have no symptoms afterward . I f you think

the baby is having a reaction, please take the baby's temperature.

Write down any problems the baby is having:

YES MD

Fever

Rash

Joint pain

swelling
Where?

If the baby seems sick please telephone Dr. Gershon or Dr.

Reese at 561-3612 between. 9 AN-5 PM. 2f the baby is sick on a

weekend or at night take him/her to the PES.. They will contact

a doctor for you.

These vaccines are safe and an important part of your baby's

. health care to prevent disease.

we will contact you in 2 months by telephone or letter about

drawing a second blood sample from your baby. There will be.

no charge for the second blood drawing. It will tell you

whether your baby is immune to- measies.and' German -measles

(rubella) because of the vaccination,

PLEASE SAVE THIS LETTER AND BRING IT BACK TO CLINIC WITH YOU
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NEW YORK UNIVERSITY MEDICAL CENTER
SchoolofMedicine

350 f IRST AVENUE. NEW VORE. N.Y. 1001f•
ARIA JIJ t**¾J200
CAplE ADDR(½ NWMEDIC.

Department oiPediatrics September 21, 1976

Arlene A. McI,ean, Ph.D.

Merck Sharp & Dohma

Research I,aboratories

Division of Merck & Co., Inc.

West Point, Pennsylvania 19486

Dear Dr. McLean: .

Enclosed is a copy of the revised consent form for measles-

mumps-rubella RA 27/3 vaccine, and a letter from the Chair-

man of the Buman Use Committee granting approval of the

consent.

I hope we can have the new vaccine soon.

Many thanks.

Sincerely yours,

Anne A. Gershon, M.D.
Associate Professor
Department of Pediatrics

AAG:rr .

Enclosure
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.. NEW YORK U NIVERSITY MEDICAL CENTER
••hotell sel Mt•t§or

- Stw•' •.44 %h.L. W %t)¾ .N Y f·HI*e
.9 %.'., e.**•• • t

STUDY CF t4EASLES - MUMPS - RUBELLA VACCINE

In the United States, measles, mumps and runella (German measles)
va==1ne should be given to baoies between the ages of 12 months -

15 months. These vac=ines are important because they provide

bactes and children wi½ '.ong-lastino immunity to mearlem. mumps

ano rucella (German measles) .

Many clinics are now giving babies a combined measles-mumps-rubella

vaccine in one injection. our clinic has recently received a new

vaccine which contains regular measles-mumps vaccine combined with

a new, unlicensed rubella vaccine called RA-27. This RA-27 vaccina

has been used experimentally in many children (in Europe) and it

seems to produce better antibodies than the one which is now licensed

for use in the United States.

Our study is designed to see how good this experimental rubella RA-27
vaccine really is. It is combined with the measles-mumps vaccine so
that your =hild will only have to have one injection. We will also
have to octain a small sample of blood (5 m1 or about a teaspoonful)
before and eight weeks after the vaccine is given.

The known side effects of this type of vaccine are very few and occur

only rarely in children.
The,

side effects are fever, rash, and joint
pain. Should any of these oc=ur they will disappear after a few days
without any treatment.

If you would like your child to receive the measles-mumps-RA-27-rubell

vaccine you should sign this sheet in the space provided for your

signature. Your child does not have to participate in this study
if you áo not want him (her) to. In that case your child should

receive regular measles-mumps-rubella vaccine in our clinic. Should

you decide to have your child participate in this study, his (her)

participation will be kept strictly confidential,

SIGNATURE

.

WITNESS DATE
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UNIVERSITYMEDICAL'

NTER
5

a a
-•...iTw....e••••,seve.•icre as ••e. -Tuir•••vas•v tab

! Anne A. Gorshon, M.D. 6) Pediatrica
:t.isse,••esas- i .

Measles - Rubolla Vaccine Trial
l. iirsies•• 4•••ience•vhaci.e.

PART eva Hua4AN SUS ECTS ( CON T 1MUED)

A. List specife pecedures to be vied which involve Avmen subieces or homen meterials. detail potential heaerds end
indecete the pebob.1sty thet they may eccur. 11 pecedwe is heresefere vetried. end hoseeds ore nor kne-n, so adicete.

B. Describethebenefitteshe smbiecteredvencementerhae-ledgetheavillheleneatherinitinvolved.

C. ladicate measures poposed to minimise vish end, if •pplicable, methods for peserving confidentality end rights of the

embiects.
Pa c ro c o 4.

A. 1. Venipuncture before and 8 weeks after vaccine is given. No appreciai

hazard. 5 al or less blood will be obtained.

2. Measles-rubella vaccine. No appreciable hazard. Measles component

licensed product routinely given to infants of this age. Rubella va

cine is unlicensed in the United States, but has been widely given t

children in Europe. Side effects from this vaccine are very few in

children and similar in rate of occurrence to the rubella vaccine

which is licensed in the United States. Possible side effects are

rash, fever and joint pains all of which are transient. In a recent

study conducted by Merck, the following side effects were observed.

Those receiving licensed rubella vaccine: 24. rash - 0, arthralgia

adenopathy - 0. Those receiving RA-27 rubella vaccines 26.

rash - 3, arthralgia - 1, adenopathy - 0.

B. Benefit to patient - Infant will be immunized against rubella and measles

with only one injection and one clinic visit. RA-27 rubella vaccine may
provide better immunity than the presently licensed rubella vaccine.

C. sterile techniquo will be used at all times ano the identity of the patio.

will not be revealed in any publications concerning this study.
.

.

. .

•w••eews. .
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Reference No. 7

.

Program: Study 9511 - To measure antibody and clinical responses to

three consecutive lots of combined measles-mumps-rubella

virus vaccine.

Vaccine: Combined live measles-mumps-rubella (RA 27/3) virus vaccine,
lyophilized

Lot #60664/C-E810

Lot #60665/C-E811

Lot #60666/C-E812

Responsible Clinical Investigator:

Victor M. Villarejos, M.D.

Director
Louisiana State University
International Center for Medical

Research and Training
Apartado 10.155

San Jose, Costa Rica

Study Location: Nicaragua

Date Study Initiated: July 4, 1977

Date Study Completed: September 14, 1977

Study Procedure:

One hundred fifty children, 8 months to 11 years of age,
were included in the study. Each received a 0.5 al

eubcutaneous dose of combined live measles-mumps-rubella

-virus vaccine. Blood samples were obtained on day of

vaccination and 6 weeks after vaccination. Each child

was followed 6 weeks for clinical complaints.
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(Dr. Villarejos)

Clinical Frotocol -
Study #511

Combined Live Measles-Mumps-Rubella (RA 27/3)

Virus Vaccine

Program: Combined live measles s-rubella virus vaccine

Purpose: To measure antibody and clinical responses to three consecutive
lots of vaccine.

Vaccine: Combined live measles-mumps-rubella virus vaccine, lyophilized,
Lot. No. 60664/C-E81D

Lot . No. 6066S/C-E811
Lot. No. 60666/C-E812

Vaccine dose is 0.5 mi given subcutaneously.

The vaccine is supplied in single dose vials. Each vial should

be reconstituted with 0.7 ml of sterile, pyrogen-free distilled
water which is supplied in prefilled syringes.

CAUTION: The vaccine contains egg protein and should not be
given to persons with known sensitivity to chicken or duck,
chicken or duck eggs or feathers. The vaccine contains neomycin
and should not be given to persons sensitive to neomycin. Persons
with leukemia or other izmmunologic disorder and persons receiving
immunosuppressive drugs should not be vaccinated. Also, the

vaccine should not be given to persons with a fabrile respiratory
illness or other active febrile infection.

Keep dried vaccine atored at
-20°

C until used,

Keep dried vaccine at
4°

C in transpor t.

Keep reconstituted vaccine on ice. Discard unused vaccine 4 hours

after rehydration.

Frocedure: The study population will consist of up to 150 children with a

negative history for vaccination and illness caused by measles,
mumps and rubella viruses. The children should range from I to

6 years of age.

Approximately 25 to 50 children will receive each of the three
vaccine lots.

Informed written consent will be obtained from a parent or guardian
of each child who participates in the study.

Revised 4/22/77
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Page 2

Clinical Protocol - Study #511

Combined Live Measies-Mumps-Rubella (RA 27/3) virus Vaccine

Procedure:

(Continued) Each child will receive a 0.5 m1 subcutaneous injection of
vaccine.

Bleeding samples (10-15 mi) will be obtained from each child

immediately before and 6 weeks after vaccination.

Each child will be followed clinically for local and systemic

complaints occurring within 6 weeks after vaccination.
Observations should include special notation for rash, nodes,

arthralgia, arthritis, fever, malaise and anorexia. All
complaints should be recorded on the case report form,

Schedule:
Time Action - All Persons

Day O Bleed 10-15 al
Vaccinate 0.5 al, subcutaneously

Days 0-42 Clinical follow-up for local
and systemic complaints

Week 6 Bleed 10-15 m1

Laboratory: Remove serum from clot aseptically and store frozen at -2O° C

until shipped. It is imperative that sara are sterile to avoid

interference with the serologic assay.

Serology: Levels of circulating measles and rubella antibodies will be

determined by hemagglutination-inhibition test. Levels of

mumps antibody before and after vaccination will be determined

by serum neutralization test.

Clinical Forms: Attached.

Adverse
Reactions: Any serious or alarming reaction, including death due to any

cause during the investigation, whether related or not related
to the test material, must be reported immediately to Nerck fr Co.,
Inc., through Dr. Maurice R. Hilleman, telephone (215) 699-5311,
Ext. 5532, or in his absence, Dr. Arlene A. McLean, telephone

(215) 699-5.311, Ext. 6383.
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Page 3

Clinical Protocol -- S tudy 6511

Combined Live Measles-Humps-Rubella (RA 27/3) Virus Vaccine

Unused Vaccine: All unused vaccine should be returned immediately to Merck

Sharp & Dohme Research Laboratories, West Point, Fennsylvania

19486.

Shipping of

Sera & Records: 1. Send sera frozen within insulated containers which

are supplied.

2 . Send sera and records to Dr. Maurice R. Eilleman,
Virus & Cell Biology Research, Merek Sharp & Dohme

Research Laboratories, West Point, Pennsylvania 19486.

3. Alert Dr. Hilleman by cable as soon as possible regarding
flight number, air bill and date of arrival.

M. R. Hilleman, Ph.D.
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. Table 1

Serototical Findings Among Children Who Received Combined Live
Maasles-Muepe-Rubella (RA 27/3) Virus Vaccine, Lot f60664/C-E810 (Stody 9511)

Initially 5eron gative to: Initially
Bo. Measles-Mumps-Abella Messles-Mumps Measies-Rubelts tope-Rubella Measles Only Mumps Only Rubells Only Seropositive to:

Wo. Serol. Conversions/''otal Conversicns/Total Conversia na/Total Convers ons/Total Conversions Conversions/ Conversions/ Nessles, Mumpe
Tece. Tested fleasies Rubella Measles Meamles Rubella Rubella Total Total Total and Rubells

(Months) .
8 1 1 1/1 1/1
9 1 1 - 1/1 1/1

10 2 2 1/1 1/1 1/1
11 3 1 1/1 1/1 1/1
12 2 2 0/1 1/1 1/1 0/1 1/1
13 3 3 1/1 1/1 1/1 1/1 1/1 0/1
14 2 2 2/2 2/2 2/2
17 2 1 0/1 1/1

- 18 2 2 1/1 1/1 1/1
, 21 1 1 1/1

. (Tears)
2 10 8 2/2 2/2 2/2 1/2 2/2 3/3 1
3 6 6 1/1 1/1 1/1 1/1 1/1 1/1 1/1 3/3
4 2 2 1/1 1/1
5 4 4 1/2 1/2 2/2 1/1 1/1 1/1
6 1 1 • 1/1
7 2 2 1/1 1/1 1/1 1/1 1/1
8 2 2 1/1 1
9 2 2 2/2

11 2 1 1/1 1/1

rotal 50 44 -11T11 2
Itean Age: 3.I Tears (81.81). (90.9E) (1002) (1002) (1002). __(66.7E) (1002) (1002) (1002) (100Z) (10DE)__________________

Overall Conversion Rates

Meaales Mumps Rebella
16/22 17/18 38/38

(72.7%) (94.43) (1002)
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Table 2
.. .

* Serological Findings Among Children Who Received Combined Live
Meastes-Mumps-Rubells (RA 27/3) virus Toccine, tot f60665/C-E811 (Study f511)

initially Seronegative to: Initially
No. Heasies-Mumpe-Robella Messles-Mumps _ Messles-Rubella Mumps-Rubella _ Measles Only Mumps Only Rubella Only Seropositive to:

Mo. Serol. Convirsions/fotal Conversio m/Total Conversitns/Total Conversims/Total Conversions/ Conversions/ Conversions/ Measles, Mumps
ace. Tested teasies _Mungs_ Rebella Measles _Munge_ Measles Rubella Rubella Total Total Total sad Rubella

(Months)
11 1 1 1/1 1/1
12 2 1 1/1 1/1 1/1
13 1 1 1/1 1/1
14 2 2 1/1 1/1 1/1

, 16 1 1 0/1 1/1
17 1 1 0/1 1/1
18 3 3 1/1 1/1 1/1 1/1 1/1 1/1 1/1

. 21 1 1 1/1 1/1

(Tsars)-
2 9 9 1/2 1/2 2/2 1/1 1/1 1/1 1/1 5/5
3 7 7 4/4 4/4 . 1/1 2/2
6 7 6 1/1 1/1 1/1 1/1 1/1 2/2 2/2 2/2
5 a 8 1/1 1/1 1/1 1/1 6/6
6 6 5 . 1/1 3/3 1
7 1 1 1/1T T T -US- T T'~iT1¯' T T -T1TiT 13/13 T T 1

Mean : . ears (80.0%) (80.02) (1002) (1002) (1005) (80.02) (1002) (92.3%) (1002) (1002) (1002) (1002)

Overall Conversion Rates

Messles Mamps Rubella
10/12 18/20 43/43

(83.3E) (90.0%) (1001)

1/27/78
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Table 3

*
Borological Findings Among Childree Who Received Combined Live

Mesales-Musps-Rubells (RA 27/3) Virus Vaccine. 1st #60666/C-E812 (Stud y 9511)

Initially 5eronegative to: Initially
Wo. Measles-Mumps-Rebella Meastes-Robe11s Mumpe-Rubella Messles Only Mumps Only Rubells Only Seropositive to:

No. Serol. Conv rsions/Total Conversi>ne/Total Conversions/Total Conversions/ Conversions/ Conversions/ Messles, Mumps
Vaec. Tested Meastes Rubella Measles Rebella Rebells Total Total Total and Rebella

(Months)
11 1 1 1/1
13 1 1 1/1
17 1 1 1/1 1/1
19 1 1 1/1 1/1

(Tears)
2 s s 1/1 1/1 1/1 0/1 1/1 1/1 1/1 1/1 3
3 8 8 2/2 2/2 4/4 2
4 11 11 2/2 2/2 3/3 3/3 4/4 2
5 8 8 1/1 1/1 1/1 2/4 4/4 1/1 1/1 1
6 4 4 1/1 2/2 1
7 5 4 1/1 1/1 1/1 1/1 1
9 1 1 1/1

11 1 1 1/1

Total 50 T T T T T 1/1 10
(1002) (100E1 (1002) (100t) (100E) (75.02) (1002) (100t) (1002) (1002)

Overall Conversion Rates

Mesales Numps Rebella
6/6 15/18 34/34

(1002) (83.32) (1002)

1/27/78
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Table 4

Distribution of Post-Yaecination Antibody Titers Among Children Who Were

Initially Seronegative to Measles, Manps, and Rubella, Who Received Combined
Live Nessles-Mamps-Rubella (RA 27/3) Virus Vaecine, Lot 760664/C-E810 (Study f511)

Nessles (HI) Mmaps (Neut) Rubella (WI)

Post-Titer , Wember Post--Titer thamber Post-Titer Wember

Distribution of Children Distribution of Children Distribution of Children

< 5 2 < 2 1 128 4

5 2 3 256 5
10 1 2 2 512 2

20 3 8 3
40 1 16 1

80 3 32 1

160 1 .
8** ''ie Mean Titer: .2225.T

Total u
heal 11 0eometrie Nean Titer: 4.8
Geometrie Mean Titect 20.5

1/27/78
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Table 5

Distribution of Pent-Yaecination Antibody Titers Among Children Who Were

Initially seronegative to Measlen, Memps, and Rubella, Who Received Combined

Live Measles-4Iumrps-4tubella (RA 27/3) Yirus Vaccine, Lot #60665/c-E811 (study #511)

Measles (HI) Mump s (Hent ) Rubella (H1)

Post-Titer Number Post-Titer Numther Post-Titer Nisaber

Distribution of Children Distribution of Children Distribution of Children

<5 1 <2 1 126 3

5 2 56 2

10 4 1

20 B 1

0 3 16

80 - 32 Geometric Nean Titers 168.9

160 1 64 2

Total Total 5

Geometrie Meam Titect 25.2 Geometric Nean Titerr 10.6

1/27/T8
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Table 6

Distribution of Post-Yaeeination Antibody Titers Among Children Who Were

Initially Seronegative to Measles, Masps, and Rubella, Who Received Combined

Live Measles-Mumps-Rubella (RA 27/3) Yirus Yaecine, Lot f60666/C-E812 (Study f511)

Measles (HI) Mumps ( Neut) Rubella (HI)

Post-Titer Number Post-Titer Number Post-Titer Number

Distribution of Children Distribution of Children Distribution of Children

N 1 8 2 56 2

40 1

Total 2 total 2

Tow 2 Geometrie Mea• Titect 8-0 Geometrie Mean Titer s 256.0

0sometrie Mean Titers 28.3

1/27/T8

.
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Table 7

Maximum Temperatures Reported Among Children Who Received Combined
Live Measles-Mumpe-Rubella (RA 27/3) Virus Vaccine, 1st f60664/C-E810 (Study f511)

Total vaccinees (50 Children) Initially Seronegatives (13 Children)
Maximum Temperature Days Post Vaccination No. with Days Post vaccination No. with

. 0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 29-42

(99 48 44 45 47 50 35 12 13 10 13 13 9
(96.02) (88.0) (90.0) (94.0) (100) (92.3) (100) (76.9) (100) (100)

99 - 100.9 2 6 5 3 15 1 3 4
(4.0) (12.0) (10.0) (6.0) (7.7) (23.1)

1/31/78
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Table 8

Maximum Temperatures Reported Among Children h Received Combined
Live Messles-Mumpe-Rubelle (RA 27/3) Virus Vaccine, Lot 860665/C-E811 (Study f511)

Total Veccinese (50 Children) Initially Seronegatives (6 Child m)
NazimenTemperature Days Foot Vaccination No. with Days Post Vaccination No. with

0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 29-42

(99 47 42 47 45 48 31 6 5 6 5 6 4
(94.02) (84.0) (94.0) (90.0) (96.0) (100) (83.3) (100) (83.3) (100)

99-100.9 3 8 3 5 2 19 1 1 2
(6.0) (16.0) (6.0) (10.0) (4.0) (16.7) (16.7)

1/31/78
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Table 9

Maximum Temperatures Reported Among Children Who Received Combined
Live Measlee-Mumpe-Rebella (RA 27/3) Virus Teceine, Lot f60666/C-E812 (Study f511)

Total Vaccinese (50 Children) Initially seronegatives (2 Children)
Martman Temperature Days Foot Yaccination No. with Days Foot Vaccination No. with

0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 29-42 Max. T .

(99 50 40 47 30 47 36 2 2 2 2 2 2
(100E) (80.0) (94.0) (100) (94.0) (100) (100) (100) (100) (100)

99 - 100.9 10 3 3 14 O
(20.0) (6.0) (6.0)

.
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Table 10

Clinical Complaints Reported Among Children Who Received Combined
Live Messles--Mumpe-Rubella (RA 27/3) Virus Vaccine,let #60664/C-E810 (Study8511)

Total Vaccinees (50 Children) Initially Seronegatives (13 Child m)
Days Po7t Vacciastion No. with Days I ost Vaccination Wo. with

0-4 5-12 13-18 19-·28 29-42 laint IH 5-12 13-18 19-28 29-42 _Comp_1aint

Readsebe 1 1 1 1 4 0
(2.0%) (2.0) (2.0) (2.0)

leritability 5 8 6 5 18 2 3 3 1 7
(10.0) (16.0) (12.0) (10.0) (15.4) (23.1) (23.1) (7.7)

' Melatee 7 9 4 4 17 3 3 3 2 7
(14.0) (18.0) (8.0) (8.0) (23.1) (23.1) (23.1) (15.4)

Anorexis 1 1 2 1 1
(2.0) (2.0) (7.7)

Upper Raspiratory Illness 2 6 3 1 9 2 2
(4.0) (12.0) (6.0) (2.0) (15.4)

. lowerRespiratory Illness 1 1 1 1 I 1
(2.0) (2.0) (7.7) (7.7)

Castrointestinal 111ness 1 3 1 4 2 7 1 2 1 3
(2.0) (6.0) (2.0) (8.0) (4.0) (7.7) (15.4) (7.7)

Fersons with Complaint: 7 9 7 8 2 21 3 3 4 2 1 8
...[14 0_)_,,____J18 0)_ 14. 01._(16 01, _J4 01._ __J23311 J2.L,11 J____ 81 J1.L_4) 7, _7.,).._

Fersons with We Complaint: 43 41 43 42 48 29 10 10 9 11 12 5
(86.0) (82.0) (86.0) (84.0) (96.0) (76.9) (76.9) (69.2) (84.6) (92.3)

1/31/78

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



Table 11

Clinical Complaints Reported Among Children Who Raceived Combined
Live Measles-Mumps-Rubella (RA 27/3) Virce Vaccine, tot #60665/C-E811 (Study 9511)

Total Vaccinees (50 Children) Initially Seronegatives (6 Otildr m)
Days P st Vacciation No. with Days test Vaccination No. with

, 0-4 5-12 13-18 19-28 29-42 0--4 5-12 13-18 19-28 29-42 _Couplaint.

Beadache 2 1 4 2 8 1 1
. (4.03) (2.0) (8.0) (4.0) (16.7)

Irritability 2 9 4 5 3 18 1 1 2
(4.0) (18.0) (8.0) (10.0) (6.1) (16.7) (16.7)

Malaise 2 7 2 3 12 1 1 2
(4.0) (14.0) (4.0) (6.0) (16.7) (16.7)

Anoremia 1 1 0
(2.0)

Opper Respiratory Illness 2 4 4 0
(4.0) (8.0)

Lower Respiratory Illnese 1 1 1 0
(2.0) (2.0)

castrointestinal Illness 1 3 2 1 5 0
(2.0) (6.0) (4.0) (2.0)

Fersons with Complaint: 2 11 7 6 3 20 0 1 1 1 0 3

Fersons with No Comp1mint: 48 39 43 44 46 30 6 5 5 5 5 3
01.0-L _L__178.0 l_86..aL 188g_ 193.9J______ _(10DJ_ _(81.J1 _(83_._31 _(100J_ _

Neastive Surveillance 0 0 0 0 1 0 0 0 0 0 1 .. 0 .. .

1/31/78
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Table 12

Clinical Complaints Reported ha Children tiho Received Combined
Live Messles-Mempe-Rubells (RA 27/3) Virus vsecine, tot #60666/C-E812 (Stody $511)

Tots1 Vaccinees (50 Children) Initially Seronegatives (2 Quildtan)
Days Po t Veccination No. with Days Fest Veccination No. with

0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 2H2 _,Comisint,_

Readache 2 4 6 1 1
(4.0E) (8.0) (50.0)

Irritability 1 9 3 1 2 12 0
(2.0) (18.0) (6.0) (2.0) (4.0)

Msisine 2 6 4 3 13 1 1
(4.0) (12.0) (8.0) (6.0) (50.0)

Amorexis 1 3 1 5 0
(2.0) (6.0) (2.0)

opper Respiratory Illness 1 2 2 0
. (2.0) (4.0)

Imser Respiratory Illness 1 1 0
(2.0)

Otitis 1 1 0
(2.0)

castraintestinst Illness 1 1 1 2 0
(2.0) (2.0) (2.0)

Persons with Complaint: 2 11 6 1 3 17 0 0 1 0 0 1

Persons with No Complaints 48 39 44 49 47 33 2 2 1 2 T 1
(96.0) (78.0) (88.0) (98.0) (94.0) (100) (100) (50.0) (100) (100)

1/31/78
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MEMO

To File Location Date 2/6/78

From T. Schofield Location

Subject Statistical Analysis - Study #511, Combined Live Measles-Mumps-Rubella

Virus Vaccine

Significant differences in seroconversion rates for measies, mumps,
and rubella and clinical reaction rates among vaccinees receiving
three lots of combined live measies-mumps-rubella vaccine were
investigated. Lots of vaccine were:

Lot #60664/C-E810

Lot #60665/C-E811
Lot #60666/C-E812

No significant dif ferences exist among the three lots with respect

to these rates.

Analyses of variance were performed on post-titer values of children

who were initially seronegative to the individual components. The

log transformation was used in each analysis. No significant differ-

ences exist among the groups (lots) for any of the three components.

A multivariate analysis was performed on post-titer values of
triple-negative vaccinees. Again, the lot transformation was
applied. There was no significant difference among the groups.

T.S.

6801
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Reference No. S

Program: Study #513 - To measure antibody and clinical responses to
three consecutive lots of combined measles-mumps-rubella
virus vaccine.

Vaccine: Combined live measles-mumps-rubella (RA 27/3) virus vaccine,
lyophilized

Lot Ø60664/C-EB10
Lot #60665/C-EB11

Lot #60666/G-E812

Responsible Clinical Investigator:

Robert E. Weibel, H.D.

Director, Division of Preventive Medicine
Joseph Stokes, Jr. Research Institute
Children's Hospital of Philadelphia

34th Street and Civie Center Boulevard

Philadelphia, Pennsylvania 19104

Study Locations:

Lankenau Pediatric Clinic, Philadelphia, Pennsylvania

G. A. Starkweather, M.D., Havertown, Pennsylvania

Elizabeth M. Craven, M.D., Wilmington, Delaware

Pediatric Medical Associates, Ravertown, Pennsylvania
Children's Hospital of Philadelphia, Philadelphia, Pennsylvania

Date Study Initiated: June 15, 1977

Date Study Completed: In Progress

Study Procedure:

One hundred sixty-three children, 11 months to 7 years of

age, have been included in the study thus far. Each

received a 0.3 al subcutaneous dose of combined live

measles-mumps-rubella virus vaccine. Blood samples

were obtained on day of vaccination and 6 weeks after
vaccination. Each child was followed 6 weeks for
clinical complaints. The study continues in progress,
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(Dr. '.Jeibel)

Clinical Protocol - Study ^513

Combined Live Measles-Marns-Rubella (RA 27/3)

Virus Vaccine

Program: Conbined live neasies-mumps-rubella virus vaccine

Purpose: To measure antibody and clinical responses to three consecutive
lots of vaccine.

Vaccine: Combined live measles-mumps-rubella virus vaccine, lyophilized,
Lot. No. 60664/C-E810

Lot. No. 60665/C-E811

Lot. No. 60666/C-E612

Vaccine dose is 0.5 m1 given subcutaneously.

The vaccine is supplied in sir.gle dose vials.' Each vial should

be reconstituted with 0.7 ml of sterile, pyrogen-free distilled

water which is supplied in prefilled syringes.

CAUTION: The vaccine contains egg protein and should not be

given to persons with known sensitivity to chicken or duck,
thicken or duck eggs or feathers. The vaccine contains neomycin
and should not be given to persons sensitive to neomycin. Persers

with leukemia or other imnunologic disorder and persons receivia5
immunosuppressive drugs should not be vaccinated. Also, the
vaccine should not be given to persons with a febrile respiratory
illness or other active fabrile infection.

Keep dried vaccine stored at
-20°

C until used.

Keep dried vaccine at
4°

C in transport.

Keep reconstituted vaccine on ice. Discard unused vaccine 4 hours

after rehydration. .

Procedure: The study population will consist of up to 150 children with a

negative history for vaccination and illness caused by measles,
mumps and rubella viruses. The children should range from 1 to

6 years of age.

Approximately 25 to 50 children will receive each of the three

vaccine lots.

Informed written consent will be obtained from a parent or guardian

of each child who participates in the study,

Revised 4/22/77

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



Page 2

Clinical Protocol - Study #513

Combined Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine

Procedure:

(Continued) Each child will receive a 0.5 m1 subcutaneces injection of

vacetne.

Bleecing sarples (10-15 ml) will be obtained fro-. each child

immediately before and 6 weeks after vaccination.

Each child will be followed clinically for local and syste-ic
complaints occurring within 6 weeks after vacci-.ation.

Observaticns should incluce special notation for rash, nodes,

arthralgia, arthritis. fever, malaise and ancrexia. All
complaints should be recorded on the case report form.

Schedule:

Ti e Action - All Persens

Day 0 Bleed 10-15 cl
Vaccir.ate 0.5 al, subcutaneously

Days 0-42 Clinical follow-up for local
and systemic complaints

Week 6 Bleed 10-15 m1

Serology: Levels of circulating measles and rubella antibodies will be

determined by hemagglutination-inhibition test. Levels of
mumps antibody before and after vaccination will be deternined

by serun neutralization test.

Clinical Forms: Attached.

Adverse

Reactions: Any serious or alarming reaction, includine death due to any
cause during the investigation, whether related or not related

to the test material, must be reported immediately to Merck & Co.,

Inc., through Dr. Maurice R. Hilleman, telephone (215) 699-5311,
Ext. 5532, or in his absence, Dr. Arlene A. McLean, telephone

(215) 699-5311, Ext. 63S3.

Unused Vaccine: All unused vaccine should be returned immediately to Merck

Sharp & Dohme Research Laboratories, West Point, Pennsylvania

19486.

) ; \ !ji Am.

M. R. Hilleman, Ph.D.
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SYMPTOM R ECOR D

RUBE L LA STUD Y NO.

MF CASE F.O.
(Last) (First) (Moodie)

Deschoe
Temperature

O Rectal O O e a . ;
DAY DATE Z Z I y z COMMENTS

O Oral > w ' Z . : . w I Ñ 4
w Z w c w I ; 2 , C

tCheck one) Z Z c a o z - e c a >

INSTRuCTION$ONREVERSE5tDE 99:09 'J1901 03 05 Os.'lales Osi 11 12 14 st 24 2$1

9 I
9 .

12

19

21 I
22 :

23 t
24 I

25
25 I
27 I

30
31

32

36

38

40
41

12

if fever or unusuat reactoon devatops, catf:

PLEASE RETURN FOR FOLLOW-UP VIStT ON

BE SURE TO BRING THIS RECORD ALONG WITH YOU.

Teest s4477gpomp
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REGISTRATION

Study No. Case No.
(S•3) gs-gn

Name Sea (35) Birtncate (36•43) (46
CT
2 mo day yr

Address Telepnone

BLEEDING DATES: SEROLOGY:

Date of Vaccination tS649) Pre

Lot No. (4963) Post

Dose & Route (am

INDICATE IF THIS CHILD:

Had disease measies mumps O rubella

Been vaccinated meastes mumps rubella

Been exposed ¤ measies O mumps O rucella

Date of exposure

.
.

INSTRUCTIONS FOR COMPLETING SYMPTOM RECORD (Reverseside):

1. Please fill in the date each day.

2. Please take temperature once deity at the same time and record exact thermometer readmg.

3. If no symptoms are present.place a check (/) under "NONE" besde that day's date.

4. If a symptom is present place a check ( /) under st basade that day's date.

S. Descree ottier symptoms and any RASH unthe space under "COMMENTS."

6. THIS IS VERY IMPORTANT INFORMATION.Pfesse do not misprace thä card.

Ptease retum camptated forms to: Phys•cian's &gnature Date

M. R. HILLEMAN,PhD, DSc
MERCK SHARP & DOHME RESEARCH LABORATORIES Physicean3r Name (Type or Panti
WEST POlNT.PENNSYLVANIA. 19488, U.S.A.

Tsues t e-e 47 7(DOnel d•4 t aG•O477)
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Table 1

Serologiest Findings Among Children Who Received Combined Live
Weaslee-NumppRubells (RA 27/3) Virus hecine, tot f60664/C-E810 {.Study #513)

Initistly Seronegative to: Initially Seropositive to:
No. Neasles-Mumps-Rubella Measles-Ruhella Measles Only Rubella Only Metales

Akr. Serol. __ Co1 rersions/Total Convers'ons/Total denveralons/ Cariversiona/ Neppe and
Ame Yace. Tested Neamles Muns Rubells Mammlee Rube11s , Tot.al 1btal Rubelle

(Honths)
12 2 2 2/2 2/2 2/2
14 6 8 5/5 5/5 5/5 3/3 3/3
15 21 20 11/12 11/12 12/12 6/6 6/6 2/2
16 & & 2/2 2/2 1/2 2/2 2/2
17 7 7 6/6 G/6 6/6 1/1 1/1
18 2 2 2/2 2/2
19 1 I 1/1 1/1 1/1
zo 2 2 1/2 2/2 2/2

(Years)

1/1
S 1 1/1 1/1
6 I 1 1/1
7 1 0

Total 33 50 28/30 29/30 30/30 16/16 16/]6 2/2 2/2 G
Mean Age: I..7_ Yearm _(93.3Z) (947_Z) (100Z) (1002) (1002) (10021 _ ___(100.E}

Overall Conversion Rates

Memalea Mug Rubella9r30-
48/48

(9s.eZ) (96.70 (100x)

1/27/78
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Table 2

SeroloRical Findings Among Children Who Received Combined Live
Measles-Mumps-Rubella (RA 27/3) Virus 'Iaccine, Lot f60665/C-E811 (Study #513)

)nitially Seronegat ve to: Initially Seropositive to:
No. Measles-Mumps-Rubella Measles-Mumps Measles-Rubella Memales Only Measles

Mo. Serol. Conv±rsions/ otal Conversio2s/Total Convers:ons/Total Conversions/ Mumps and
Age _ _Vacc... Tested Measl_es. Mwmps Rubella Messles. _Muses__._Measl_es Rubella_ Total Rubella

(Months)
12 2 2 2/2 2/2 2/2
13 1 1 1/1
14 5 5 4/4 4/4 4/4 1/1 1/1
15 21 21 15/15 14/15 15/15 2/2 2/2 4/4 4/4
16 7 7 3/3 3/3 3/3 1/1 1/1 3/3 3/3
17 4 4 3/3 3/3 3/3 1/1 1/1
19 2 1 0/1 1/1 0/1
20 1 0
21 3 3 1/1 1/1 1/1 1/1 1/1 1/1 1/1
22 3 3 3/3 3/3 3/3

(Years)
2 2 2 1/1 1/1 1/1 1
4 3 1 1/1 1/1 1/1

Total 54 50 33/34 33/34 33/34 4/4 4/4 10/10 10/10 1/1 1
Mean Age: 1.5 l eare (97.13) (97.1%) (97.1%) (1002) (1001) (1002) (1001) (1002)

Overall Conversion Rates

Measies Mumps Rubells
48/49 37/38 43/44

(98.0E) (97.41) (97.7%)

1/27/78
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Table 3

Serological Findings Among Chtidren Who Received Combined Live
Measles-Musps-Rubella (RA 27/3) virus Vaccine, Lot f60666/C-EA12 (Study 9513)

Initi 11y Seronegative lo: Initially Seropositive to:
No. Measles-Mumps-Rubella Measles-Mumps Measles-Rubella Meastes Only Mumps Only Rubella Only Measies

Mo. Serol. Conv ersions/?otal Conversifns/Total Conversi+ms/Total Conversions/ Conversions/ Conversions/ Mumps and
Vacc. Tested Measles _M_ung Ruhella Measles Measles Rubella Total Total Total Rubells

(Months)
11 1 1 1/1 1/1 1/1
12 1 1 1/1 1/1 1/1
13 1 O
14 6 6 5/5 5/5 5/5 1/1 1/1
15 26 25 18/19 18/19 18/19 1/1 1/1 4/4 4/4 1/1
16 9 7 4/4 4/4 4/4 2/2 7/2 1/1
17 4 3 1/1 1/1 1/1 1/1 1/1 1/1
19 2 2 1/1 1/1 1/1 1/1
20 1 1 1/1 1/1
23 2 2 2/2 2/2

(Years)
2 1 1 1/1
4 2 2 1/1 1/1 1/1 1/1 1/1

Total 56 51 32/33
-32753~

3/3 3/3 O
Mean Age: 1.4 Years (97.02) (97.02) (97.0E) (1001) (1002) (1002) (2002) (100E) (1002) (1002)

Overall Conversion Rates

Measles Mumps Rubella
48/49 36/37 43/44

(98.0E) (97.32) (97.72)

1/27/78

®
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Table 4

Distribution of Post-Vaccination Antibody Titers Among Children Who Were

Initially Seronegative to Measles, Mumps, and Rubella, Who Received Combined

Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine, Lot #60664/C-ER10 (Study #513)

Measles (HI) Mumps (Neut) Rubella (HI)

Post-Titer Number Post-Titer Number Post-Titer Number

Distribution of Children Distribution of Children Distribution of Children

(5 2 (2 1 16 1

5 2 32 1 .
10 4 2 64

20 1 8 6 128 6

40 7 16 7 256 9

80 8 32 6 >_512 13

160 8 64 4

1320 4 >64 4
Total 30

Total 30 Total 30
Geometric Mean Titer: 1256.0

Ceometric Mean Titer: >_70.2 Ceometric Mean Titer: >_19.2

1/27/78
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Table 5

Distribution of Post-Vaccination Antibody Tigers Among Children Who Were

Initially Seronegative to Measles, Mumps, and Rubella, Who Received Combined

Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine, Lot #60665/C-E811 (Study #513)

Measles (HI) Mumps (Neut) Rubella (HI)

Post-Titer Number Post-Titer Number Post-Titer Number

Distribution of Children Distribution of Children Distribution of Children

<5 1 (2 1 <8 1

5 2 2 8

10 4 1 16

20 6 8 3 32 1

40 2 16 7 64 3

80 16 32 8 128 6

160 4 64 5 256 12

>320 5 >64 7 >512 11

Total 34 Total 34 Total 34

Geometric Mean Titer: >70.3 Ceometric Mean Titer: >22.6 Ceometric Mean Titer: >200.4

1/27/78
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Table 6

Distribution of Post-Vaccination Antibody Titers Among Children h Vere

Initially Seronegative to Measles, Mumps, and Rubella, Who Received Combined
Live Measles-Mumpa-Rubella (RA 27/3) Virus Vaccine, Lot f60666/C-E812 (Study #513)

Measles (HI) Mumps (Neut) Rubella (HI)

Post-Titer Number Post-Titer Number Post-Titer NumEer
Distribution of Children Distribution of Children Distribution of Children

. .

<5 1 <2 I <R 1

5 2 1 8

10 2 4 1 16

20 5 8 2 32

40 5 16 7 64 3
80 8 32 8 128 1

160 6 64 3 256 14

>320 6 >64 10 >512 14

. .. .. . _
Total 33 Total 33 Total 33

Geometric Mean Titer: >65.8 Geometric Ifean Titer: >25.9 Geometric Mean Titer: >250.7

1/27/78
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Table 7

Mexists Temperaterms teported Ammag Children who peceived Comhtned
Live Nameles-Hulups-Rubella (RA 27/3) Virus Yemeine, int f60664/C-E810 (Study f533)

Total Vsecteees (53 Children Tulttally Serenegativen (30 (stilfron)
No reerature Raym Feat Vaee:"mat.Lee 50. with Days foer Vac> ination No. with

0-4 5-12 13-18 19-28 29-42 Jing._Iep_.. 0-4 _E12_ 13-18 19-29

99 30 22 36 27 31 17 18 11 20 14 18 9
(40.02) (44.0) (72.D) ($4.0) (62.0) (40.O) (36.7) (66.0 (46.7) (60.0)

99 - 100.9 27 22 . 13 19 17 21 10 15 9 13 11 12
(34.0) (44.0) (26·.0) (38.0) (34.0) (33.3) (50.D) (30.0) (43.3) (36.7)

101 - 102.9 2 5 3 2 10 1 3 3 1. g
(4.0) (10.0) (6,0) (4-D) {3.3) (10.O) (10.0) (3.3)

103 - 194.0 1 1 2 1 1
(,2,0) (2,0) (3.3)

Fever - Tasmp. 1 1 0 1 1 0
IOct Taken (2..0) (2.0) {3.3) (3.3)

But Takee 2 3 3 3 3 3 0 O 0 O O 0

5erology
a Max Tagup, Days Clinic.al Complaint Meastee Maups Robeum

102.0 42 Amerests, Teething (5 BB 2 12 G 1512
101.2 3h35 castrog.ntestitunt Illness. Irritability, ($ 1320 (2 32 (B 256

Anorexin, Fatigue
102.6 7-10 Gastrotatestinst Illness Anotexts, Taething (5 160 (2 16 (8 256
102.4 6-8 Secue en Face (3 160 (2 32 (8 256
102.D 5 No Clinical Complaints (5 50 2 64 (5 256
102.0 B-9 Castrointestinal Ellnean C5 40 (Z 8 CB 256
103.D 20-23 upper Respiratory Illness (5 40 z 164 (5 256
102.0 15-2D Upper Respiratory 11tnese ($ 80 (2 16 (8 256
204.0 0-4 Upper Respiratory 111nema, trritability, (5 so (2 64 (B 128

Amersria

1/27/75
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Table 8

Mexisumu Xampurstures Emported Asunag Cht.14ran Who Received Combined
Live Nestles-Mumpm-tubelts (RA 27/3) virus Teacine, tot #6066S/C-EOL1 (Study 8$13)

Total Vaccinees (34 at1dram) Initially Seconegatives (34 ChiUrea)
neximatemperature Days Post Vacetnstian No. with Days Post Vacclution Wo. utth

D4 5-12 13-18 19-28 29-42 0-4 M2 13-18 19-26 29-42

(99 34 28 37 35 37 18 22 18 22 22 22 11
(66.TE) (54.9) (72.5) (68.6) (72.3) (64.7) ($2.91 (64.7) (64.71 (44.7)

99-100.9 14 15 14 14 12 21 9 11 12 12 10 16
(27.5) (29.4) (27.5) (27.3) (23.5) (26.5) (32.4) (35.3) (35.3) (29.4)

101 - 102.9 2 7 2 3 10 2 4 1 5
(3.9) (13.7) (3.9) (2,0) (5.9) (12.8) (2.9)

203-104.0 1 1 3 1 1 3
(2.o) , (2.0) (2.9) (2.9)

9ever - Tump. 1 0 1 0
Not Taten (2.0) (2.9)

Bot Taken 3 3 3 3 3 3 0 0 0 D o 0

gierology
4 $ Hex. Teme, Clinical Courplmfnt Messles Mumps Rebella

02.0 U-9 1rritable NS NS US NS NS WS
102.0 7-9 Castrohtestinal flinese (5 an (2 is <n 32
102..6 2-A Castraintesttom1111eesa, Nanspecific Seah (5 se <2 64 <a 256
104.0 3-8 Upper Respiratory T1lness, Ophthalmestby. (5 20 (2 32 <8 256

Castraintestimmi t1inema, Amerezia
103.0 28-34 Teaching 45 80 (2 _)64 (A 1312
202.2 4-21 Upper RespiratoryTuness (3 40 (2 2 <a 256

1/27/78

.
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Table 9

Maximum Temperaturee Reported Amons Children Who Received Combined
Live Messles-Mumpe-Rubella (RA 27/3) Virue Vaccine, tot 860666/C-E812 (Study 8513)

Total Vaccinees (56 Children) initially Seronegatives (33 Chiljren)
Maximum Temperature Oeye P*•t Veccinetton Wo. with Dave Lost Veccinetion Wo. with

0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 29-42

(99 31 22 37 32 26 15 15 9 19 14 11 5
(57.42) (40.7) (68.5) (59.3) (48.1) (45.5) (27.3) (57.6) (42.4) (33.3)

99 - 100.9 20 22 16 22 21 24 16 16 14 19 19 19
(37.0) (40.7) (29.6) (40.7) (38.9) (48.5) (48.5) (42.4) (57.6) (57.6)

101- 102.9 3 7 6 14 2 6 2 8
(5.6) (13.0) (11.1) (6.1) (18.2) (6.1)

103 - 104.0 1 1 1 1 1 1
(1.9) (1.9) (3.0) (3.0)

Fever - Temp. 2 1 O 1 O
5ot Taken (3.7) (1.9) (3.0)

Not Taken 2 2 2 2 2 2 O O 0 O O O

Serolony
. . e Man. Temp. Days Clinical Complaint Measles Mumps Rubella

102.0 12-13 Merpes-Type Rash (5 40 ( 2 32 (8 256
104.0 8-9 Meastes-Like Rash, Anorexia <5 80 (2 _>64 (8 64
103.0 42 Upper Respiratory Illness, Non-Specific Rash, Amorexia
102.0 30-35 Castrointestinal 113nese ES 55 W5 N5 NS NB
102.0 0-7 mo Citatest Complaints (5 80 (2 16 (8 128
102.2 1-4 Upper Respiratory 113eese, Ophthalmopathy. Amorexia (5 40 (2 16 (8 256
102.2 10 Upper Respiratory 131sses. Otitle (5 80 (2 64 (8 256
102.0 1-3 Upper Respiratory 111aese, needeche. Amorests, WT NT WF WT NT WT

8oremese at lejection Site

1/27/78
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Table 10

Clinical Complaints Reported Amont Children Who Received combined
Live Messles-Humps-Rubella (RA 27/3) Virus Vaccine, 1.ot AA0664/C-EA10 (Study 8513)

Total Vaccinr2s (53 Children) initially Seronepatives (30 Children)Days Pcat Yacc13ation No. with Days test Vact ination No. with
0-4 5-12 13-18 19-28 29-42 _Coagatint_ 0-4 5-12 13-18 19-28 29-42

1ojection Site: 2 2 1 1
(3.9%) (3.3)

Soreness 2 2 1 1

Systemic:
Arthraigia 1 1 I 0

(2.0) (2.0)

Measlee-t.ike Reah 6 I 1 6 4 1 1 4
(11.8) (2.0) (2.0) (13.3) (3.3) (3.3)

Meadache 1 1 0
(2.0)

trritability 4 2 1 2 2 8 4 2 1 2 1 7
(7.8) (3.9) (2.0) (3.9) (3.9) (13.3) (6.7) (3.3) (6.7) (3.3)

Amorexia 4 3 1 2 5 10 2 2 2 3 7
(7.8) (5.9) ( 2 .0) (3.9) (9.8) (6.7) (6.7) (6.7) (10.0)

DisturbedSleep 1 1 1 0
(2.0) (2.0)

Fatigue 1 I 1 1 1 1
(2.0) (2.0) (3.3) (3.3)

Myalgia 1 1 1 0
(2.0) (2.0) .

Upper Respiratory Illness 9 12 7 12 11 25 4 7 6 7 8 14
(17.6) (23.5) (13.7) (23.5) (21.6) (13.3) (23.3) (20.0) ( 21.3) (26.7)

Otitia 1 1 1 1
(2.0) (3.3)

Ophthalmopathy 1 1 1 I 2 1 1 1 1
(2.0) (2.0) (2.0) (2.0) (3.3) (3.3) (3.3)

Castrointestinal 111nees 12 It 2 4 5 18 9 9 1 1 4 15
(23.5) (21.6) (3.9) (7.8) (9.A) (10.0) (30.0) (3.3) (10.0) (13.3)

Nonspecific Rash 5 4 4 6 8 15 2 4 4 5 5 10
(9.8) (7.8) (7.8) (11.8) (15.7) (6.7) (13.3) (13.3) (16 .7) (16.7)

Sorea on Face I 1 I I
(2.0) (3.3)

Altergy I I 2 I I 2
(2.0) (2.0) (3.3) (3.3)

Teething 2 4 1 2 3 9 I 4 1 2 1 7
(3.9) (7.8) (2.0) (3.9) (5.9) (3.)) (11.1) (3.3) (6.7) (3.3)

lierpes-Type Rash 1 1 2 I 1 2
(2.0) (2.0) (3.3) (1.3)

Persons with Complaint: 24 27 12 18 19 39 14 19 9 12 I) 25
(47_. ( 23.51 13)_ $3) _(46.7 (63.3) 30.0) (40.0) (43.3)

Persons with No Complaint: 27 24 39 33 32 12 16 11 21 18 17 5

Megative Surveillance 2 2 2 2 2 2 0 0 O 0 0 0

1/27/74
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Table 11

Clinical Complaints Reported Among Children h Received Combined
Live Memales-Mumpe-Rubclla (RA 27/3) Virus Vacctme, let #606tW/C--ERl1 (5tudy 4513)

To-tel Vaccimes (54 Children) Initialit Gerenetatives (34 Children)
Days Post. Vaccinat f oe No. with Days lost Vactination No. with

Clinicat complaint 0-4 5-12 1.3-15 102B 29-42 complaint 0-4 5-12 13-18 19-z8 29-42 Complaint

Infection Sits: 2 2 2 2
(3..51) (5.9)

Soreness 1 1 1 ]
Etythems and Soranmum 1 1

Systemic:
LymphadenopeEhy 2 3 1 1 2

(1..8) (1.9) (2.9) (2.9)
Nessles-Like Rash $ 4 1 - 7 3 2 4

(9.6) (7.F) (1.9) (8.8) (5.9)

Irritabil.1.t.y 4 6 1 1. 2 9 4 4 1 2 7
(7.7) {11.5) (1.9) (1.9) (3..5) (13.s) (11.5) (2..9) ($..9)

Malaise I 1 I 1 1 1
(1.9) (1.9) (2.9) (2.9)

Anarexim $ 3 3 2 4 13 3 4 2 1 3 9
(9.6) (9.6) (5.A) (3.8) (7.7) (8.B) (11.8) (5.9) (2.9) (8.8)

Disturbed Eleep 1 1 I 2 I 1 1
(1.9) (1.9) (1.9) (2.9) (2.9)

Tatigue 2 2 2 2
(3.e) (5.9)

Erpper Respiratory Illness 30 9 5 10 11 2$ 4 & 4 6 7 15
(19.2) (17.3) (9.6) (19.2) ( 21.2) (11.8) (17.6) (31.8) (17..A) (20.6)

Otitis 2 2 2 1 1 4 2 1 1 1 1 2
(3.B) (3.8) (3.8) (1.9} (1.9) (5.9) (2.9) (2..9) (2.9) (2..9)

Ophthalmopathy 1 3 1 1 3 I 2 1 E 4
(1.9) (5.5) (1.9) (1.91 (2.g) (S.9) (2.W) (2.9)

Centraintestiast Illnese 9 10 5 4 6 18 6 7 3 3 5 11
(17.3) (19.2) (9.6) (7.7) (11..5) (17.6) (20.6) (s .s) (s.a) (14.7)

gronspecific Rash a 3 2 2 7 3 3 2 2 6
(7.7) (S.8) (3.8) (5.5) (8.8) (8.B) (5.9) (5.9)

Allergy 1 I I 1
(1.9) (2.9)

Taething I 1 1 3 3 4 1 1 1 1 Z
(1.9) (1.91 ().g) (5.6) (5.B) (2.9) (2.9) (2.9) (2.g)

Persons with Caplaint: 26 16 18 21 18 36 16 18 11 13 12 23
(50,0) (344 _(40.4}_ _(34_.6)_ (52.9]

Persons with No Complaint: 28 26 34 31 34 16 1R 15 23 21 22 11
5L,8) JS,0_.0),_ J6L_41. J$9,ft JiL_4) 52.9 6 61 8 64-7)_

Negative Surveillance: 2 Z 2 2 2 2 0 0 O 0 0 0

1/27/78
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Table 12

. Clinical Complaints Reported Among Children Who Received Combined
Live Meastes-Mumps-stubella (RA 27/3) virus Vaccine. Lor 860666/c-F.812 (Arude 8513)

Total Vaccintas (56 Children) Initially Seroneptives (33 Child vn)
Days Ptat Vacclastion No. with Days Fast Vaccination No. with

0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 29-42 _Coselaint.

Injection Site: 4 4 3 3
(7.4%) (9.1)

Soreness 4 4 3 3

Systemic:
Lymphadenopathy 1 1 1 1

(1.9) (3.0)

Messles-Like Rash 6 2 1 . 8 4 2 1 6
(11.1) (3.7) (1.9) (12.1) (6.1) (3.0)

Headache 1 1 0
(1.9)

Irritability 4 4 3 3 2 8 2 3 2 3 2 5
(7.4) (7.4) (5.6) (5.6) (3.7) (6.1) (9.1) (6.1) (9.1) (6.1)

Anorests 6 9 1 2 11 20 4 5 9 13
(11.1) (16.7) (1.9) (3.7) (20.4) (12.1) (15.2) (27.3)

Disturbed Sleep 1 2 2 1 2 2
(1.9) (3.7) (3.0) (6.1)

*

Fatigue 1 I 1 1 1 1
(1.9) (1.9) (3.0) (3.0)

Mym1gia 1 2 2 1 1 1
(1.9) (3.7) (3.0) (3.0)

Upper Respiratory 111ness 13 19 13 14 15 30 10 12 9 11 12 20
(24.1) (35.2) (24.1) (25.9) (27.5) (30.3) (36.4) (27.3) (33.3) (36.4)

Ot itis 1 2 2 2 5 1 2 2 3
(1.9) (3.7) (3.7) (3.7) (3.0) (6.1) (6.1)

Ophthalmopathy 2 I I 1 4 1 1 1 2
(3.7) (1.9) (1.9) (1.9) (3.0) (3.0) (3.0)

Castrointestinal 111ness 6 4 4 5 7 18 4 3 4 3 12
(11.1) (7.4) (7.4) (9.3) (13.0) (12.1) (9.1) (12.1) (9.1)

Nonspecific Rash 4 8 6 7 6 19 3 5 a 4 4 13
(7.4) (14.8) (11.1) (13.0) (11.1) (9.1) (15.2) (12.1) (12.1) (12.1)

Sore from Venipuncture I 1 I 1
(1.9) (3.0)

Teething 3 2 3 3 5 3 2 3 2 4
(5.6) (3.7) (5.6) (5.6) (9.1) (6.1) (9.1) (6.1)

lierpes-Type Rash 1 I I 1
(1.9) (3.0)

Persons with Complaint: 27 33 22 24 25 41 20 22 16 19 17 27

]L01 J61.11 _{40..D_ _L44._4) (46.3) _(60.61 J66.71 _(48.5)_ _(E.6)_ _(51_.5)_ _
Persons with No Complaint: 27 21 32 30 29 13 13 11 17 14 16 6

20 01_ J3 91 JL9...31 _L55 61151..71. _ __L3L41 _L3 .3_)____JL1 51 J42 41 J48.5_)__
Megative Surveillance 2 2 2 2 2 2 O 0 0 O 0 0

1/27/78
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MEMO

To File Location Date 2/6/78

From T. Schofield Location

Subject Preliminary Statistical Analysis -
Study #513, Combined Live Measies-

Mumps-Rubella Virus Vaccine

Significant differences in seroconversion rates for measles, mumps,
and rubella and clinical reaction rates among vaccinees receiving
three lots of combined live measles-mumps-rubella vaccine were
investigated. Lots of vaccine were:

Lot #60664/C-E810
Lot #60665/C-E811

Lot #60666/C-E812

A significant difference exists among the three lots in the incidence

of non-specific rash. 15 out of 53 exhibited diaper, heat , or contact

rash (28.3%) who received Lot #60664/C-E810; 7 out of 54 (12.97' •*he
received Lot #60665/C-E811; and 19 out of 56 (33.9%) who received

Lot #60666/C-E812. No other rates were significant.

Analyses of variance were performed on post-titer values of children

who were initially seronegative to the individual components. The

log transformation was used in each analysis. No significant differ-

ences exist among the groups (10ts) for any of the three components.

A multivariate analysis was performed on the post-titer values of

triple-negative vaccinees. Again, the log transformation was

applied. There was no significant difference among the groups.

T.S.

6801
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Summary No. 1

of

Clinical Investigative Studies

of

Combined Live Measles Virus Vaccine (Moraten Line-ATTENUVAX)
RA 27/3 Rubella Virus Vaccine

for Purpose of Support for

a License to Manufacture and Sell.

M. R. Hilleman, Ph.D.

Prepared: August 11, 1978

Merck Institute for Therapeutic Research

West Point, Pennsylvania
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Clinical Investigative Studies of Combined Live

Measles-Robella (RA 27/3) Virus Vaccine

1. Background

In a separate submission, "Summary No. 2 of Clinical Investigative Studies
of RA 27/3 Strain Live Rubella Virus Vaccine for Support of a License to

Manufacture and
Sell," dated January 11. 1978. and in Addendum No. 1 to

tha t submission dated June 26, 1978, the RA 27/3 strain rubella virus

vaccine was shown to be safe and highly effective in eliciting an anti-

bod y response in persons of various ages.

In extension of clinical tests with RA 27/3 rubella virus vaccine,
studies were conducted to evaluate its immunising capability when

combined with live attenuated Mcraten measles virus vaccine (ATTENDVAX).
The present submission relates to clinical investigative studies of

combined live measles-rubella (RA 27/3) virus vaccine.

All clinical studies were conducted under BB-IND-1015, Combined Live

Measles-Rubella (RA 27/3) Virus Vaccine.

2. Lot Numbers of Vaccine Tested

Experimental lot prepared by Virus and Cell Biology Research,
Merck Sharp and Dohme Research Laboratories:

622/C-D764

Consistancy lots prepared by Merck sharp and Dohme Biologies Manufacturing:

62343/C-F021

62344/C-F022

62345/C-F023

3. Serologic Testing

Serologic determinations were made in the laboratories of Virus and cell

Biology Research, Merck Institute, and in the Cnntrol Laboratories of

the Merck Sharp and Dohme Division of Merck and Co.

The hemagglutination-inhibition (HI) test was used to determine ruballa

antibody response. The starting dilution was 1:8.

In most cases, measles antibody determinations were by HT assay with a

starting dilution of 1:5. Where noted, sera were retested by serum

neutralization test at a starting dilution of 1:2.
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Page 2

4. Clinical Studies

The clinical studies were conducted under the overall responsibility
of Dr. Maurice R. Hilleman, Vice President, Virus and Cell Biology

Research, Merck Institute for Therapeutic Research, West Point,
Pennsylvania.

The clinical tests were carried out by three groups of workers:

a. Dr. Robert E. Weibel, Director, Division of Preventive

Medicine, Joseph Stokes, Jr. Research Institute,
Children's Hospital of Philadelphia, Philadelphia,
Pennsylvania

b. Dr. Victor M. Villarejos, Director, Louisiana State

University - International Center for Medical Research

and Training, San Jose, Costa Rica

c. Dr. Louis Z. Cooper, Director, Pediatric Service,
The Roosevelt Hospital, New York, New York

Clinical studies fall into two main categories:

Reference

a. Comparison of measles-rubella (RA 27/3) and 2

measles-rubella (HFV-77) vaccines

b. Serologic and clinical responses to measles- 1, 3, 4

rubella (RA 27/3) vaccine

The clinical studies were carried out by the physicians at the locations

in the individual study summaries to follow. The populations employed

were defined with respect to age, location and other pertinent parameters.

Subjects were bled initially and again 6 to 8 weeks later. The sera

were tested to define the initial serostatus and the subsequent antibody
response.

Clinical surveillance was by two procedures. In studies by Drs. Weibel
and Cooper, the observations were recorded daily by the mother, The
parent was asked to contact the physician should any significant or

bothersome reaction occur. In the studies by Dr. Villarejos, obser-

vations were made on a routine basis by medical or paramedical personnel;
physicians were notified of any significant illness which occurred

subsequent to vaccination.

The data presented in the following sections are self-explanatory.
The detailed background records are on file in Virus and Cell Biology
Research, Merck Institute for Therapeutic Research, West Point,
Pennsylvania. These records are available for review at any time.
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5. Clinical Study Summaries

Reference 1 - Study 442 - Dr. Victor Villarejos

Details of the study plan are given in the clinical test protocol.
The study was designed to measure antibody and clinical responses to
the RA 27/3 rubella component when given alone or combined with
mumps and/or measles vaccine. Findings presented in the summary tables
indicate excellent antibody response to both virus components among
children receiving combined live measles-rubells (RA 27/3) virus vaccine.
No significant clinical reactions were noted following vaccination.

Reference 2 - Study 470 - Dr. Louis Cooper

This study is being conducted among children to compare responses to
HPV-77 and RA 27/3 rubella vaccines when given alone or combined with
live measles virus vaccine. Details of the study plan are given in
the clinical test protocol, and results, to date, are presented in
the summary tables. The study continues in progress.

Reference 3 -
Study 512 - Dr. Victor Villarefos

Study 512 was conducted to measure antibody and clinical responses to

three consecutive lots of combined measies-rubella vaccine containing
the RA 27/3 rubella component. Study details are given in the clinical
protocol. Findings presented in the summary tables 0ndicate excellent

antibody response to both components of all three lots of vaccine.
No significant clinical reactions were noted.

Reference 4 -
Study 514 - Dr. Robert Weibel

Study 514 is being conducted to measure antibody and clinical responses
to three consecutive lots of combined measles-rubella vaccine containing
the RA 27/3 rubella component. Details of the study plan are given in
the clinical test protocol and results are presented in the summary tables.
All three lots showed excellent antibody response while no significant
clinical reactions were noted.

6. Overall Summary

The total numbers of vaccinations for which supporting data have been
given are as follows:

No. Seroconverting/No. Double Negatives (%)
No.

Lot # Vacc. Measles RA 27/3 Rubells

622 216 59/64 (92) 63/64 (93)
62343 107 46/50 (92) 50/50 (100)
62344 105 45/45 (100) 45/45 (100)
62345 100 49/50 (98) 50/50 (100)

unknown 30 26/28 (93) 28/28 (100)

Totals 558 225/237 (95) 236/237 (99)

The data show that combined live measles-rubella vaccine containing
the RA 27/3 rubella virus component is safe and effective.
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Summary of Clinical Tests of Combined Live Measles-Rubella (RA 27/3) Virus Vaccine

Antibody Responses among Double Negatives
Measles Rubella

________Ag? No. Conv./ No. Conv./

Study Mean No. No. Seroneg. No. Seroneg. Reference

No. Investigator Lot Nd. Range (Yrs.) Vace. (%) GMT (1) GMT No.

442 Villarejos 622 1 - 6y 3.7 193 49/$4 (91) 49 53/54 (98) 151 1

470 Cooper 622 14mm 6y 2.0 23 10/10 (100) 57 10/10 (100) 274 2

512 Villarejos 62343 10m- 9y 4.4 60 12/15 (80) 17 15/15 (100) 308 3
62344 11m- Sy 4.3 60 18/18 (100) 40 18/18 (100) 376

62345 13m- 6y 4.1 55 16/17 (94) 70 17/I7 (100) 289

514 Weibel 62343 13m- 37 1,4 47 34/35 (97) 80* 35/35 (100) 312 4

62344 14m- 4y 1.8 45 27/27 (100) 78 27/27 (100) 367

62345 13m- 4y 1.4 45 33/33 (100) 114 33/33 (100) 415

Unknown 13m-10y 1.7 30 26/28 (93) 51* 28/28 (100) 371

_ _

Totals 558 225/237 (95) 60 236/237 (99) 287

* GMT based on Measles EI results only.
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Reference No. 1

Program: Study #442

Vaccine: Combined Live MeaslesrMumps-Rubella (RA 27/3) Virus Vaccine
Lot No. 621/C-D763

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine
Lot No. 622/C-D764

Live Attenuated Rubella (RA 27/3) Virus Vaccine

Let No. 579/C-D418

Responsible Clinical Investigator:

Victor M. Villarejos, M.D.

Director
Louisiana State University
International Center for Medical

Research and Training
Apartado 10.155
San Jose, Costa Rica

Study Location: Rivas, Nicaragua

Date Study Ini tiated: January 19, 1976

Date Study Completed: April 28, 1976

Study Procedure:

A total of 589 children, 10 months to 7 years of age,
from the open population were included in the study.

Each participant received a 0.5 m1 subcutaneous dose

of one of the three vaccines. Blood samples were obtained

prior to and six weeks after vaccination.
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Clinical Protocol -
Study #442

Combined Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine

Combined Live Measles-Rubells (RA 27/3) Virus Vacetne

Live Attenuated Rubella (RA 27/3) virus Vaccine

Purpose: To determine antibody and clinical responses to coábined live -

measles-mumps-rubella (RA 27/3) virus vaccine, to combined live
measles-rubella (RA 27/3) virus vaccine, and to live attenuated
rubella (RA 27/3) virus vaccine.

Vaccines; a) Combined live measles-mumps-rubella (RA 27/3) virus vaccine

lot No. 621

Vaccine dose is 0.5 mi given subcutaneously,

The vaccine is supplied in two-dose vials. Each vial of
vaccine should be rehydrated with 1.2 al of sterile,
pyrogen-free distilled water.

b) Combined live measles-rubella (RA 27/3) virus vaccine
Lot No. 622

Vaccine dose is 0.5 m1 given subcutaneously.

The vaccine is supplied in two-dose vials. Each vial of

vaccine should be rehydrated with 1.2 al of sterile,
pyrogen-free distilled water.

c) Live attenuated rubella (RA 27/3) virus vaccine

Lot No. 579

Vaccine dose is 0.5 m1 given subcutaneously.

The vaccine is supplied in single dose vials. Each vial
of vaccine should be reconstituted with 0.7 ml of sterile,
pyrogen-free distilled water,

CAUTION: The combined vaccines contain egg protein and should not
be given to persons with known sensitivity to egg, chicken, or
chicken feathers. All three vaccines contain neomycin and should
not be given to persons with sensitivity to neomycin. Persons

with leukemia or other immunologic disorders and persons receiving
immunesuppressive drugs should not be vaccinated. Also, the

vaccines should not be given to persons with any fabrile respiratory
illness or other active fabrile infection.

Keep dried vaccines stored at -20°C until used.

Keep dried vaccines at 4°C in transport.

Reep reconstituted vaccines on ice, Discard unused vaccine 4 hours

after rehydration.
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Clinical Protocol - -2-

Study #442

Procedure: The study population will consist of children 1 to 6 years of age.

Children receiving a given vaccine will have a negative history for
vaccination with and illness caused by viruses represented in that

vaccine, Children will be assigned to receive one of the three

vaccines as follows:

Vaccine Vaccine Lot No. Children

measles-mumps-rubella 621 150-200
measles-rubella 622 150-200

rubella 579 150-200

Informed consent will be obtained from each child's parent or

guardian prior to his participation in the study.

Each child will be bled (10-15 mi) immediately prior to vaccination

and 6 weeks following vaccination.

Vaccine dose is 0.5 m1 given subcutaneously.

Each child will be followed clinically for 42 days following
vaccination. All local and systemic complaints will be recorded

on the ease report form.

Schedule: Time Action

Day 0 Bleed 10-15 al.
Vaccinate 0.5 al, subcutaneously.

Days 0-42 Clinical follow-up for local and
systemic reactions.

Week 6 Bleed 10-15 al.

Laboratory: Remove sera from clot aseptically and store frozen at -20°C until
shipped. It is imperative that sera are sterile to avoid inter-

ference with the serologic assay.

Serology: Circulating levels of antibody to each vaccine component will be
determined for samples drawn before and after vaccination. Measles

and rubella antibody levels will be determined by hemagglutination-

inhibition test. Mumps antibody levels will be determined by serum

neutralization test.

Clinical Attached.
Forms:
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Clinical Protocol - -3-

Study #442

Adverse Any serious or alarming reaction, including death due to any cause
Reactions: during the investigation, whether related or not related to the

test material, must be reported immediately to Merck & Co., Inc.,
through Dr. Maurice R. Hilleman, telephone (215) 699-5311, Ext.

5532, or in his absence, Dr. Allen F. Woodhour, telephone (215)
699-5311, Ext. 5588.

Unused All unused vaccine should be returned immediately to Merck Sharp &
Vaccine: Dohme Research Laboratories, West Point, Pa. 19486.

Shipping a) Send sera frozen within insulated containers which are supplied.
of Sera &

Records: b) Send sera and records to Dr. Maurice R. Hilleman, Virus and Cell

Biology Research, Merck Sharp & Dohme Research Laboratories,
West Point, Pa. 19486.

c) Alert Dr. Eilleman by cable as soon as possible as to flight

number, air bill, and date of arrival.

M. R. Hilleman, .
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VACUNAClóN CONTRA SARAMPlÓM PAPERAS RUBEOLA

EStudiO NO. \# NO. OEL CASOn

Nomtpre Completo del N o Sexo (35) Fecha de nacimiento (36-41) leG )

efa mes difo
CT 6 ouroecogn completa de pueres o ouaresans

é 5 Dupo cT 2
nell- (54e93

CT INOlOUE Si INDIVIDUO HA: S • Serempién P • Popuras R • Rubcola
S (70) P (ft) R (72) Fecha de expuesto / /

e .. 1. Tenido Entermedad 1 1 1
2. Sido Vacunado 2 2 2 Feche de expuesto

3, Estado Expuesto 3 3 3 Fecha de ex puesto
- e 5 IDurante Ultimas Cuatro Semanasí

PERIODO DE VACUNACIÓN O CONTROL
€ o

(es) O Vacunado O Control
Fecha de uacunación l I § NU)

No. de Lote
Fecha de primer sangrado lantes de vacunadol / / (5367)

[ (eesg Fecha de segundo sangrado Idespues de vacunado) / / (5e43)

SEROLOGIA , ,
E

SARAMPIÔN PAPERAS RU8EOLA MW d d n cont hmé Snh 1 = 9 2 = No
4 o

Hi Nest Neut Hi Neut Indique si el niffo contrajo Peperas etÍnica: 1 = SÍ 2 • No

N h• Poe indique si el niffo contrajo Rubíola cli'nica: 1 • SÍ 2 • No
o -

CT Fecha de comienro: /

Oui#n hizo diagnÓstico?

3 e • Otras quelas o obemociones ciÎnicas:
si

Despues de comportadn, devue§ue formes ar: (Resense copie rose para sus arcNvos) Fmrmades Me'dico• Fecha:

M. R. HlLLEMAN, PhD. DSe

MERCK SHARP & OOHME RESEARCH LABS.. WEST POlNT, PENNSYLVANIA 19486 Nombre # íco fen erra* w*J:

P39974575(SPAMPSH a ENGLlSM) testa?•oe?Sl
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VACUNAClÓN CONTRA SARAMPlÓN PAPERAS RUBEOL A

HOJA CLINICA NO. DE CASO

FECHA DE VACUNACION
dia m.5 a

NOMBRE:

RA1H' •Especifigue tipo en
|

-- ..u....*.n

OTRAS REACCIONES
DIA FECHA 5 I 2 of .t *, ,

1 9 & - a } 2

24 16 25 08 15 14 01 03 05 12 50 | 51 52 11 32

O

5

8 |
'

9

14

18
.c , 19

20 j

25
26

E8z
28 ! .
29 |
30 |
31 |
32

33
34 ,

36

37

38

39

40

42
At terminer at estud¼, devuetra copie btence y copie amaritte de esse fewm a, Firms der medico: Feche:
adjuntes a to krms "A" at: (f retense copie color de rose para sus archirt si

ERC RP & DO ME RESEARCH LABORATORIES
WEST POINT, PENNSYLVANIA, 19486, U.S.A.

,.... .....
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Table 1

Serological Findings Among Children Who Received Combined Live

Measles-Rubella (RA 27/3) Virus Vaccine, Lot No. 622/C-D764 (Study #442) .

Initially Seronegative lo: Initially Seropositive to:

Total No. Measles-Rubella Measles Only Rubella only Measles
Age No. Serol. Conversitns/Total Conversions/ Conversions/ and

Vacc. Tested Measles Rubella Total Total Rubella

1 Year 22 16 11/11 11/11 4/4 1

2 Years 20 16 7/9 9/9 2/2 3/3 2
*

3 Years 46 36 14/16 15/16 1/1 13/13 6

4 Years 40 31 5/5 5/5 2/2 20/20 4

5 Years 28 19 5/5 5/5 1/1 11/11 2

6 Years 37 24 7/8 8/8 4/4 9/9 3

Total 193 , 142 49/54 53/54 10/10 60/60 18

Mean Age: 3.7 Years (90.7%) (98.1%) (1002) (100%)

Overall Conversion Rates

Measles Rubella
.

59/64 113/114

(92.2%) (99.1%)

/./92/77
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I .
Table 2

Berelogical Fledings AmongChildren Mbe Received Combined LSTa
enslas s·4ubellu (ItA 27/3) Virps Tacclan, 10t No. 621/C-D?63 (prody f442)

tottis]17 Serpnegative to: Init.1sily 5ersonazcive_ce;_
Tecal No. hamles Tubells Mesalem a _Messles:2nballa Muage-Rubells Nemales Only Emps 0ult Rebells tkily Nassies

Aga No. 5eret, came temIcembetal conversit uffetal convermines/Totd Converefans/Total Ceaversions Converstems/ Conversione and
Tace. Tested itmaslas subm11m Neast.es lea¶ts Namelem gubells bkmps tebells Tecal Tecal for.al

10 Nesthe 1 0

11 McaEbe 2 2 1/1 1/1 1/1 1/1 1/1

1 Tear . 19 21 7/7 7/7 7/2 4/5 5/5 3/3 313 2/2 3/3 1

2 Tears 18 13 3/3 3/3 3/3 1/1 1/1 4/4 4/4 2/3 5/3 3/3 1

3 tears 41 33 6/G 6/G 6th 111 1/1 3/3 3/3 6/4 6/6 14/14 3

a Teare M 34 2/2 2/2 2/2 5/5 $13 7/B $/8 1/1 15/15 3

5 Teare 32 25 3/3 2/3 3/3 2/2 2/1 2/3 3/3 2/2 13/E3 2

& TemEO 36 28 1/1 1/1 1/1 S/B 1/ 2 1/2 3/1 13/15 1

7 Tsars 1 1 1/1 1/1

Thtst 199 1$9 11/23 A2/23 11/23 2/1 2/2 2A/29 29/29 22/25 25/23 3/3 3/5 63/63 11
Wous (1sut) (95.H) 000E) (964) (100E) (88.OE) (2001) (10OE)

overm11 CauvermEon Eacue

Ibelem Munge_ Rahm11m

56/53 49/5] 14G/140
(P8..21) (92.5%) {1005)

10/3/77
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Table 3

Distribution of Fold Rises of Hemagglutination-Inhibition Antibody Titers Among Children
Who Received Live Attenuated Rubella (RA 27/3) Virus Vaccine, Lot No. 579/C-D418 (Study #442)

Total No. Initially Sercpositive Initially Seronegative

Age No. Serol. Foli Rise No. Conv.

Vace. Tested Indet. Total Conv. Failures Total Rate

1 Year 13 10 1 1 9 9 9/9

2 Years 17 15 1 1 14 14 14/14

3 Years 30 24 2 2 22 22 22/22

4 Years 38 32 1 1 2 30 30 30/30

5 Years 42 29 3 3 26 26 26/26

6 Years 56 48 8 8 40 40 40/40

7 Years 1 O

---
Total 197 158 1 16 17 141 0 141 1002

Mean Age: 4.3 Years

4/28/77

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



Table 4

Distribution of Post-Vaccination Antibody Titers Among Children
Who Were Initially Seronegative to Measles and Rubella and Who Received

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot No. 622/C-D764 (Study #442)

Measles (EI) Rubella (HI)

Post-Vaccination No. of Post-Vaccination No. of

Titer Children Titer Children

<5 5 <8 1

5 8

10 1 16

20 9 32 1

40 4 64 3

80 22 128 30

160 9 256 13

320 3 512 6

2640 1

Total 54 54
__

Geometric Mean Titer 148.7 151.2
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Table 5

Distribution of Post-Vaccination Antibody Titers Among Children Who Were

Initially Seronegative to Measles, Mumps and Rubella and Who Received Combined

Live Measles-Mumps-Rubella (RA 27/3) Virus Vaccine, Lot No. 621/C-D763 (Study #442)

Measles (HI) Mumps (Neut.) Rubella (HIs

Post-Vaccination No. of Post-Vaccination No. of Post-Vaccination No. of

Titer Children Titer Children Titer Children

<5 <2 1 <8

5 2 4 8

10 4 4 16

20 2 8 5 32 1

40 5 16 7 64 4

80 5 32 2 128 9

160 6 256 7

320 5 512 2

Total 23 23 23

Geometric Mean Titer 98.8 7.1 148.8

10/3/77
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Table 6

Distribution of Post-Vaccination Antibody Titers Among Children Who Were Initially Seronegative
to Rubella and Who Received Live Attenuated Rubella (RA 27/3) Virus Vaccine, Lot No. 579/C-D418 (Study #442)

Rubella (HI)

Post Vaccination No. of
Titer Children

<8

8

16

32 2

64 20

128 70

256 41

>512 B

Total 141

Geometric Mean Titer >150.5

4/28/77
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Table 7

Nazimum Temperatures Reported Among Children Ubo Received Combined
Live Maasles-8ubells (RA 27/3) Virus Vaccine, Lot No. 622/C-D764 (Study f442)

Initially Serenegative to:
Wwd- Total Taecinees (193 Childrea) Maasles and Rubella (54 Children;

Temperature Days Post-Vaccination No. with Days Post-Vaccination No. with
(°F. oral) 0-4 5-12 13-18 15-28-T 29-42 Mex. Temp. 0-4 5-12 13-18 19-28 29-42 nex. Temp.

(99 146 135 138 123 114 67 42 35 39 38 35 23
(76.0) (70.3) (72.3) (64.4) (59.7) (77.8) (64.8) (72.2) (70.4) (64.8)

99 - 100.9 46 56 53 68 77 124 12 19 15 16 19 31
(24.0) (29.2) (27.7) (35.6) (40.3) (22.2) (35.2) (27.8) (29.6) (35.2)

102.0 1 1
(0.5)

Not Taken 1 1 2 2 2 1

3erology

Patient f Temperature h Clinical Complaint Maasles Rubells

102.0 5 Upper 8eepiratory 111amas, 1rritability, Nat•*•• >20 160 >32 256

4/28/77
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Table 8

Meximum Temperaturee Reported Among Children Wno Received Combined Live
Nessles-Humpe-Rubella (RA 27/3) virue vacenam, Int No. 621/C-D763 (Study P442)

Initially Seronegative to:
Maximumn Total vaccinees (199 Children) Nesales, Humps and Rubells (23 claildr3a

reture _ Days Post-Vaccination No. with Days Post-Vaccination . with
(°P. Oral) 0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 29-42

(99 147 138 160 130 137 83 18 20 23 14 16 16
(73.91) (69.3) (81.6) (68.4) (72.5) (78.3) (87.0) (100.0) (73.7) (84.2)

99 - 100.9 51 57 35 59 52 109 5 3 5 3 7
(25.6) (28.6) (17.9) (31.1) (27.5) (21.7) (13.0) (26.3) (15.8)

101 - 102.2 2 1 3
(1.0) (0.5)

103 - 104.0 1 2 1 4
(0.5) (1.0) (0.5)

Not Taken 3 9 10 4 4

Serology

Patient f Temperature Measlee Mumps Rebella

102.2 8 Upper tespiratory 111nese, Nolaise )_20 320 >8 32 (8 1024
103.1 20 Irritability, nelaise >20 160 38 128 (8 64
103.1 11 Toneillitis, Amorezia, mandache, nelaise T20 )640 T2 4 (8 128
104.0 1 Irritability, Neleine 3erologies Not Done
104.0 5 Upper Respiratory Illnese, Irritability, Anoresia, Melaise )20 320 (4 16 (8 256

10/3/77

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



Table 9

Maximum Temperaturee Reported Among Children Mbo Eaceived Live
Atteausted Rubella (RA 27/3) virue Taccine, Lot no. 579/C-0418 (Study #442)

initially Seronagative to:
M•wf= Total Vaccinees (197 thitaram) tubella (141 Childres)

Temperature Daye Feat-Vaccination No. with Daye Foot-Vacchatine Wo. With
(°F. oral) 0-4 | 5-12 13-18 | 19-28 29-42 Max. Temp. 0-4 $-12 13-18 19-28 29-42 Max. Teep.

<99 162 131 148 125 138 67 116 97 110 94 104 51
(82.22) (66.5) (75.1) (64.4) (71.5) (82.3) (68.8) (78.0) (67.6) (74.8)

99-100.9 35 66 48 68 55 128 25 44 30 44 35 88
(17.8) (33.5) (24.4) (35.1) (28.5) (17.7) (31.2) (21.3) (31.7) (25.2) t

101 - 102.2 1 1 2 1 1 2
(0.5) (0.5) (0.7) (0.7)

Not Taken 3 4 2 2

Patient Temperature Clinical Complaint Serology

102.2 20 Upper Respiratory Illames, Amorests, Malaise (8 128

4/29/77
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Table 10

Clinical Complaints Reported Among Children Who Received Combined
Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot No. 622/C-0764 (Study #442)

Initially Seronegative to:
Total Vaccinees (193 Children) Measlea and Rubella (54 Children)

Clinical Complaint Days Pf st-Vaccin ition No. with Days Past-Vacci sation Wo. with
0-4 5-12 13-18 19-28 29-42 Complaint 0-4 5-12 13-18 19-28 29-42 Complaint

1rritability 29 11 6 9 6 32 13 4 2 1 1 18
(15.1) (5.7) (3.1) (4.7) (3.1) (24.1) (7.4) (3.7) (1.9) (1.9)

Malaise 33 21 15 15 7 65 12 8 4 2 1 18
(17.2) (10.9) (7.9) (7.9) (3.7) (22.2) (14.8) (7.4) (3.7) (1.9)

m.ma-ch. 4 3 2 2 9 1 1 1
(2.1) (1.6) (1.0) (1.0) (1.9) (1.9)

Upper Respiratory 111nese 1 9 8 8 1 21 1 5 2 1 6
(0.5) (4.7) (4.2) (4.2) (0.5) (1.9) (9.3) (3.7) (1.9)

Branchitia 1 1 1 1 1 1
(0.5) (0.5) (1.9) (1.9)

Otitis 1 2 2 1 1 6 2 1 3
(0.5) (1.0) (1.0) (0.5) (0.5) (3.7) (1.9)

castrointestinal 111ness 5 7 6 4 3 23 1 2 1 1 5
(2.6) (3.6) (3.1) (2.1) (1.6) (1.9) (3.7) (1.9) (1.9)

Anorexia 5 4 6 4 17 2 1 1 4
(2.6) (2.1) (3.1) (2.1) (3.7) (1.9) (1.9)

Espatitis 1 1 1 0
(0.5) (0.5)

Asthma 1 1 0
(0.5)

Persons with Complaints: 36 24 17 18 8 70 13 9 4 3 1 19
(18.8) (12.5) (8.9) (9.4) (4.2) (24.1) (16.7) (7.4) (5.6) (1.9)

Persons with No Complaints: 156 168 174 173 183 121 41 45 50 51 53 35
(81.3) (87.5) (91.1) (90.6) (95.8) (75.9) (83.3) (92.6) (94.4) (98.1)

Negative Physician Surveillat ce: 1 1 2 2 2 1

4/29/77

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



Table 11

Clinical Complaints Reported Among Children Who Received Combined Live
Measles-Humps-Rubella (RA 27/3) Virus Vaccine, Lot No. 621/C-D763 (Study f442)

Initially Seronegative to:
Total Vaccinees (199 Children) Measles, Mumps and Rubella (23 Child ren)

Clinical Complaint Days Pcat-Vacclestion No. with Days P3st Vacci ation No. with
0-4 5-12 13-18 19-28 29-42 Complaint 0-4 5-12 13-18 19-28 29-42 Complaint

Irritability 32 9 2 4 39 5 1 5
(16.1%) (4.5) (1.0) (2.1) (21.7) (5.0)

Malaise 30 14 3 7 1 43 5 1 2 7
(15.1) (7.0) (1.5) (3.6) (0.5) (21.7) (4.3) (10.0)

Beadache 1 2 2 0
(0.5) (1.0)

Upper Respiratory Illness 9 11 5 8 5 23 1 1 1 2 1 3
(4.5) (5.5) (2.5) (4.1) (2.6) (4.3) (4.3) (4.3) (10.0) (5.0)

Otitis 2 3 3 1 1 1
(1.0) (1.5) (4.3) (5.0)

Ophrh,19thy 1 1 0
(0.5)

Gastrointestinal 111ness 13 7 2 5 1 22 1 1
(6.5) (3.5) (1.0) (2.6) (0.5) (4.3)

Anorexia 5 3 2 5 13 1 1
(2.5) (1.5) (1.0) (2.6) (5.0)

Mild Dermatitia 1 1 0
(0.5)

Persons with Complaints: 49 22 11 19 6 73 6 2 1 4 1 10
(24.6) (11.1) (5.5) (9.8) (3.1) (26.1) (8.7) (4.3) (20.0) (5.0)

Persons with Wo Complaints: 150 177 188 175 187 123 17 21 22 16 19 12
(75.4) (88.9) (94.5) (90.2) (96.9) (73.9) (91.3) (95.7) (80.0) (95.0)

negative Physician 5 6 3 3
Surveillance

10/3/77
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Table 12

Clinical Couplain to Reported Among Children Who Received 1.ive
at.tenuated Rubells (RA 27/3) Virus 9mecine, 1st No. 579/c-0418 (S tudy #442)

Initially Seronegative to:
Total Vaccineem (197 Children) Rubells (141 children)

Clinical Couplaint Days Po1t -V accin>at.iors No. with Days Post-Vaccinstion No. with
0-4 5-12 13-18 19-28 . 29-42 _ O-4 5-12 13-18 19-2A 19-42 _Comp1stat

Irri tability 22 4 3 5 2 32 15 4 2 2 1 23
1 (11..2) (2.0) (1.5) (2.6) (1..0) (10.6) (2.8) (1.4) 0.4) (0.?)

I
nalmime 28 10 5 9 4 46 19 9 2 5 2 32

(14.2) (5.1) (2.5) (4.6) (2.1) (13.5) (6.4) (1..4) (3.3) (1.4)

Readache 2 1 3 1 6 1 1 1
(1.O) (0.5) 0.5) (0.5) (0.7) (0.7)

Upper Respiratory Illness 4 8 1 6 2 13 1 6 1 5 2 13
(2.0) (4.1) (0.5) (3.1) (1.0) (2..1) (4.3] (0.7) (3.5) (1.4)

Otitia 2 2 1 4 1. 1 1 2
(1.0) (1..0) (0.5) (0.7) (D.7) (0.71

Ophthalmapathy 1 1 1 1 1 1
(0.5) (0.5) (0.71 (0.7)

Centrointsetinal t1inese 5 6 1 I 1 11 4 5 1 1 8

(2..5) (3.0) (0.5) (0.5) (0.5) (2.B) (3.5) (0.7) (0.7)

Anorex1s 7 1 5 13 4 4 B
(3.6) (0.5) (2.6) (2.81 (2.B)

PersÅwith Complain ts: 35 18 7 16 7 60 23 14 4 10 5 43
(17.B) (9.1) (3.6] (8.2) (3.6) (16.3) (9.9) (2.8) (7 .1) (3.5)

Permans with Wo Complaintsz 162 179 190 180 188 137 110 127 137 131 136 98
(82.2) (90.9) (96.4) (91.8) (96.4) (83.7) (90.1) (97.2) (92.9) (96.5)

Negative Physician Eurvmiliance 1 2

4/29/77
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MEMO

To File Location Date 2/2/78

From T. Schofield Location

Subject Statistical Analysis - study #442

Analysis of variance was conducted on post titers of children who
were initially seronegative to rubella who received rubella vaccine,
lot #579 (Group 1), combined measles-sumps-rubella vaccine, lot #621

(Group 2), and combined measles-rubella vaccine, lot #622 (Group 3).

No significant difference exists among the three groups. Geometric
mean titers were:

Vaccine GMT

Rubella 150.5
MMR 143.4
MR 155.5

There is no significant difference in conversion rate among these
three groups.

T.S.
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Reference No. 2

Program: Study #470 - To evaluate and compare clinical and immunological
responses to two ruhella vaccines, administered alone and in

combination with measles virus vaccine.

Vaccine: Combined live measles-rubella (RA 27/3) virus vaccine
Lot #662/C-D764

Combined live measles-rubella (HPV-77) virus vaccine
M-R-VAX

Live attenuated RA 27/3 rubella virus vaccine

Lot #579/C-D418
Lot S60664/C-E668

Responsible Clinical Investigator:

Louis Z. Cooper, M.D.

Director, Pediatric Service

The Roosevelt Hospital

428 West 59th Street

New York, New York 10019

Study Location: New York, New York

Date Study Initiated: June 25, 1976

Date Study Completed: In Progress

Study Procedure:

Fifty-four children, 11 months to 18 years of age,
have been included in the study thus far. Thirty-six

received a 0.5 m1 subcutaneous dose of combined live

measles-rubella virus vaccine; eighteen received a

0.5 mi subcutaneous dose of live attenuated RA 27/3

rubella virus vaccine. Elood samples were obtained

immediately prior to vaccination and six weeks after

vaccination from a sample of the population. Each

child was followed 6 weeks for clinical complaints.

The study continues in progress.
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Addendum #1

Clinical Protocci - Stude 'M70

Codbined Live Measles-Rubella (RA 27!3) Virus Vaccine

Purpose of
Addendum: To permit vaccination with monovalent RA 27/3 or HPV-77 duck rubella

virus vaccines.

Vaccines: 1. Codbined live measles-rubella (RA 27/3) virus vaccine

Lot #622/C-D764

Vaccine dose is 0.5 m1 given subcutaneously.

The vaccine is supplied in two-dose vials. Each vial should be
rehydrated with 1.2 c1 of sterile, pyrogen-free distilled water

without preservative.

2. Combined live measies-rubella (NP't-77 duck embryo) virus vaccine
Lot "0619W

Vaccine dose is 0.5 mi given subcutaneously.

The vaccine is supplied in single dose vials. Each vial should bE
rehydrated with 0.7 m1 af sterile, pyrogen-free distilled '.eater
without preservative.

3. Live EPV-77 duck embyro rubella virus vaccine

Lot #0406H

Vaccine dose is 0.5 ml given subcutaneously.

The vaccine is supplied in single dese vials. Each vial should be
rehydrated with 0.7 m1 of sterile, pyrogen-free distilled water
wi chou t pre serva t ive .

4. Live RA 27/3 rubella virus vaccine
Lot 960640/C-E668

Vaccine dose is 0.5 ml given subcutaneously.

The vaccine is supplied in single dose vials. Each vial should

be rehydrated with 0.7 m1 of sterile, pyrogen-free distilled

water without preservative.
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Page 2

Addendon pl

Clinical Protocol - Study 4470
Combined Live Measles-Rubella (RA 27/3) Virus Vaccine

Vaccines: UKUTION: Both combined vaccines and the HPV-77 duck rubella virus
(continued) vaccine contain egg protein and should not be given to persons with

known sensitivity to chicken or duck, chicken or duck eggs or fe.1thers.
All of the vaccines contain neonycin and should not be given to
persons sensitive to neenvein. Persons with leukemia or other
immunologic disorder and persons receiving imnunesuppressive drugs
should not be vaccinated. The vaccines should not be given to persons
with any fabrile respiratory illness or other active febrile infection.

Keep dried vaccines stored at -200C.

Keep dried vaccines at 400 in transport.

Keep reconstituted vaccine on ice. Discard unused vaccine 4 hours
after rehydration.

Procedure: The study population will consist of children I to 6 years old having
negative histories for vaccinaEton and illness caused by measles and/cr
rubella. Children will receive one of the four vaccines as follous;

Grour Vaccine No. of Childrea

1 Measles-rubella (RA 27/3) Up to 500
2 Measlas+rubella (HPV-77 duck) Up to 500
3 HPV-77 duck rubella Up to 200
4 RA 27/3 rubella Up to 200

Informed written consent will be obtained from a parent or guardian
of each child participating in the study.

Each child will receive a single 0.5 m1 subcutaneous injection of
one of the four vaccines.

Bleeding samples (I0-15 al) will be obtained from approximately
one-third of the study participants. Samples will be drawn

immediately before and 6-8 weeks following vaccination.

Each child will be followed clinically for 42 days after vaccination,

All local and systemic complaints will be recorded on the case report

form.
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Page 3

Addendum FI

Clinical Protocol - Study ()&70

Co-bined Live ?1essles-Rubella (RA 27/3) Virus Vaccine

Schedule:
Bleedine

Tine Vaccination and Follow-Up (Approx. 1/3
(All Children) of Children)

..

Day 0 Vaccinate 0.5 m1. subcutaneously. 10-15 m1

Days 0-42 CItaical follow-up for local and --

systemic reactions.

Week 6-S -- 10-15 m1

Laboratory: Remove serum from clot aspectically and store frozen at -200c.

Serology: Circulating levels of measles and rubella antibodies before and
after vaccination will be determined by hemagglutination-inhibition
test.

Clinical
Form: Attached.

Adverse

Reactions: Any serious or alarming reaction, including death due to any cause

during the investigation, whether related or not related to the

test material, must be reported immediately to Merck 6 Co., Inc.,
through Dr. Maurice R. Rilleman, telechone (215) 699-5311, Ext. $532

or in his absence, Dr. Allen F. Woodhour, telephone (215) 699-5311,
Ext. 3538.

Unused
Vaccine: All unused vaccine should be returned immediately to Merck Sharp &

Dohme Research Laboratories, West Point, Pennsyl-cania 19486.

M. R. Hilleman, Ph.D.
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Clinical Protocol - Study /½70

Combined T.ive Measles-Rubells (R\ 27/31 Virus Vaccine

Purpose: To compare antibody and clinical responses to combined live
measles-rubella virus vaccine containing the RA 27/7 rubella
virus strain or the EPV-77 duck rubella virus strain.

Vaccine: 1. Combined live measles-rubella (RA 27/3) virus vaccine
Lot A622 or Lot #623

Vaccine dose is 0.5 m1 given subcutaneously.

The vacefue is supplied in two-dose vials. Each vial
of vaccine should be rehrfdrated with 1.2 m1 of sterile,
pyrosen-free distilled water.

2. Combined live measles-rubella (EFV-77 duck) virus
vaccine

Lot #2412T

Vaccine dose is 0.5 m1 given subcutaneously.

The vaccine is supplied in single dose vials. Each
vial of vaccine should be rehydrated with 0.7 m1 of

sterile, pyrogen-free distilled water.

CACTIO": Both vaccines contain egg protein and should not be
given to persons with known sensitivity to chicken or duck,
chicken or duck eggs or feathers. The vaccines also contain
neomycin and should not be given to persons with sensitivity
to neocycin. Persons with leukemia or other L=munologic
disorders or persons receiving immunosuppressive drugs should
not be vaccinated. The vaccines should not be given to persons
with any fabrile respiratory illness or other active febrile
infection.

Keep dried vaccines stored at -20°C.

Keep dried vaccines at 4°C in transport.

Keep reconstituted vaccine on ice. Discard unused vaccine
4 hours after rehydracion.

Procedure: The study population will consist of children 1 to 6 years old

having negative histories for vaccination and illness caused by
measles and rubella. Children will be randomly assigned to
receive ona of the two vaccines as follows:

Grouo Vaccine No. of Children

1 measles-rubella (RA 27/3) up to 500 children
2 measles-rubella (EPV-77 duck) up to 500 children
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Clinical Protocol - -2-

S:..ay 4470

Informed written consent will be obtained from each child's

parent or guardian prior to participating in the study.

Each child vill receive a singlè 0.5 21 subcutaneous injectict.

of one of the t·eo combined live measles-rucella virus vaccines.

Bleeding samples (10-15 el) vill be obtained from approximately
one-third of the study participants. They will be bled

immediately prior to vaccination and 6-8 weeks following
vaccination.

Each child will be followed clinically for 42 days after

vaccination. All local and systemic complaints will be recordec

on the case report form.

Schedule:

Bleeding
Time Vaccination and Follow-up (Approx. 1/3

(All Children) of Children)

Day 0 Vaccinate 0.5 ml, subcutaneously. 10-15 m1

Days 0-42 Clinical follow-up for local and --

systemic reactions.

Week 6-8 -- 10-15 al

Laboratory: Remove serum from clot aseptically and store frozen at -20*C.

Serology: Circulating levels of measles and rubella antibodies before and

after vaccination will be determined by hemagglutination-inhibition

test.

Clinical Attached.
Form:

Adverse Any serious or alarming reaction, including death due to any
Reactions: cause during the investigation, whether related or not related to

the test material, must be reported immediately to Merck & Co.,

Inc., through Dr. Maurice R. Hilleman, telephone (215) 699-5311,
Ext. 5532, or in his absence, Dr. Allen F. Woodhour, telephone

(215) 699-5311, Ext. 5588.

Unused All unused vaccine should be returned immediately to Merck Sharp
Vaccine: & Dohme Research Laboratories, West Point, Pa. 19486.

M. R. Hillerc.an, Ph.D.
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Table 1

Serological Findings Among Children Who Received Combined Live
Measies-Rubella (RA 27/3) Virus Vaccine, Lot #622/C-D764 (Study #470)

Initially Seronegative to: Initially Seropositive to:

No. Measles-Rubella

No. Serol. Conversions/Total
Age Vace. Tested Measles Rubella Measles and Rubella

Not

Given 1 1 1

(Months)
14 4 1 1/1 1/1

15 3 1 1/1 1/1
16 3 0

17 1/1 1/1

18 1 1 1/1 1/1

(Years)
2 6 3

3/3'
3/3

4 2 2 1/1 1/1 1

5 1 1 1/1 1/1

6 1 1 1/1 1/1

Total 23 12 10/10 10/10 2

Mean Age: 2.0 Years (100%) (100%)

Overall Conversion Rates

Measles Rubella

10/10 10/10

(100%) (1002)

5/18/78

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



Table 2

Serological Findings Among Children Who Received

Combined Live Measles-Rubella (HPV-77) Virus Vaccine, H-R-VAX (Study #470)

Initially Seronegative fo: Initially Seropositive to:

Total No. Measles-Rubella Measles Only Rubella Only
No. Serol. Conversions/Total Conversions/ Conversions/

Age Vacc. Tested Measles Rubella Total Total Measles and Rubella

(Months)
11 1 0

14 2 0

15 2 2 2/2 2/2

16 2 2 1/1 1/1 1/1

21 1 1 1/1

(Years)
4 1 1 1/1

S 1 1 1/1 1/1

7 1 1 1/1 1/1

9 1 l 1

18 I 1 I/1 1/1

Total 13 10 6/6 6/6 2/2 1/1 1

Mean Age: 4.1 'ears

Dverall Conversion Rates

Measles Rubella

8/8 7/7

(1002) (100%)

10/6/77
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Table 3

Distribution of Fold Rises of Hemagglutination Inhibition Antibody Titers Among Children

Who Received Live Attenuated RA 27/3 Rubella Virus Vaccine, Lot #579/C-D418 (Study #470)

Initially Seropositive Initially Serone gative

No. Paired Sera

Age No. Serol. No. No. Gonv. Pre-Vace.

(Years) Vacc. Tested Total Conv. Fail. Total Rate Sera Only Total

1 6 O

2 2 2 2 2 2/2 2

4 1 1 1 1 1/1 1

5 1 1 1 1

Total 10 4 O 3 0 3 1002 1 4

Mean Age = 2.1 Years

4/3/78
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Table 4

Distribution of Fold Rises of Hamagglutination Inhibition Antibody Titers Among children

Who Received Live Attenuated RA 27/3 Rubella Virus Vaccine, Lot #60664/C-E668 (Study #470)

Initially Seropositive Initially Seronegative

No. Paired Sera
Age No. Serol. 4x

(Years) 9ace. Tested Rise Total Total

1 7 D

5 1 1 I 1

Total B 1 I I O

Nean Age: 1.8 Years

4/3/78
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Table 5
.

Distribution of Post-Vaccination Antibody Titers Among Children Who Were Initially Seronegative to Measles

and Rubella, Who Received Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #622/C-D764 (Study #470)

Measles (HI) Rubella (HI)

Post-Titer Number Post-Titer Number

Distribution of Children Distribution of Children

128 3
256 3

10 1 1512 4

20 1

40 2

80 5 Total 10

160 Geometric Mean Titer: 1274.4

320 1

Total 10

Geometric Mean Titer: 156.6

5/18/78
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Table 6

Distribution of Post-Vaccination Antibody Titers Among Children Who Were Initially Seronegative to

Neasles and Rube-lla, Who Received Combined Live Heasles-Rubella (HPV-77) Virus Vaccine, N-R-VAX (Study #470)

___ _

Heasles (HI) Rubella (HI)

Post Titer Number of Post Titer Number of

Distribution Children Distribution Children

20 1 128 2

40 2 256 1

80 1 1512 3

160 1
Total 6

>320 1
Geometric Mean Titer: 1287.3

Total 6

Geometric Mean Titer: 271.3

10/6/77
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Table 7

Distribution of Post-Vaccination Antibody Titers Among Initially Seronegative Children
h Received Live Attenuated RA 27/3 Rubella Virus Vaccine, Lot #$79/C-D418 (Study #470)

Rubella (HI)

Post-Titer Number

Distribution of Children

256 I

512 2

Total 3

Geometric Mean Titer: 1406.4

1/ S/78
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STUDY #470

Thus far, two children in the study have exhibited clinical complaints:

CASE N0. -

AGE - 4 Years

VACCINE - Heasles-Rubella (RA 27/3)

CLINICA1. COM"JLIET - Rubella-Like Rash, Days 2-3

SEROLOGY - Rubella HI 32 >512
Meas l ea HI 2320 "160

(b)†)
CASE NO. -

AGE - 15 Months

VACCINE - Measies-Rubella (RA 2 7 /3)

CLINICAL CO IAINT - Upper Respiratory IIIness, Day 3

SEROLOGY - Rubella WI NS 128
Measles HI NS 20

1/5/78
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Reference No. 3

Program: Study #512 - To measure antibody and clinical responses to

three consecutive lots of combined measles-rubella virus
vaccine.

Vaccine: Combined live measles-rubella (RA 27/3) virus vaccine,
lyophilized,

Lot #62343/C-FO21

Lot #62344/C-F022

Lot #62345/C-F023

Responsible Clinical Investigator:

Victor M. Villarejos, M.D.

Director

Louisiana State University
International Center for Medical

Research and Training
Apartado 10.155
San Jose, Costa Rica

Study Location: Nicaragua

Date Study Initiated: October 11, 1977

Date Study Completed: November 26, 1977

Study Procedure:

One hundred seventy-five children, 10 months to 9 years

of age were included in the study. Each received a 0.5 al

dose of combined live measles-rubella virus vaccine.

Blood samples were obtained on day of vaccination and

6 weeks after vaccination. Each child was followed

6 weeks for clinical complaints.
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Dr. Villarejos)

Clinical Protocol -
Study 9512

Combined Live Measles-Rubella (RA 27/31 Virus Vaccine

Program: Combined live measles-rubella virus vaccine

Purpose: To measure antibody and clinical responses to three consecutive
lots of vaccine.

Vaccine: Combined live measles-rubella virus vaccine, Ivophilized,

Lot no. 62343/C-F021

Lot no. 62344/C-FO22
Let no. 62345/C-F023

Vaccine dose is 0.5 m1 given subcutaneously.

The vaccine is supplied in single dose vials. Each vial should be
reconstituted with 0.7 al of sterile, pyrogen-Eree distilled water

which is supplied in prefilled syringes.

CAUTION: The vaccine should not be given to persons with known

sensitivity to neomycin, chicken, eggs or feathers. Persons with

leukemia or other immunologic disorder and persons receiving
immunpsuppressive drugs should not be vaccinated. Also, the vaccine
should not be given to persons with a febrile respiratory illness

or other active fabrile infection.

Keep dried vaccine stored at -2000 until used.

Keep dried vaccine at 4°C in transport.

Keep reconstituted vaccine on ice. Discard unused vaccine 4 hours
after rehydration.

Procedure: The study population will consist of up to 150 children with a

negative history for vaccination and illness caused by measles and

rubella viruses. The children should range from 1 to 6 years of
age.

Informed written consent will be obtained from a parent or guardian

of each child who participates in the study.

Each child will receive a 0.5 $1 subcutaneous injection of one of

the three vaccine lots.

Bleeding samples (10-15 mi) will be obtained from each child imme-

diately before and 6 weeks after vaccination.
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Page 2

Clinical Frotocol - Study #512

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine

Procedure: Each child will be followed clinically for local and systemic

(continued) complaints occurring within 6 weeks after vaccination. Obser-

vations should include special notation for rash, nodes, arthralgia,
arthritis, fever, malaise and anorexia, All complaints should be
recorded on the case report form.

Schedule:
Time Action - All Persons

Day O Bleed 10-15 m1
Vaccinate 0.5 ml, subcutaneously.

Days 0-42 Clinical follow-up for local
and systemic complaints

Deek 6 Bleed 10-15 m1

Laboratory: Remove serum from clot a.septically and store frozen at -20°C
until shipped. It is imperative that sera are sterile to evoid
interference with the serologic assay.

Serology: Levels of circulating measles and rubella antibodies will be
determined by hemagglutination-inhibition test.

Clinical Forms: Attached.

Adverse

Reactions: Any serious or alarming reaction, including death due to any cause

during the investigation, whether related or not related to the
rest material, must be reported immediately to Merck & Co., Inc.,
through Ut. thurice R. Hilleman, telephone (215) 699-5311, Ext.

5532, or in his absence, Dr. Arleme A. McLean, telephone (215) 699-5311,
Ext. 6383.

Unused Vaccine: All unused vaccine should be returned immediately to Merck Sharo &

Dohme Research Laboratories, West Point, Pennsylvania 19486.

Shipping of
Sera & Records: 1. Send sera frozen within insulated containers which are

supplied.

2. Send sera and records to Dr. Maurice R. Rilleman, Virus A

Cell Biology Research, Merck Sharp & Dohme Research

Laboratories, West Point, Pennsylvania 19486.

3. Alert Dr. Hilleman by cable as soon as possible regarding
flight number, air bill and date of arrival.

M. R. Hilleman, Ph.D.
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Table 1

Serological Findings Among Children Who Received

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #62343/C-F021 (Study #512)

Initially Seronegative :o: Initially Seropositive to:

No. Measles-Rubella Measles Only Rubella Only Measles

No. Serol. Conversions/Total Conversions/ Conversions/ Mumps and

Age Vacc. Tested Measles Rubella Total Total Rubella

(Months)
10 1 1 0/1 1/1

12 1 1 1/1 1/1

13 2 2 1/2* 2/2

16 1 1 1/1

21 1 1 1/1 1/1

23 1 1 1/1

(Years)
2 7 6 1/2** 2/2 4/4

3 9 7 3/3 3/3 4/4

4 6 6 1/1 1/1 5/5

5 12 11 1/1 1/1 1/1 6/6 3

6 9 9 1/1 1/1 7/7 1

7 7 7 2/2 2/2 1/1 2/2 2

8 2 2 2/2

9 1 1 1/1

Total 60 56 12/15 15/15 3/3 32/32 6

Mean Age: 4.4 Y±ars (80.0%) (100%) (100%) (100%)

Overall Conversion Rates

Measles Rubella

15/l8 47/47

(83.3%) (100%)

* Antibody titer QNS,2 by serum neutralization. 3/23/78
** Antibody titer QNS,4 by serum neutralization.
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Table 2

Serological F indi ngs Among Children Who Received
Camblued Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #62344/C-F022 (Study #512)

Initially Seronegative to: Initially Seropositive to:

No. Measles-Rubella Measles Only Rubella only Measles
No. Serol. Conversims/Total Conversions/ Conversions/ Mumps and

Age Vacc. Tested Measles Rubella Total Total Rubella

(Months)
11 1 1 1/1 1/1

13 3 3 2/2 2/2 1

17 1 1 1/1

22 1 1 1/3

(Years)
2 4 2 1/1 1/1 1

3 9 9 3/3 3/3 4/4 2

4 9 8 3/3 3/3 O/1 3/3 1

5 14 14 1/1 1/I 8/8 5

6 16 14 6/6 6/6 1/1 3/3 4

7 1 1 1/1 1/1

8 1 1 1/1

Total 60 55 18/18 18/18 1/2 21/21 14

Mean Age: 4.3 5 enrs (1002) (1005) (50.0%) (1002)

Dverall Conversion Races

Measles Ruhella

19/20 39/39

(95.0%) (100%)

1/23/78
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Table 3

Serological Findings Among Children Who Received
Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #62345/C-F023 (Study #512)

Initially Seronegative to: Initially Seropositive to:
No. Measles-Rubella Measles Only Rubella Only Measles

No. Serol. Conversions/Total Conversions/ Conversions/ Mumps and
Age Vacc. Tested Measles Rubella Total Total Rubella

(Months)
13 1 1 1/1

14 1 1 1/1 1/1

17 2 2 2/2

20 1 1 1/1 1/1
22 1 0

(Years)
2 3 3 2/2 2/2 1/1

3 9 8 3/3 3/3 1/1 4/4

4 14 12 4/4 4/4 0/1 7/7

5 12 11 3/3 3/3 6/6 2

6 11 8 2/3 3/3 5/5

Total 55 47 16/17 17/17 1/2 26/26 2

Mean Age: 4.1 !ears (94.1%) (100%) (50.0%) (100%)

Overall Conversion Rates

Measles Rubella
17/19 43/43

(85.5%) (100%)

8/11/78

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 31 RECEIVED NYSCEF: 08/24/2020



Table 4

Distribution of Post-Vaccination Antibody Titers Among Children

Who Were Initially Seronegative to Measles and Ruhella, Who Received
Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #62343/C-FO21 (Study #512)

Measles (H1) Rubella (M)

Post-Titer Nuoiber Post-Titer Number

Distribution of Children Mstribution of Children

32 1
(5 3*

64
5 128 1

10 256 5
20 4 >512 8

80 2 Total 15

Geometric Mean Titer: >308.0

Total 15

Geometric Hean Titer: 17.4

3/23/78

* Two cases post-positive by serum neutralization.
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Table 5

Distribution of Post-Vaccination Antibody•Titers Among Children
Who Were Initially Seronegative to Measles and Rubella, Who Received

Combined Live Keasies-Rubella (RA 27/3) Virus Vaccine, Lot #62344/C-FO22 (Study #512)

Neasles (HI) Rubella (HI)

Post-Titer Number Post-Tl ter Number

Distribution of Children Distribution of Children

5 1 128 1

10 1 256 6

20 3 >S12 It

40 8

80 3

160 I Totni 18

>320 1
Geometric Mean Titer: 1376.3

Total 18

Ceometric Meau Titer: 240.0

3/23/78
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Table 6

Distribution of Post-Vaccination Antibody Titers Among Children

Who Were Initially Seroriegative to Measles and Rubella, Who Received

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #62345/C-F023 (Study #512)

Measles (K1) Rubella (HI)

Post-Titer Number Post-Titer Number

Distribution of Children Distribution of Children

<5 1 128 4

5 256 6

10 >512 7

20 2

40 2
80 5 Total 17

160 5
>320 2 Geometric Nean Titer: >289.3

Total 17

Geometric Nean Titer: >_69.9

8/11/78
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Table 7

Mar.tmim Temperatures Reported Among. Children Who Received
Combined Lirm Masslas-Rubena {WA 27/3) Virus Vaccine, 1st 862343/c-F021 (Study $512)

Total Vaccineem (60 Children) Initially 5eronegatives {l5 Chillren)
Maximum Temperature Dzys Post Vacetnstion No. with nays Post Vsecination No. with

F, 0ral) 0-4 $-12 13-18 19--2B 29-42 Max. Temp. 0-4 S-12 13-18 | 19-28 29-42 Max. Tamp.

<99 50 43 45 42 41 20 14 Le 11 L1 11 a
(83.32) (71.7) (75,0) (70.0) (68.3) (9].3) (93.3) (73.3) (73.3) (73.3)

99 - L00.9 I0 17 14 16 19 39 1 1 4 4 4 7
(16.7) (28.3) (2].3] {30,0) (31.7) (6.7) (6.7) {26.7) (26.7) {26.7)

101 - 101.9 1 J D
(1.7)

3/23/7R
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Table 8

Maximum Temperatures Keported Among Children Who Received
Combined Live Messies-Rubella (RA 27/3) Virus Vaccine, Lot f62344/C-F022 (Study f312)

Total Vaccinees (60 CMidren) Initially Seronegatives (19 Children)
Maximum Temperature Days Post Vnecinetton No. with Days Post Vaccination No. utth

("P, Oral) 0-4 S-12 13-18 19-28 29-42 Hax.. Temp. 44 F12 I.3-18 19--28 29-42 Max. Temp.

(99 47 29 41 35 33 16 15 5 13 11 12 4
(78.1%) (48.3) (68.3) ($8.3) (55.0) (78.9) (26.3) (68.4) {$7.9) (63.2)

99-100.9 13 31 19 25 27 46 & 14 6 8 7 15
(21.7) (S1.7) (31.7) (41.7) (45.o) (21.1) (73.7) (31.6) (42.1) (36..8)

1/23/78
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Table 9

Maximus Temperatures Reported Among Children Who Received
Commired Live Neasies-Ruballa (RA 27/3) Virus VaccIne, last 06234$fC¬¬FU23 (Study I512)

Total heimes (55 Children) initially Serenegatives h7 Children)
Mastitars Tempers ttere Days Po st Vaccination No. with Ikys Post Vacrtnation No. with

(*P, Oral.) 5-12 Il-1B 19-20 19-42 Max. Temp. 0-4 5-12 13-15 19-2A 2%42 Max. Temp.

(99 44 27 13 33 38 8 12 8 8 11 10 3
(80, ot) (49.1) {60.0) (60.01 (69.1) (70.6) 7.11 (47-1) (64.7) (55.5)

99 -100.9 10 27 22 21 17 44 9 5 7
(18.2) (49.1) (40.0) (38.2) (30.9) ( 29,41 (52.9) (52.91 (?4.4) (41.2)

101 - 103.9 1 1 1 3 1
(1.e) (1.81 (1.s) (5.9)

6/11/75
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Table 10

Clinical Complaints Reported Among Children Who Received
Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, lot 862343/C- FO21 (Study 9512)

Total Vaccinees (60 Children) Initially Seronegatives (15 Children)
Days Pt st Vacci sation No. with Days P)st Vaccination No. with

Clinical Complaint 0-4 5-12 13-18 19-28 29-42 Complaint 0-4 5-12 13-18 19-28 29-42 Compla int

Headache I I O
(1.7%)

Irritability 1 1 1 O
(1.7) (1.7)

Malaise 1 1 O
(1.7)

Upper Respiratory 111ness 2 1 2 3 2 7 1 1
(3.3) (1.7) (3.3) (5.0) (3.3) (6 .7)

Gastrointestinal Illness 2 2 2 2 5 1 1 1 2
(3.3) (3.3) (3.3) (3.3) (6.7) (6.7) (6.7)

Persons with Complaint: 2 3 4 5 4 12 0 1 0 2 1 3
5.0L ___16, 7 8 3]__[6_._D_ 6.7 1 3 6 7)

Persons with No Complaint: 58 57 56 55 56 48 15 14 15 13 14 12
(96.7) (95.0) (93.3) (91.7) (93.3) (100) (93.3) (100) (86.7) (93.3)

3/23/78
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Table 11

Glinical Complaints Reported Among Children h Received
combined Live Measles-Euhella (RA 27/3) Virus Vacetne, [nt f62344/C-F022 (5tudy 8512)

Total Vaccinees (60 Children) Init.ially Seronegatives (19 children)
Days Po $1 Vacci!iation No. with Days P..st vace tnat ion No.. with

CItoical complaint 04 S--12 13-18 19¬-28 2442 cataplator 0-4 5-12 13-18 19-28 29-42 Caplaint

Headache I 1 O
(1.7Z)

Malaise 1 z 4 o
(1.7) (5..O) (1.3)

Upper Respiratory Lilness 1 3 2 3 3 6 1 1 3
(1.7) ($.0) (3.3) (5..0) (5.0) (S.3) (5.3)

Castrointestinal niness 1 3 1 1 4 1 1 3
(1.7} (S.0) (1.7) (1.7) . (5.1) (5.1)

-Peranza with Complaint: 2 6 1 3 A 10 2 2 O 0 0 2
(3.3) G0.0) (S.0) (5.01 (6.?) (10..$1 (10. 51

Persons with Na Complatat: SS 56 57 57 56 ] 50 37 17 19 19 19 17
(96.7) (90,0) (95.0) (95..0) (9].1) | (89..5) (89.5) (100) (100) (100)

3/23/79
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Table 12

Clinical Complaints Reported Among Cht1dren Who Received
Courbined Live Memsles-Rubells (RA 27/S) Viru.m Vaccine, Lot 462345/C-FD23 (Study #312)

Total Vaccinees (55 Children) InitinIly Seronegatives (12 thfid-en)
Days 1½st Vaccination No. with I)myn Post Vacelest.1on No. with

C1.inimmi complaint 0-4 S--12 13-19 19-28 29-42 Complaint 0.-4 5-12 n-la 19-28 29-42 Courplaint

Malaism 1 2 1 2 0
(1.8t) (3.6) (1.S)

Anerearia 1 1 I D
(1.8) (1.8)

Upper Erapiratory Ellness 2 3 3 4 2 a 2 1 2
(1.6) (3.S) (5.5) (7.3) (3.6) (13.B) (5.9)

Gastraintestinal 11.1ness 2 3 ] 6 1 1 1 1 1
(3.6) (5.51 (S.5) (1..8) (L9) (5.9) (3.9) (S.9)

Persaant with Couptaint: ] 6 5 3 2 14 I ) I 2 2 5
(5.5) (10.9) 10.g) (5.5) (3.6) ($,9). (5,9) (5.9) (11.8) (11.8)

Fermons with Mct complaint.r 52 49 49 12 51 41 16 16 15 1 I'i 12
(96.5) (89.1) (R9.1) (94.5) (96.4) (94.11 (94.1) (96.2) (BB.2) (28.2)

8/11/ TB
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MEMO

To File Location Date 8/14/78

From T. Schofield Location

Subject Statistical Analysis -
Study #512

No significant differences exist in seroconversion rates for

measles and robella or clinical reaction rates among three

lots of combined measles-rubella (RA 27/3) virus vaccine.

Multivariate analysis of variance was performed on post-titer

values for children who were initially seronegative to both

measles and rubella by the HI test. The log transfomation

was used. While sample si zes were small, a significant difference

exists between the measles HI titers for children who received

Lot #62343/C-FO21 and children who received Lot #62345/C-F023.

No other differences could be determined. Geometric mean titers
were:

Measles Rubella

Lot #62343/C-FO21 (n=15) 17.4 308.0

Lot #62344/C-FO22 (n=18) 40.0 376.3

Lot #62345/C-F023 (n=17) 69.9 289.3

T.S.
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Reference No. 4

Program: Study #514 - To measure antibody and clinical responses to
three consecutive lots of combined measles-rubella virus
vaccine.

Vaccine: Combined live measles-rubella virus vaccine, Iyophilized

Lot #62343/C-PO21
Lot #62344/C-FO22

Lot #62345/C-F023

Responsible Clinical Investigator:

Robert E. Weibel, N.D.

Director, Division of Preventive Nedicine
Joseph Stokes. Jr. Research Institute

Children's Hospital of Philadelphia

34th Street and Civic Center Boulevard

Phdladelphia, Pennsylvania 19104

Study Locations:

Pediatric Medical Associates, Eavertown, Pennsylvania
Lansdale Medical Group, Lansdale, Pennsylvania
Geisinger Medical Center, Danville, Pennsylvania
G. F. Schultheis, Jr., M.D. and W. W. Holm, M.D.,

King of Prussia, Pennsylvania
G. A. Starkweather, M.D., Havertown, Pennsylvania
Children's Clinic of Chester and Vicinity, Chester,

Pennsylvania

Date Study Initiated: September 9, 1977

Date Study Completed: May 13, 1978

Study Procedurer

One hundred sixty-seven children, 13 months to 12 years
of age, were included in the study. Each received a

D.5 al subcutaneous dose of combined live measles-rubella

virus vaccine. Blood samples were obtained on day of vac-

cination and 6 weeks after vaccination. Each child was
followed 6 weeks for clinical complaints.
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(Dr. Weibel)

Clinical Protocol - study #514

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine

Program: Combined live measles-rubella virus vaccine

Purposet To measure antibody and clinical responses to three consecutive
lots of vaccine.

Vaccine: Combined live measles-rubella virus vaccine, lyophilized,

Lot no. 62343/C-F021
Lot no, 62344/C-F022

Lot no. 62345/r-F023

Vaccine dose is 0.5 al given subcutaneously.

The vaccine is supplied in single dose vials. Each vial should be
reconstituted with 0.7 m1 of sterile, pyrogen-free distilled water

which is supplied in prefilled syringes.

CAUTION: The vaccine should not be given to persons with known

sensitivity to neomycin, chicken, eggs or feathers. Persons with
leukemia or other immunologic disorder and persons receiving
immunosuppressive drugs should not be vaccinated. Also, the vaccine

should not be given to persons with a fabrile respiratory illness
or other active febrile infection.

Keep dried vaccine stored at -200C antil used.

Keep dried vaccine at 4°C in transport.

Eeep reconstituted vaccine on ice. Discard unused vaccine 4 hours
after rehydration.

Procedure: The study population will consist of up to 150 children with a
negative history for vaccination and illness caused by measles and
rubella viruses. The children should range from 1 to 6 years of

age.

Informed written consent will be obtained from a parent or guardian
of each child who participates in the study.

Each child will receive a 0.5 ml subcutaneous injection of one of

the three vaccine lots.

Bleeding samples (10-15 ml) will be obtained from each child imme-

diately before and 6 weeks after vaccination.
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Page 2

Clinical Protocol - Study #514

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine

Procedure: Each child will be followed clinically for local and systemic

(continued) complaints occurring within 6 weeks after vaccination. Obser-

vations should include special notation for rash, nodes, arthralgia,
arthritis, fever, malaise and anorexia. All complaints should be
recorded on the case report form.

Schedule:

Time Action - All Persons

Day 0 Bleed 10-15 m2

Vaccinate 0.5 al, subcutaneously

Days 0-42 Clinical follow-up for local
and systemic complaints

Week 6 Bleed 10-15 m1

Serology: Levels of circulating measles and rubella antibodies will be
determined by hemagglutination-inhibition test.

Clinical Forms: Attached.

Adverse

Reactions: Any serious or alarming reaction, including death due to any cause

during the investigation, whether related or not related to the

test material, must be reported immediately to Merck & Co., Inc.,
through Dr. Maurice R. Hilleman, telephone (215) 699-5311, Ext.

5532, or in his absence, Dr. Arlene A. McLean, telephone (215) 699-5311,
Ext. 6383.

Unused Vaccine: All unused vaccine should be returned immediately to Merck Sharp &

Dohme Research Laboratories, West Point, Pennsylvania 19486.

M. R. Rilleman, Ph.D.
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SYMPTOM RECORD

RUBELLA STUDY NO.

N, CASE NO.
(Last) (First) (Mtedge)

* n, * Describe
Temperstere

ORectsi
DAY DATE z COMMENTS

Oorai z c y a o

mesTRuctsONS ON REVERSE51DE 99 01 Ot st 03 OS OS B 08 SS 11 12 14 51 24 25
O

2
a

5
6
7

a I

12

13
14

21

2s

26
27

28

so
a1

as
as I

as
37

as

W Ameerer anewauntonection cGoweñopsemit:

PLEASE RETURN FOR FOLLOW-UP VISIT ON·

8E SURE TO BRING THIS RECORD ALONG WITH YOU.

Teeste4477(pons1 (•4semea771 (*4arseersist
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THE JOSEPH STOKES. JR. RESEARCH INSTITUTE

THE CHILDREN's HOSPITAL OF PHILADELPHIA

uNIVERSITY oF PEMNSYLVANTA
34tH & C3VdC CENTER RLVD.

PNBL.ADEL.PNIA. PA. 19104
RosERY £4 WEIREA M.o.. DARECYOR L215t EV T-6ODo
DIV4E1ON OF IPREVENTIVE MEDICtNE (218 I EV 7-i2Og.

November 10, 1977

Arlene A. McI.ean, Ph.D.

Director, Biologies Evoluation & Analysis

Merck Sharp & Dohme Research Laboratories

West Point, Pennsylvanio 19486

RE- Clinical Protocof - Stud y #514

Combined Live Meosies-Rubeira Voccine

Deer Arlene:

At the conclusion of the first thirty voecinees at Pediatric Associates

it was noted by Dr. Al Carlson that the tot number on the last via| C-F022 did

not correspond with the lot required on the work sheet, After a thorough review

of the situation It con not be determined when the lot of vaccine not corresponding
to the record was given. This information mud be considered in the evaluation of

all clinical and serologic records from these vaccinees.

The following steps have been token to prevent the recurrence of this situation:

1, in addition to the color cods for each lot, as now used, the required

vaccine lot will be placed on the study registration sheet in the

required color of the lot.

2. Each lot wfll be placed In a separate color coded box rather than

In a single box with color coded oreas as now used,

These changes have been instituted to insum the occuracy of the records,

Sincerely,

Robert E. Weibel, M.D.

REW:ceb

cc: Alfred Carlson, M.D.

Karen Campbell, R,N,
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Table 1

serological Findings Among Children Who Received
Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #62343/C-FO21 (Study #514)

Initially Seronegative to: Initially Seropositive to:
No. Neasles-Rubella Heasles Only Rubella Only

No. Serol. Conversions/Total Conversions/ Conversions/
Age Vacc. Tested Measles Rubella Total Total Measles and Rubella

(Months)
13 1 O
14 8 8 7/8 , 8/8

15 17 16 13/13* 13/13 3/3

16 8 8 8/B 8/8

17 2 2 2/2 2/2

18 3 3 2/2 2/2 1/1

19 1 O

20 1 1 1/1

21 1 1 1/1
23 1 l 1/1 1/1

(Years)
2 3 3 1/1 1/1 2/2

3 1 1 1/1

Total 47 44 34/35 35/35 7/7 2/2 0

Mean Ager 1.4 Years (97.1%) (100%) (1002) (100%)

Overall Conversion Rates

Measles Rubella

41/42 37/37

(97.6%) (100%)

* One sample pair tested by serum neutralization.

8/11/78
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Table 2

Serological Pindings Among Children Who Received

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #62344/C-FD22 (Study #514)

initially Seronegative to: Initially Seropositive to:

No. Messles-Rubella Measles Only Rubella Only
No. Serol. Conversions/Total Conversions/ Conversions/

Age Vacc. Tested Measles Rubella Total Total Measles and Rubella

(Months)
14 5 5 5/5 5/5

15 16 16 12/12 12/12 3/4

16 6 4 2/2 2/2 2/2

17 5 4 2/2 2/2 1/2

18 5 5 4/4 4/4 1/1

19 1 1 1/1 1/1

21 2 1 1/1 1/1

(Years)
2 2 1 1/1

4 1 0
8 1 1 1/1

12 1 1 1/1

Total 45 39 27/27 27/27 8/10 2/2 0

Mean Age: 1.8 '- ears (100%) (100%) (80.0%) (100%)

Overall Conversion Rates

Measles Rubella

35/37 29/29

(94.6%) (100%)

6/27/78
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Table 3

Serological Findings Among Children Who Received
Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot #62345/C-F023 (Study #514)

Initially Seronegative to: Initially Seropositive to:

No. Measles-Rubella Measles Only Rubella Only
No. Serol. Conversions/Total Conversions/ Conversions

Age Vacc. Tested Measles Rubella Total Total Measles and Rubella

(Months)
13 1 1 1/1 1/1

14 7 6 5/5 5/5 1/1

15 13 13 11/11 11/11 2/2

16 14 14 9/9 9/9 4/4 1/1

17 4 4 3/3 3/3 1/1

18 2 2 1/1 1/1 1/1

21 1 1 1/1 1/1

(Years)
2 2 1 1/1 1/1

4 1 1 1/1 1/1

Total 45 43 33/33 33/33 9/9 1/1 O

Mean Age: 1.4 Y2ars (100%) (100%) (100%) (100%)

Overall Conversion Rates

Measles Rubella

42/42 34/34

(100%) (1002)

6/27/78
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Table 4

Serological Findings Among Children Who Received

Combined Live Measles-Rubella (RA 27/3) Virus Vaccine, Lot A Unknown (Study #514)

Initially Seronegative to: Initially Seropositive to:

No. Heasles-Rubella Nessles Only Rubella Only
No. Serol. Conversions/Total Conversions/ Conversions/

Age Vace. Tested Measles Rubella Total Total Measles and Rubella

(Months)
13 2 2 1/2 2/2

14 5 5 5/5 5/5

15 18 18 16/17* 17/17 I/1

17 1 1 1/1 1/1

18 1 1 1/1 1/1

(Years)
2 1 1 1/1

7 1 1 1/1 I/1

10 1 1 1/1 1/1

Total 30 30 26/28 28/26 1/1 1/1 0

Mean Age: 1.7 T ears (92.9%) (100%) (100%) (2002)

Overall Conversion Rates

Heasles Rubella

27/29 29/29

(93.1%) (100%)

* one sample pair tested by serum neutralization.
8/11/78
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Table 5

Distribution of Post-Vaccination Antibody Titers Among Children Who Were Initially Seronegative to
Measles and Rubella, Who Received Combined Live Measles-Rubella (RA 27/3) Virus Vaccine (Study #514)

Post-Titer Number c f Children
Distribution Lot #62343/C-FO21 Lot #62344/C-FO22 Lot #62345/C-F023 lot # Unknown

Measies (HI) <S 1 2
5 1

10 1
20 2 1 2
40 12 10 4 5
80 9 6 12 a

160 6 5 9 5
>320 6 4 7 3

Total 34 27 33 27
Geometric

Mean Titer: J79,S* 278.0 J114.3 150.9*

Rubella (HI) 64 1 1 1
128 5 2 4
256 12 9 7 2

>512 17 16 25 21

Total 35 27 33 28

Geometric
Mean Titer: _2312J 2366.7 J415,0 2371.1

* One titer determined by serum neutralization not included
in calculation of G.M.T. 8/11/78
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Tab le 6

Nazimma Tearperatures Reported Among Children Who Received
combined Live Huasles-Rubells (RA 27/3) Virus Vaccine, lot J62343/C-FU21 (Study 8514)

Total Vaecinema (47 children) InitiaEEy 5eronegattves (38 Childreo)
Hangimm Tamparature Days Fost Vaccinmtion Wo. with Daya Post Vectinsttan No. with

("F_,. Dra1) 0-4 5-12 13-t8 19--2A 29--42 Ham_. Temp_._ 0-4 FJ2 13-18 19-28 29-42 Mar. Tem_p.

(99 30 15 30 28 22 12 27 13 25 21 20 11
(66.72) (33.3) (66.7) (63.6) (50.0) (15 .0) (36.1) (49.4) (75.0) ($$.6)

99 .- 100.9 13 22 13 14 15 14 B 17 9 7 9 9
(25.9) (48.'t) (28.U} (31..8) (34.i) (22.2) (47.2) (25.0) (19.4) (25.0)

101 - 102,g 7 2 1 5 is 5 z 1 5 13
(15.6) (4,4) (2.3) (11.4) (13.9) (5.6) (2.A) (13.9)

103- 104.0 2 1 1 2 4 1 1 1 R 3
(4.4) (2.2) (2.31 C4.5) (2.5) (2.5) (2.8) ($.6)

Not Taken 2 2 2 3 3 2 2 2 2 2 z 2

Serology
case f nea. te•rp. Days C]tatemi complaint Measles Bubella

102.2 35-38 opper Resytracury ninams, Castroiritent-inal (5 50 (8 >312
111nema, Nenspecific Rash, Teething

102..0 011 Upper Res-ptratory fllness, Otitis, Anarexia (5 160 (8 >512
1Q3.,0 10 moom (5 80 (5 512
103.4 29--31 Dpper tespiratory Illness, Nongpecifit Eash
102.0 13-14 TeetMng (5 80 (B 256
103.0 3--6 Upper Respiratory Illness (3 <5 (B 256
102.0 41-42 tipper Bespiratory Illmans, Irritability, Anorexia, (5 40 (B >S12

Myalgia
104.0 7-10 Menales-Like Rash (5 40 (5 )512
103.D 32-34 tower Eespiratory Illness, Gastraintestinal Illness
102.0 8-12 Upper Respiratory Illness, Lymphedenopathy (5 320 (6 512
103.2 25-35 Erritable, Vital Infection, won-specific Rash, (5 >320 (8 256

Anaramia
103-0 0-4 Non-Specific Rash, Anorexia (3 >_320 8 64

8/11/74
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Table 7

Maxisnm Temperatures Reported Among Children Who Received
Combined Live Meamles-Rubella (RA 27/3) Virus Vaccine. lot #62144/C-F022 (study f514)

Total vaccinees (45 Children) initially Seronegatives (32 Children)
Maximum Tesuperature Days Post Vaccination No. with Days Post Vacetnation No. with

("F, Oral) 0-4 5-12 13-18 19-28 29-42 Max. Temp. 0-4 5-12 13-18 19-28 29-42 Max. Temp.

(99 21 13 28 25 22 9 17 10 21 18 15 7
(48.8%) (30.2) (65.1) (59.5) (52.4) (56.7) (13.3) (70.0) (62.1) (51.7)

99 - 100.9 21 21 14 12 18 20 11 13 9 A 12 14
(48.8) (48.8) (12.6) (28.6) (42.9) (43.3) (43.3) (30.0) (27.6) (41.4)

101 - 102.9 1 8 1 2 2 10 6 2 2 7
(2.3) (18.6) (2.3) (4.8) (4.8) (20.0) (6.9) (6.9)

103 - 104.6 1 3 4 1 1 2
(2.3) (7.1) (3.3) (3.4)

Not Taken 2 2 2 3 3 2 2 2 2 3 1 2
__

Serolop.v
Case # Max. Temp. Daya C1tnical Complaint Measles Ruhella

102.7 5-9 Upper Respirator y Ellness, Ophthalmopathy, (5 160 12 >512
Castrointestinal Illness

201.0 18-19 Upper aespiratory lilnean
204.4 22-25 Upper aespiratory Illness, Castrotatemeinal (5 160 8 1512

• Ill ness
103.0 18-23 Upper Respiratory Illness, Gastrointestinal (5 40 (8 512

Illness, Noompecific Rash, Anorexia
103.0 10-11 Upper Respiratory lllness G 40 (8 $12
102.2 10 Upper Respiratory Illness, Castrointestinal (5 40 2512 >512

Illness, trritability, Anorewim
102.0 4-6 Upper Respiratory fllnema, Myalgin (5 (5 128 >512
102.0 }-10 Irritability (5 1320 (8 _T512

6/27/79
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Table 8

Hasrimum Temperatinree Reported Among Cht1drea Who Received
Combined tire Hemales-hhells (RA 27/3) Virus Waccine, lat f4214$/C-F021 (Study f514)

Tot.ei Vaccinees fp Children) Twitially -Ueronegativen (33 Ch.11dren)
Mantu Tmperature Days Pont Waccinattee No. with Dayn Fost TaccInstion No. v$I-h

('F. oral) D-4 5-12 U-18 19-28 29-42 1tut. remap. 0-4 5--12 13-Es 19-28 29-62 Max. temp.

<99 26· 14 23 21 24 13 22 11 19 17 18 10
(39.1E) (31.s) (56.e) (a7.7) (54.5) (66.7) (33.3) (37.61 (51.5) (54..51

99 - 100,9 16 17 16 19 L5 13 11 13 13 13 to 10
(36.4) (35.6) (36..4) (43.2) 04.11 (33.3) (39.4) (33.3) (39.41 G0.3)

101 - 102.9 I S 2 2 4 13 z 2 I 4 a
(2.31 (11.41 (4.5) (4.5) (9..1) (8.1.1 (6.11 (3.0) (32..1)

103 - 104.8 4 4 4 4
(9.1) (12.t)

103.0 1 1 1 t
(2.3) 0..0)

Fever - I 3 1 2 1 2 1 2 1
Mo Yepwrature

waE Taken. 1 1 1 I 1
. I

serolony
Case f Max. Temp. Da Clinical. Compls1st Mueslem Abelle

102.1 39 , Upper neaptratory Illnese, Gastrointestinst (S 160 (8 >M2
Illness, Anerexia

102..0 3-LI !Ione O 40 12 )_512
20S.0 3-7 Upper Respiretary TIlness, Otittm. Armeenia (5 160 (R 256
104..2 10-11 Upper Respiratory Itines castrateterrinmJ (S 1 0 (8 1$L2

Illness. Weadache
104..8 4-9 Upper Respiratory EUpess, Otitte+ frritable, (5 320 (8 256

Anorewim
104.0 8-14 Upper Respiratory IIIness, Gastraintestinal <$ 3320 (5 )512I 1111tems, Anormxim
102.4 1 Bone (3 50 8 256104.0 5--7 Upper Respiratory flimess, Artpresfa (5 16t1 (5 >512102.0 7-11 Gastraintestient 111eens, Mensipm-41ke Rash (5 80 48 -S12

6/27/7s
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Table 9

Maxtwen Temperatures Reported Among Children Who Received
Cashined Live Mesales-Robells (RA 27/3) Virun vacetne, t.ot * L%iknown (Study f514)

Total Vaccinees (30 Children) tattially 5eronegatives (28 Cht)dren)
Maximum Temperature Days Post Vaccination No. with Days Post Vaccination No. wi th

0-4 5-12 13-18 19-28 29-42 Max. Teng.. 0-4 5-12 13-18 19-28 29-42 es

(99 20 18 22 19 16 11 18 16 20 17 15 In
(66.7%) (60.0) (73.3) (63.3) (53.3) (64.3) (57.1) (71.4) (60.7) (53.6)

99 - 100.9 10 6 7 9 10 9 30 6 7 9 9 8
(33.3) (20.0) (23.3) (30.0) (33.3) (]5.7) (21.4) (25.0) (32.1) (32.1)

101 - 102.9 4 1 1 3 7 4 1 1 3 7
(1).3) (3.3) (3.3) (10.0) (14.3) (3.6) (3.6) (10.7)

103 - 104.0 2 1 1 3 2 I 1 3
(6.7) (3.3) (3.3) (7.3) (3.6) (3.6)

Serolony
Case f Max. Temp. Days Clinical Complaint Messles Rube l la

)
'

103.4 21-È2 Upper Respiratory Illness. Otittm, Castraintestinal (5 160 (A p12
Illness. Anores ta

102.1 16-17 Opper Respiratory tliness (5 10 (8 128
104.0 6-10 * Messles-Lthe Rash <5 40 (8 >512
103.0 32-36 trenchitis, Gestrointestinal Illness
1D3.0 7-12 Castrotatestinal 111nema, Meamlem-Like Raoh (5 40 (8 >$12

- 102.0 10-11 centrointestinst Illness. Anorests (5 80 <8 ~256

6/27/78
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Table 10

Clinical courpL,tuts 8eportest Among Children who Received
Comibined Live Mmasles--Rubella (RA z7/T) virus Varrine, Lot 862343/C-F021 (study #514)

Totat Vaccine.-s (47 children) initially Seronegatives (381 Children)
Days Fost Vaccistrian No. ulth Davs_P.mt Vacc .nation No.. w2 th

Glinical Complaint 0-6 S-12 13-18 19-28 4 29-42 ,Complaint | &4 5-12 13-fa 19--28 29-42 CampIntm
Injectfan Site: 2 2 2 2

(4..3%) (5.4)
Soreness 1 1 1 1
Erythmme and Soremens 1 1 )

Systemic:
Lymphadenopathy 1 1 2 1 I

(2.2) (2.2) (2.7)
Neuslee-Like Rash 2 2

(4.3) (2.7)

irritability 5 5 1 3 2 10 $ 3 2 1 8
(10.9) (10.9) (2.2) (6.7) (4,4) (13.5) (8.1} ($.4) (2.7)

Anorex1m 9 13 6 7 8 22 8 12 5 6 5 15
(19.6) (28.3) (13.0) (15.6) (17.B) (21.6) (32.4) (13.S) (16.2) (13.5)

Disturbed Sleep 1 2 2 3 2 2 1
(2.2) (4.4) (4..4) (2.7) (3.4) (5..4)

Pstigue 2 2 1 4 2 I )
(4.3) (4.31 (2.2) (5.4) (2.7)

Myalgia 1 1 1 1 1 1 1 L
(2.2) (2.1) (2.2) (2.7) (2.7) (2.7)

Upper Bespiratory Ellnesa 1.9 22 20 16 18 35 16 19 17 t3 14 28
(4L3) (47.8) (43.$) (35..6) (40,0) (43.2) (51.4) (45.9) (35.1) (37.8)

ocitis 2 3 1 4 2 3 I 4
{4.3) (4.$) (2..2) (5.4) (B.t) (2.7)

Ophthalmopathy I 2 2 3 1 . 2 2 3
(2.2) (4.3) (4.4) (2.7) (5.4) (5.4)

Gastroitatest-teal Illness 7 6 4 7 9 19 7 5 3 7 7 IS
(15.2) (13.O) (B.7) . (15.6) (20.D) (18.9) (13.5) (8.1) (18.9) (18.91

11anspecifie Rash 4 3 1 4 5 9 3 2 I 4 5 7
(8..7) (f.5) (2.2) (8.9) (11.1) (8.1) (5.4) (2.7) (10.El] (13.5)

Other8 2 1 3 2 1 3
(4-3) (2.2) (5.4) (2.7)

Viral Infectica 2 2 1 1
(4.4) (2..7)

Teething 2 1 3 5 B 2 1 3 S 8
(6.31 (2.2) (6.7) (11.1) (5.4) (2.7) (8.1) (13.5)

Persons with Complaint; 27 29 25 22 21 r.0 13 24 20 19 17 12
(SR..7) (63,0) (54.3) (51.1) (51.1) (62.2) (64.9) (34.1) (514) (45.9)

Persons with No Ccampl·aint: 19 17 21. 22 22 6 14 13 17 1R 20 5
(41.3) (37.0) (45..7] (48.9) (48.9), (37.B} (35.g) (45.9) (48.6) (54.11

Negative Surveillance 1 1 1 2 2 1 1 t 1 1 I 1

*tncludes nosebleed, bruEse from venipuncture, and ulcers on tongue.
8/I!/78
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Table 11

Clinical Complaints 1leported Asiong; ChiIdrert Who Rercived
Comubinmel 1. we Neag]es-Rut¬ellm (RA ?7/l) Vfrigs VaccLne, tAt 567¾4/r-FD22 (SteidT $5141

Total Vaccinces (45 Childre•n i ni t t all y_5 renegatives (32 Children)
Day_s_Pot.E Vetelhattoti No. with Days Fant Vap-tru_ntlen , M6. 91th

Clinical Ecurplaint 0-4 5-12 ti-LB 19-28 ( 29-42 Cornplaint 0-41%l2 13-18 19---29 2042 En«rplai_rit

Lymphadenopathy I 1 1 1
(2.30 (3-l)

Messles--Like Rank 3 2 4 2
(7.0) (4.7) (6.71 (6.7)

Reedacha 1 3 1 I 4 2 2
(2.3) (7.0) (2.3) (2.1) (6.7)

1rritalitlity 2 1 1 2 1 2
(2.,3) (4.7) (2.3} (3.3) 0.1)

anarents 3 4 4 3 3 14 3 2 3 3 |. 9
(1,0) (9.3) (9..3) (7.0) (7.0) 00.D) (6.7) (10.0) (10.0) (3.3)

Fatigue 2 L ? 2 t 2
(4.7) (2.3) (6.7) (3.3)

Mym1gis 2 3 2 I ] S 1 2 1 1 3
{&.7) (7.0) (4..7) (2.3) (2.3) (3.3) (6.7) 0.3) (3.1)

Upper Respiratory Illness 20 17 E6 18 14 37 11 10 11 11 10 21
(46.5) (39.5) (37.2) (41.9} (32.6) (16.7) (33.3) (36.7) (4)..3) (33,3)

Otitis I 1 2 3 1 1 2 3
(2.3) (2.3) (4,?) 0.3) (3.3) (5.7)

Dphthalmopathy 2 4 2 1 I 6 2 3 2 1 1 $
(4·.7) (9.31 (4.7) (2.3) (2.3) (6.7) (10.0) (6.7) (3.3) (3.3)

Castrointentitral Illness 5 12 7 10 7 21 3 7 4 7 3 13
(11.6) (27.9) (16.3) (23.3) (16.3) 00,0) (23.3) (13.1) (23.3) (10.0)

ponspecifierand 4 7 7 9 5 1) 1 3 4 6 2 a
(9.3) (16.3) (16...3) (20,9) (11.6) (3.3) (10.0) (13.3) (20.0) (6.7)

Vaticalls I D
(2.3)

Other• . 1 Z 1 1
(2.3) (2.3) 0.3)

Teethirqi 2 3 2 1 3 B 1 2 1 1 2 5
(4.7) (7.0) (6.7) (2.3) {7.0) 0.3) (6.71 0.3) (3.3) (6.7)

Persons with complaint± 25 30 23 21 20 35 15
--

19 25 15 12 23
(58.1) (69.8) (S3.5) (48.8) (46.5) (50.0) (83.3) (50.0) ($0.0) (60.0)Persona with flo Complaint: 18 13 2n 22 23 15 11 IS 15 18 7
(42..9) (30.2) (46..5) (51.2) (53.5) ($D.0) (36.7) (50..0) (50.0) (.60,0)Negative SurvetElance: 2 2 2 2 2 2 2 2 2 2 2 2

a Includes sorenese at site of venipuncture and ulcers on tongue.

6/27/7R
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Table 12

Cliwlest Carnplaints Ar-par ted Among Children Whn Receivel
combined Ltwo Meanles-Ruhe1In (RA 17/3) Virus U.,rrine, Lot M2345/0-F023 (Study #514)

Total Vaccineen (45 ChlNren) initsnTly Seronegativen (13 Child en}
Days Font Vnechatton No. with lin_yf fast Uncetruation Mn.. with

C1tn.iemi Camplaint G-4 5-12 13-16 19-28 29-42 Complaint 0-4 5-12 13-JB 19-28 2942 Camptaint

Injection Site:
(2,31) (3.0)

Soreness

systemic:
Measlea-IJke Emah

(9.1) (2.3) (9.1) (3.0)

Headac he 't 2 1 2 2 1 2 1 2 2

(2.3) [&.5) (2.3) (4.5) (3.0) (6.1) (3.0) (6.1)

Irritability I 2 1 1 4 2 1 1 3
{2.3) (4.$} (2.3) (2.3) (6.t) (3.0) (3.D)

Anoremin 6 11 ] 6 9 17 5 9 2 4 5 13
(13.f,) (25.0) (6.8) (11..6) (20.5) (15.2) (273) (n.1) (12.1) 05.2)

Fatigue
(2.3) (1.0)

Myelgia
(2.3) (2.3) 0.0) (3.0)

Upper Respiratory Illness 14 25 20 24 19 38 10 19 14 18 13 29
(31..8) (55.8) (43.5) (54.5) (a3 .2) (30.3) ($7.6) (42.4) (16.S) (39.a)

0titis 1 4 3 I 2 6 3 2 2 I 3
(2.3) (9.1) (6.B) (4.5) (4.5) (9.1) (6.1) (6.1) (3.0)

Ophthminopathy 1 3
(2.3) (6..B) (2.3) (3.0) (3.0) (3.0)

Gestraintentirtal Illness 7 It 7 5 10 23 5 9 4 3 7 15
(15.9) (27.3) (15.9) 0I.4) f21..7) (15.2) (27.1) (12.1) (9.1] (21.2)

Nanspecific Rash 4 5 3 3 3 11 2 3 2 2 3 B
(9.1) (11.4) (6,8) (6.8) (6..R) (5.1) (9,1) M.1) (6.1) (9.1)

Teething 1 1 . 2 2 5 1 2 2 4
(2.3) (2.3) (4.5} (4.5) (3..0) (6.1) (6.1)

Persons eith Cowplatati 22 12 26 77 25 dI 16 25 19 21 I¶ 3]
(50.0) (72.7] (59.1) (61.4) (5fa.5) (AS.5) (75.S) (57.6] (63.6) (57.6)

Persons wi th No complaint: 22 12 18 17 19 3 17 8 14 (2 16 2
(50.0) (27.3) (40..g) (38.6) (43.2) (51.5) (24.2) {42.4) (36.4) (42.4)

Negative Burveillance I

6/27/78
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Table 13

Clinical convplaints Reported Among Childrfm Who Recehed
Combined Live Meamles-Robells (RA 27/3) Virus Vaccine. Ent # Unknown. (Sturly 8514)

Total Vacc1rtets (30 CM]dren) Initiall5 peroneg atives (28 Children)
Days Ps.st VacetimticTT ' No. with Days inst Vacc.ttation ] No. with

Citnical complaint 0-4 3-12 D-18 1%28 29-42 Complaint 0-4 5--g2 D-18 19-28 29-4_2 complaint

Injection E1te: 2 2 2 2
(6.72) (7.1)

Eryt.hema 1 1 1 ]
Sereness 1 t 1

systemic:
Lymphadenopathy 1 1 1 1

(3.3) (3.6]

Mamalas-Like Rash 4 2 4 4 2 4
(L3.33 (6.7) (14.1) (7.3)

Headache 1 1 1 1
(3.3) (3.6]

Irritability 2 2 1 1 2 4 2 2 1 1 2 4
(6.7) (6.7) 0.3) (3.3) (6.7) (7,I) (7..1) (3.5) (3.6) (7.1)

Ancrexia 1 3 2 5 5 9 1 2 2 4 4 8
(3.3) (10.0) (6.7) (M.?) 06.7) (3.6) (7.1) (7.1) (16.3) {¾.3)

Fatigue 1 1 1 1 1 1
(3.3) (3.3) (34) (].E)

Upper Respiratory Illness 18 14 It 11 19 26 18 13 11 12 18 24
(60.0) (46.7) (36.7) (4).3) (63.3) (64.3) (46.4) (39..3) (42.9) (64.3)

tower Respiretary Illness I 1 1

atitis 1 1 1 1
(3.3) (3.6)

ophthalmopathy 1 2 2 3 1 2 2 3
(3.3) (6.7) (6.71 (3 &) (7.11 (7.1)

castrointestinal Illnese 3 6 , 3 S 5 14 3 5 1 5 5 11
(10..0) (20.0) (104 (16.7) (16.7) (10.7) (17.9) (10.7) (17,9) (17.9)

Wanspecific Rash 1 1 1 3 5 1 1 1 3 5
(3.3) 0.1} 0.3) (10.0) (3.6) (3.61 (14) (10.7)

Bell's Paley 1 1 ] I
(3..31 (3.G)

Teething 2 3 3 t 7 2 3 3 1 7
(6.7) (10.0) (10,D) O-3) (7.1) (10..7) (10.7) (3.G)

Persona with Complaint: 21 20 13 17 22 28 li4 1 16 EU 24
(70.0) (5fi,7) (43.3) (36.7 (73,3) (75.0) (64.3.) (46.4) (37.1) (7L..4)

Persons with No Complaint: 9 10 17 13 8 2 7 to 15 12 R 2
(30.0) (33..3) (56J) (43.3) (26.7) (2$.0) (35..7) (53.6) (42.9} (28..6)

6/27/78
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MEMO

To File Location Date 8/14/78

From T. Schofield Location

Subject Statistical Analysis -
Study #514

Significant differences in seroconversion races for measles
and rubella and clinical reaction rates among vaccinees receiving
three lots of combined measles-rubella (RA 27/3) vaccine were

investigated. Lots of vaccine were:

Lot #62343/C-FO21

Lot #62344/C-F022
Lot #62345/C-F023

No significant differences exist among the three lots for any of

these rates.

The groups (10ts) were investigated for statistical differences
in post-vaccination titer among vaccinees who were initially
seronegative to both measles and rubella by the HI test. Multi-

variate analysis of variance was run in conjunction with the
Kruskal-Wallis k-sample test on the individual components.
No significant differences could be determined among the three
lots of vaccine.

T.S.
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DEPARTMENT OF HEALTH, EDUCATION. AND WELFARE

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

DETitEGDA. MARYLAND 20014

SEP151978
.

Our Reference Nos. 76-316, 77-303 and 77-304

Alan Gray, Ph.D.

Merck Sharp & Dohme

Division of Merck and Co., Inc.

West Point, Pennsylvania 19486

Dear Dr. Gray:
. .

This is to inform you that the amendments to your product license

applications to include the use of the RA27/3 strain rubella virus

grown in human diploid cells have been accepted for manufacture of

the following products: .

Rubella Virus Vaccine, Live

Measles, Mumps and Rubella Virus Vaccine, Live

Measles and Rubella Virus Vaccine, Live

We agree that the results of stability testing of vaccines prepared

with the buffered sorbitol-gelatin diluent support your request for a

longer dating period. Accordingly, your license applications for the

three products are also amended
tg

include the use of the diluent and

a dating period of two years at 2 -8 C from date of issue.

Please continue to submit stability data as they become available.

Sincerely yours,

Harry M. Meyer, Jr., M.D.

Director

Bureau of Biologies
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Summary No. 1

of
Clinical Investigative Studies

of

Combined Live Measles Virus Vaccine (Moraten Line-ATTENUVAX)
Jeryl Lynn Mumps Virus Vaccine (MUMPSVAX)

RA 27/3 Rubella Virus Vaccine

for Purpose of Support for

a License to Manufacture and Sell.

M. R. Hilleman, Ph.D.

Prepared: April 27, 1978
Merck Institute for Therapeutic Research

West Point, Pennsylvania
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SummaryofClinicalTestsofCombinedLive
Measles-Mumps-Rubells (RA 27/3) Virus Vaccine

Antibody Res>onses among Triple ‡eronegatives
Measles ___ Mumps _____ RA 27/3 Rubella

No. Conv./ No. Conv./ No. Conv./

Study Lot Mean No. No. Seroneg. No. Seroneg. No. Seroneg.
No. _Investigator No. Range (Yrs.) Vace. (%) GMT (%) GMT (2) GMT Re.

442 Villarejos 621 10m- 7y 3.7 199 23/23 (100) 99 22/23 (96) 7 23/23 (100) 149 1

443 Weibel 621 11m-8y 1.7 105 65/69 (94) 56 66/69 (96) 8 69/69 (100) 133 2

459 Lerman 60664 14m- 4y 1.6 41 13/14 (93) 62 13/14 (93) 17 14/14 (100) 269 3

467 Weibel 621 11m- 7y 1.9 137 55/58 (95) 71 57/58 (98) 7 58/58 (100) 146 4

473 McCollum 621 5

484 Gershon 621 13m-15y 39 6

511 Villarejos 60664 8m-11y 3.3 50 9/11 (82) 20 10/11 (91) 5 11/11 (100) 226 7

60665 11m- 7y 3.3 50 4/5 (80) 25 4/5 (80) 11 5/5 (100) 169

60666 11m-11y 4.2 50 2/2 (100) 28 2/2 (100) 8 2/2 (100) 256

513 Weibel 60664 12m- 7y 1.7 53 28/30 (93) 70 29/30 (97) 19 30/30 (100) 256 8

60665 12m- 4y 1.5 54 33/34 (97) 70 33/34 (97) 23 33/34 (97) 200

60666 11m- 4y 1.4 56 32/33 (97) 66 32/33 (97) 26 32/33 (97) 251

Totals 834 264/279 (95) 63 268/279 (96) 11 277/279 (99) 178

4/24/78
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Tab1. _0

Clinical Csw-pIntnts Reported Among Children uho R«.•twed a 0.5 MI Dese of Coashined
Live Mm)en-Humps-Rubc1In (RA 27/ 3) Virus Vaccine, I.ot No. 62t/C-D763 (sgudy M41)

Intttalli Screwcative to:
Tatsi Y:ccinces (102 Cht1drenL_ Measleefseps ami subctl* (*4 r¾t1dren)Clinical Complaint Davs re-t-vacctx-tion No. utth Dws Post-Vacetn3tson L•. with

G-4
-

5-12 13-14 19-28 29-42 Cesp:nnt 0-4 5-12-
-13-18 , 19-2M T 29 2 C n nt

Soreness at Injection Site 4 I 5 2 2
(4.2%) (1.0) (3.0)

Lymphadenopathy . 2 3 2 2 6 1 1 2 2 )(2.I) (3.1) (2.1) (2.t) (1.5) (1.5) (3.0) (3.0)
, Mcastes-Like Rash 1 9 6 1 11 1 7 5 I 9

(1.0) (9.4) (6.2) (1.0) (1.5) (10.4) (7.5) (1.5)
Arthraigia 1 1 1 I I t

(1.0) (1.0) (1.5) (1.5)
Myalgia I 1 I 1

(1..0) (1.5)
7rrit.4titty 3 3 1 t I 4 2 2 I I )

(3.0) (3.0) (1.0) (1.0) (1.0) (2.9) (2.9) (1.5) (1.5)
Neadache 2 2 2 2 2 2

(2.I) (2.1) (3.0) (3.0)
I:pper Respiratory Illness 38 37 24 35 32 64 28 27 20 25 20 46

(39.6) (38.5) (25.0) (36.5) (33.3) (41.8) (40.3) (29.R) (37.3) (29.8)
Otitle 1 7 2 5 4 14 I 4 2 3 2 9

(1.0) (7.3) (2.1) (5.2) (4.2) (1.5) (6.0) (3.0) (4.5) (3.0)
ophthatumpathy 2 3 2 4 2 6 2 3 2 4 2 6

(2.t) (3.1) (2.t) (4.2) (2.t) (3.0) (4.5) (3.0) (6.0) (3.0)
castraintestinal t1iness 18 24 9 17 15 43 14 19 9 14 11 35

(18.7) (25.0) (9.4) "(17.7) (15.6) (20.9) (28.4) (13.4) (20.9) (16.4)
Anorexia 13 19 8 10 13 28 10 12 6 9 11 20

(13.5) (19.8) (8.3) (10.4) (13.5) (14.9) (17 .9) (9.0) (13.4) (16.4)
Fatigue 1 1 I I

(l.0) (1.5)
Rash-Chafing, Disper, Neat, 4 4 1 4 5 12 3 4 I 3 1 9 *

gletpee (4.2) (4.2) (1.0) (4.2) (5.2) (4.5) (6.0) (1.3) (4.5) (4.5)
Allergy, Anthma 1 2 3 2 3 6 t 2 I 3

. (I.0) (2.1) ().1) (2.I) (3.t) (1.5) (3.0) (1.5)
Fever . 1 1 2 1 4 I 2

(1.0) (1.0) (2.1) (1.0) (1.5) (1.5)
Sudotests 1 1 I I

(1.0) (1.5)
Teething 3 I 3 6 3 3 3 4

(3.0) (1.0) (3.0) (4.4) (1.5) (4.4)

Persons with Complaints: 50 50 T T 44 78 la 38 29 ~f2 55~
(52.1) (52.1) (M.4) (44.R) (45.8) (¾.7) (¼.7) (41.3) (47.8) (44.p)Persone with ho Complaints: 46 46 63 53 52 18 29 29 19 3% 17 9(47.9) (47.9) (65.6) _(53.2J_ (54.2) (43.1) (43.3) (56.7) (52.2) •()%.2)Negative Physician Survetitance 6 6 6 6 6 6 I 1 1 I

5/6/77
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Table 9

Clinic_al. Complaints Heported Among Children h Received Camhined
Live Heseles-NumpeRubella (RA 27/3) Yirus Vaccine, Lot #60664/C-EB10 (Study #459)

Total Yacef.nces (41 Children) Initiall.y Seronegatives (16 Child ren)
Days Pust. Vaccio.ar.ion No. v1th Days Pas t Vare inatInn No. with

0-4 5-12 13-1.8 ]9--28 29--42 Comp_1aint D-4 5-12 13-18 19-28 29-42

Injection Site
5oreness Z 2 Q

(4.9Z)

Syst-emic:
Meamles-tike Rash 4 2 5 1 1

(9.B) (4.9) (6.3)

Irritability 1 3 2 3 6 I 2
(2.4) (7.3) (4.9) (7.5) (6.3) (6.7)

Anorexta 8 $ 8 9 7 20 3 1 2 3 3 6
(19.5) (12.2) (19..S) (22.0) (1?.S) (18.8) (6.3) (12.5) (18.8) (20.0)

Disturbed Sleep 1 1 1 1
(2.4) (6.3)

lfpper Respiratory Illness 16 17 10 H 16 28 $ $ 2 6 7 10
(39.0) (41..5) (24.4) (26.8) (40.D} (31.3) (31.3) (12.5) (37.5) (46.7)

Otitis 2 1 3 3 E 1 1 2 1 4
(4.9} (2.4) (7.3) (LS) (6.3) (6.3) (12.5) (6.7]

Opht.halmopathy 3 L 1 7 I 1
{.7.3) (2..4) (7..5) (6.3)

Gastrointestinal 111suess 9 9 6 10 9 24 3 1 2 5 3 10
(22.0) (22.0) (14.6) (24.4} (22.5) (18.8) (6.3) (12.5) {31..3) (20.0)

Nonspecific Rash 2 4 2 3 1 5 1 2 Z 2 1 3
(4.9) (9.8) (4.9) (7.3) (7.5) (6.3) (12.5) (12.5) (12.5) (6.7)

Varicella 1 1 1 1
(2..4) (6.3)

Allergy 1 1 I I
(2.4) (6.3)

reaching 1 3 I 1 2 4 1 1 1 1 1 1
(2.4) (7..3) (2.4) (2.4) (S.0) (6.3) (6.3) (6.3) (6.3) (6.7)

Herpes-Type Rash I. 1 O
(2.4)

Persons with complaint: 20 26 18 16 22 34 7 B 6 8 9 14
(48.8) (63.4) (43.9) (39.0) (SS.0) (43.5) (50.0) (37.5) (50.0) (60.0)

Persons wit.h No complainr.r 21 15 23 2) 18 7 9 B 10 5 6 2
(51.2) (M.6) (56.1) (61.0) (45.0) (56,3) (50,0) (62.5) (50.0) (40.0)

Negative Surveillance I 1

4/21/78
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. - -- Talric 11 - - - --

Citalcal Complatters Regacitcal A•nny, thlldrcre N Oerelved a 0.5 al twice of Cont.tac4Live ficasles-ftamps-Rolella (RA 27/)) Vlrus V.tectac, Int f421/C-D763 (*.tudy #467)

Tot I V.wct wes (117 thlldect) inltl'lly Scrova.c.1tives (61 Chl drces)CIlnical Complalat Is.ws r. -t Vaccin1t I.·n No. wlth Un- rett T.u * inatten F,o. witho-4 5-1 2 13-in 19-l e 29-47 cany ).vi nt 0-4 5-12 ll-in 19-15 2%42 hth
serenese et Injection Site 2 I 1 1 1 I 1 2(2.2%) (1.1) (1.1) (2.I) (2.1) (2.1)
l.ymptsadenopathy 2 1 3 2 1 3(2.2) (1.1) (4.1) (2.1)
Kracles-1.the Rash 1 5 3 2 I 4 1 5(1.1) (5.A) (3.4) (2.1) (8.5) (2.1)
Meadache I I 1 3 1 1(1.1) (1.t) (1.I) (2.1)
trettsbility 4 4 1 a 3 I 6(4.4) (4.5) (1.1) (6.3) (2.1)
Tever-Temperstwre Not Reported 1 1 2 I 1(1.1) (1.1) (2.1)

. Amerexla 10 12 6 7 6 23 3 2 4 2 1 It(13.1) (13.5) (6.7) (8.O) (6.8) (10.4) (14.9) (8.3) (6.3) (2.1)
Flush 1 I O

Disturbed Sleep 2 2 0
(2.2)

Hyalgle 1 1 1 I(1.1) (2.1)
Upper temptratory Illnese 15 29 17 20 11 53 6 11 9 9 10 12

(16.2) (32.6) (19.1) (22.?) (35.2) (12.5) (27.7) (14.8) (19.1) (21.3)Otitle 1 2 2 I I 2 1 I I(1.1) (2.2) (2.2) (1.11 ().1) (2.1) (2.1)
orhthalenpathy 5 4 3 4 9 1 1 2 1 4

(5.6) (4.5) (3.4) (4.5) (6.4) (6.3) (4.1) (2.1)
Centrolntestinal Illnese 9 15 10 12 11 31 4 12 6 2 4 16

(10.0) (16.9) (11.2) (l).6) (14.6) (8.3) (25.5) (12.5) (14.9) (8.5)
senspectric Rash I 3 I I 4 6 1 I

(1.1) (1.1) (1.1) (1.1) (4.5) (2.1)
relson Ivy 1 1 0

Allergy 1 1 2 1 1 2
(l-l) (1.1) (2.1) (?.1)

Tectising 1 4 4 2 2 to 1 2 2 5(1.1) (6.5) (4.i) (2.)) (2.1) (2.1) (4.1) (4.J)
Megative Surveltlance 27 25 23 29 29 27 11 14 11 14 14 13
reemons with Cpepl4tnt: lo 44 24 10 17 56 1.' 21 14 1. l) 2*•

()).1) (49.4) (11.5) (14.1) (42.n) (25.n) (t.f..7 % (21.2) (21.p) (7;.))rersons wlth No Complaint: to 45 41 59 51 3) 14 .'t t·. 11 li 21
((.6.7) (50.6) (4.5) (f.5.9} M (75.0) 55 0.A1 77.1

8/24/77
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Tod>le 12

C)tntent Complaints Reported Among Children Whn Received a 1.0 al Dome of Combined
Live Neasics-Humps-Bubella (RA 27/3) VLrus Vaccine, Lot 7621/C-0763 (Study f467)

Tornt Vacelnces (20 Children) In h ial v Serontgatives (11 cht b1ren)
Clinical Complaint IMys re st Vacetnation 11o. vlth IMys Fast Vaccinat inn No. with

0-4 5-12 11-18 19-28 29-42 Complatut D-4 5-12 1]-18 19-28 29-42 complaint

$nreness at injection Site 1 1 1 1
(5.9%) (10.0)

Lymphadenopsthy 1 1 1 1
(5.9) (10.D)

Arthrslgia 1 1 0
(5.9)

Measlee-Like Rash 1
(5.9] (10.0)

Irritability 1 I 1 1 1 1
(5.9) (5.9) (10.D) (10.0)

Fever - Temperature Mot 1 1 1 1
Reported (5.9) (10.0)

Anorexlm 1 1 2 I 1
(5.9) (5.9) (10.0)

lipper Respiratory Illness 4 5 2 4 t 8 1 1 2 4
(23.5) (29.4) (11.8) (23.5) (5.9) (10.0) (10.0) (20.0)

Otitis 1 1 1 1 1 1 1 1
(5.9) (5.9) (5.9) (10.0) (10.0) (10.0)

Castrointestinal Illness 3 1 1 4 2 t 2
(17.6) (5.9) (5.9) (20.0) (10.0)

impetigo 1 1 1 I
(5.9) (10.0)

Negative Surveillance 3 3 3 3 3 3 1 1 1 1 1 1

rersons with ComplaLnt: 7 6 5 5 i 2 9 3 2 2 3 I $
(41.2) (35.3) (29.4) (29.4) (11.8) (30.0) (20.0) (20.0) (30.0) (10.0)

rersons with No Comp1nint: 30 21 12 12 LS 8 7 8 R 7 9 5
(58.R) (64.7) (70.G) , (70.6) (38.2) . (70.0) (80.0) (80.0) (70.0) (90.0)

a/2A/77
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Tat>14e 13

Citalcal Complaints Reported Among 11.13dren 1A*nSeceived n 0.5 at Due of CombleedLlve Mensles-Neps-Robella (11ty-77) Virue Vaccine, H-N-2 (Study #467).
Total WarcInc ¬ (138 Oil3dre* ) Initially %ernacculves (30 thil treClinical Compla1st Days reat Vare 1v.etlan no. vtth D1ys_rrar Vatrination No. withD-4 5-12 T3-ls 19-28 29-42 Complaint 5-12 1)-14 19-28 29-42 Complaint

Injectlem Sites 7 7 3 3(6.9%) (5.7)
Soreness 6 6 2 2Sorenese and Induratton 1 1 1 1

Systemic:

Meesleo-L1he Rash 3 2 5 1 1(5.0) (2.0) (1.9)
Readacha 1 1 2 2®

(1.0) (1.D) (2.0) (1.9)
ter1tah111ty 3 4 2 3 9 2 1 1 4(1.0) (4.0) (2.0) (3.0) (3.8) (1.9) (1.9)
anorests It 17 5 6 4 24 4 9 1 3 3 14(10.9) (16.8) (5.0) (5.9) (4.0) (11.3) (17.0) (1.9) (5.7) (5.7).
Flush 1 I O(1.0)
01sturbed Sleep I 1 O

Myalgia 2 2 I 1(2.0) (1.9) .
Opper tespiratory Illnese 18 19 15 18 24 45 to 9 6 7 8 20(17.8) (18.5) (14.9) (17.8) (23.8) (18.9) (17.0) (11.3) (13.2) (15.1)
Ot1tle 1 4 2 1 1 7 1 2 3(1.0) (4.0) (2.0) (1.0) (1.O) (1.9) (3.8)
Ophthalmopathy 2 3 I 2 & 2 2 4(2.0) ().0) (1.0) (2.0) (3.8) (3.8)
Castro1ntestinal tilnese 15 12 5 5 4 27 7 3 3 2 4 It(14.9) (31.9) (5.0) (5.0) (5.9) (13.2) (5.7) (5.7) (3.8) (7.5)
Rash-Meeepectfle 1 3 5 3 4 12 1 I 4 1 1 6(1.0) (3.O) (5.0) (3.0) (4.0) (1.9)'

(1.9) (7.5) (1.9) (1.9)
Varicella 1 1 I O

(1.0) (1.0)
Other• I 1 2 1

(1.0) (1.0) (1.9)
Geniteerinary Infectlen I 1 1 O

(1.0) (1.0)
Altergy 2 2 1 3 2 2 2

(2.0) (2.0) (1.0) (3.8) (3.8)
Teething 7 4 2 A I I 2 3(2.0) (4.0) (5.0) (2.0) (3.9) (1.9) (3.5)Negattee Survelliance 37 ]? 37 17 31 37 17 17 17 17 17 37regnces with Complaint: 36 41 24 26 )d 57 20 In 9 lo 12 27(35.4) (f.0.6L (23.8) (251 j29.7) 7.7)_ 04.0) (17.n) (ls.9) (22.4)rersone with No Compla1sts 65 60 77 75 71 31 3% 44 4) 41 26(64.4) (59.4) (76.2) |(74.3) (70.3) (62.3) (64.o) (53.0) (41.1) (77.4)

• Includeo ingested lighter fluid and bloody nose.
.
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Table 10

Clinical Complaints Reported Among Children Who Received Combined
Live Messles--Mumpe-Rubella (RA 27/3) Virus Vaccine,let #60664/C-E810 (Study8511)

Total Vaccinees (50 Children) Initially Seronegatives (13 Child m)
Days Po7t Vacciastion No. with Days I ost Vaccination Wo. with

0-4 5-12 13-18 19-·28 29-42 laint IH 5-12 13-18 19-28 29-42 _Comp_1aint

Readsebe 1 1 1 1 4 0
(2.0%) (2.0) (2.0) (2.0)

leritability 5 8 6 5 18 2 3 3 1 7
(10.0) (16.0) (12.0) (10.0) (15.4) (23.1) (23.1) (7.7)

' Melatee 7 9 4 4 17 3 3 3 2 7
(14.0) (18.0) (8.0) (8.0) (23.1) (23.1) (23.1) (15.4)

Anorexis 1 1 2 1 1
(2.0) (2.0) (7.7)

Upper Raspiratory Illness 2 6 3 1 9 2 2
(4.0) (12.0) (6.0) (2.0) (15.4)

. lowerRespiratory Illness 1 1 1 1 I 1
(2.0) (2.0) (7.7) (7.7)

Castrointestinal 111ness 1 3 1 4 2 7 1 2 1 3
(2.0) (6.0) (2.0) (8.0) (4.0) (7.7) (15.4) (7.7)

Fersons with Complaint: 7 9 7 8 2 21 3 3 4 2 1 8
...[14 0_)_,,____J18 0)_ 14. 01._(16 01, _J4 01._ __J23311 J2.L,11 J____ 81 J1.L_4) 7, _7.,).._

Fersons with We Complaint: 43 41 43 42 48 29 10 10 9 11 12 5
(86.0) (82.0) (86.0) (84.0) (96.0) (76.9) (76.9) (69.2) (84.6) (92.3)

1/31/78
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Table 11

Clinical Complaints Reported Among Children Who Raceived Combined
Live Measles-Mumps-Rubella (RA 27/3) Virce Vaccine, tot #60665/C-E811 (Study 9511)

Total Vaccinees (50 Children) Initially Seronegatives (6 Otildr m)
Days P st Vacciation No. with Days test Vaccination No. with

, 0-4 5-12 13-18 19-28 29-42 0--4 5-12 13-18 19-28 29-42 _Couplaint.

Beadache 2 1 4 2 8 1 1
. (4.03) (2.0) (8.0) (4.0) (16.7)

Irritability 2 9 4 5 3 18 1 1 2
(4.0) (18.0) (8.0) (10.0) (6.1) (16.7) (16.7)

Malaise 2 7 2 3 12 1 1 2
(4.0) (14.0) (4.0) (6.0) (16.7) (16.7)

Anoremia 1 1 0
(2.0)

Opper Respiratory Illness 2 4 4 0
(4.0) (8.0)

Lower Respiratory Illnese 1 1 1 0
(2.0) (2.0)

castrointestinal Illness 1 3 2 1 5 0
(2.0) (6.0) (4.0) (2.0)

Fersons with Complaint: 2 11 7 6 3 20 0 1 1 1 0 3

Fersons with No Comp1mint: 48 39 43 44 46 30 6 5 5 5 5 3
01.0-L _L__178.0 l_86..aL 188g_ 193.9J______ _(10DJ_ _(81.J1 _(83_._31 _(100J_ _

Neastive Surveillance 0 0 0 0 1 0 0 0 0 0 1 .. 0 .. .

1/31/78
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Table 12

Clinical Complaints Reported ha Children tiho Received Combined
Live Messles-Mempe-Rubells (RA 27/3) Virus vsecine, tot #60666/C-E812 (Stody $511)

Tots1 Vaccinees (50 Children) Initially Seronegatives (2 Quildtan)
Days Po t Veccination No. with Days Fest Veccination No. with

0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 2H2 _,Comisint,_

Readache 2 4 6 1 1
(4.0E) (8.0) (50.0)

Irritability 1 9 3 1 2 12 0
(2.0) (18.0) (6.0) (2.0) (4.0)

Msisine 2 6 4 3 13 1 1
(4.0) (12.0) (8.0) (6.0) (50.0)

Amorexis 1 3 1 5 0
(2.0) (6.0) (2.0)

opper Respiratory Illness 1 2 2 0
. (2.0) (4.0)

Imser Respiratory Illness 1 1 0
(2.0)

Otitis 1 1 0
(2.0)

castraintestinst Illness 1 1 1 2 0
(2.0) (2.0) (2.0)

Persons with Complaint: 2 11 6 1 3 17 0 0 1 0 0 1

Persons with No Complaints 48 39 44 49 47 33 2 2 1 2 T 1
(96.0) (78.0) (88.0) (98.0) (94.0) (100) (100) (50.0) (100) (100)

1/31/78
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Table 10

Clinical Complaints Reported Amont Children Who Received combined
Live Messles-Humps-Rubella (RA 27/3) Virus Vaccine, 1.ot AA0664/C-EA10 (Study 8513)

Total Vaccinr2s (53 Children) initially Seronepatives (30 Children)Days Pcat Yacc13ation No. with Days test Vact ination No. with
0-4 5-12 13-18 19-28 29-42 _Coagatint_ 0-4 5-12 13-18 19-28 29-42

1ojection Site: 2 2 1 1
(3.9%) (3.3)

Soreness 2 2 1 1

Systemic:
Arthraigia 1 1 I 0

(2.0) (2.0)

Measlee-t.ike Reah 6 I 1 6 4 1 1 4
(11.8) (2.0) (2.0) (13.3) (3.3) (3.3)

Meadache 1 1 0
(2.0)

trritability 4 2 1 2 2 8 4 2 1 2 1 7
(7.8) (3.9) (2.0) (3.9) (3.9) (13.3) (6.7) (3.3) (6.7) (3.3)

Amorexia 4 3 1 2 5 10 2 2 2 3 7
(7.8) (5.9) ( 2 .0) (3.9) (9.8) (6.7) (6.7) (6.7) (10.0)

DisturbedSleep 1 1 1 0
(2.0) (2.0)

Fatigue 1 I 1 1 1 1
(2.0) (2.0) (3.3) (3.3)

Myalgia 1 1 1 0
(2.0) (2.0) .

Upper Respiratory Illness 9 12 7 12 11 25 4 7 6 7 8 14
(17.6) (23.5) (13.7) (23.5) (21.6) (13.3) (23.3) (20.0) ( 21.3) (26.7)

Otitia 1 1 1 1
(2.0) (3.3)

Ophthalmopathy 1 1 1 I 2 1 1 1 1
(2.0) (2.0) (2.0) (2.0) (3.3) (3.3) (3.3)

Castrointestinal 111nees 12 It 2 4 5 18 9 9 1 1 4 15
(23.5) (21.6) (3.9) (7.8) (9.A) (10.0) (30.0) (3.3) (10.0) (13.3)

Nonspecific Rash 5 4 4 6 8 15 2 4 4 5 5 10
(9.8) (7.8) (7.8) (11.8) (15.7) (6.7) (13.3) (13.3) (16 .7) (16.7)

Sorea on Face I 1 I I
(2.0) (3.3)

Altergy I I 2 I I 2
(2.0) (2.0) (3.3) (3.3)

Teething 2 4 1 2 3 9 I 4 1 2 1 7
(3.9) (7.8) (2.0) (3.9) (5.9) (3.)) (11.1) (3.3) (6.7) (3.3)

lierpes-Type Rash 1 1 2 I 1 2
(2.0) (2.0) (3.3) (1.3)

Persons with Complaint: 24 27 12 18 19 39 14 19 9 12 I) 25
(47_. ( 23.51 13)_ $3) _(46.7 (63.3) 30.0) (40.0) (43.3)

Persons with No Complaint: 27 24 39 33 32 12 16 11 21 18 17 5

Megative Surveillance 2 2 2 2 2 2 0 0 O 0 0 0

1/27/74
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Table 11

Clinical Complaints Reported Among Children h Received Combined
Live Memales-Mumpe-Rubclla (RA 27/3) Virus Vacctme, let #606tW/C--ERl1 (5tudy 4513)

To-tel Vaccimes (54 Children) Initialit Gerenetatives (34 Children)
Days Post. Vaccinat f oe No. with Days lost Vactination No. with

Clinicat complaint 0-4 5-12 1.3-15 102B 29-42 complaint 0-4 5-12 13-18 19-z8 29-42 Complaint

Infection Sits: 2 2 2 2
(3..51) (5.9)

Soreness 1 1 1 ]
Etythems and Soranmum 1 1

Systemic:
LymphadenopeEhy 2 3 1 1 2

(1..8) (1.9) (2.9) (2.9)
Nessles-Like Rash $ 4 1 - 7 3 2 4

(9.6) (7.F) (1.9) (8.8) (5.9)

Irritabil.1.t.y 4 6 1 1. 2 9 4 4 1 2 7
(7.7) {11.5) (1.9) (1.9) (3..5) (13.s) (11.5) (2..9) ($..9)

Malaise I 1 I 1 1 1
(1.9) (1.9) (2.9) (2.9)

Anarexim $ 3 3 2 4 13 3 4 2 1 3 9
(9.6) (9.6) (5.A) (3.8) (7.7) (8.B) (11.8) (5.9) (2.9) (8.8)

Disturbed Eleep 1 1 I 2 I 1 1
(1.9) (1.9) (1.9) (2.9) (2.9)

Tatigue 2 2 2 2
(3.e) (5.9)

Erpper Respiratory Illness 30 9 5 10 11 2$ 4 & 4 6 7 15
(19.2) (17.3) (9.6) (19.2) ( 21.2) (11.8) (17.6) (31.8) (17..A) (20.6)

Otitis 2 2 2 1 1 4 2 1 1 1 1 2
(3.B) (3.8) (3.8) (1.9} (1.9) (5.9) (2.9) (2..9) (2.9) (2..9)

Ophthalmopathy 1 3 1 1 3 I 2 1 E 4
(1.9) (5.5) (1.9) (1.91 (2.g) (S.9) (2.W) (2.9)

Centraintestiast Illnese 9 10 5 4 6 18 6 7 3 3 5 11
(17.3) (19.2) (9.6) (7.7) (11..5) (17.6) (20.6) (s .s) (s.a) (14.7)

gronspecific Rash a 3 2 2 7 3 3 2 2 6
(7.7) (S.8) (3.8) (5.5) (8.8) (8.B) (5.9) (5.9)

Allergy 1 I I 1
(1.9) (2.9)

Taething I 1 1 3 3 4 1 1 1 1 Z
(1.9) (1.91 ().g) (5.6) (5.B) (2.9) (2.9) (2.9) (2.g)

Persons with Caplaint: 26 16 18 21 18 36 16 18 11 13 12 23
(50,0) (344 _(40.4}_ _(34_.6)_ (52.9]

Persons with No Complaint: 28 26 34 31 34 16 1R 15 23 21 22 11
5L,8) JS,0_.0),_ J6L_41. J$9,ft JiL_4) 52.9 6 61 8 64-7)_

Negative Surveillance: 2 Z 2 2 2 2 0 0 O 0 0 0

1/27/78
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Table 12

. Clinical Complaints Reported Among Children Who Received Combined
Live Meastes-Mumps-stubella (RA 27/3) virus Vaccine. Lor 860666/c-F.812 (Arude 8513)

Total Vaccintas (56 Children) Initially Seroneptives (33 Child vn)
Days Ptat Vacclastion No. with Days Fast Vaccination No. with

0-4 5-12 13-18 19-28 29-42 0-4 5-12 13-18 19-28 29-42 _Coselaint.

Injection Site: 4 4 3 3
(7.4%) (9.1)

Soreness 4 4 3 3

Systemic:
Lymphadenopathy 1 1 1 1

(1.9) (3.0)

Messles-Like Rash 6 2 1 . 8 4 2 1 6
(11.1) (3.7) (1.9) (12.1) (6.1) (3.0)

Headache 1 1 0
(1.9)

Irritability 4 4 3 3 2 8 2 3 2 3 2 5
(7.4) (7.4) (5.6) (5.6) (3.7) (6.1) (9.1) (6.1) (9.1) (6.1)

Anorests 6 9 1 2 11 20 4 5 9 13
(11.1) (16.7) (1.9) (3.7) (20.4) (12.1) (15.2) (27.3)

Disturbed Sleep 1 2 2 1 2 2
(1.9) (3.7) (3.0) (6.1)

*

Fatigue 1 I 1 1 1 1
(1.9) (1.9) (3.0) (3.0)

Mym1gia 1 2 2 1 1 1
(1.9) (3.7) (3.0) (3.0)

Upper Respiratory 111ness 13 19 13 14 15 30 10 12 9 11 12 20
(24.1) (35.2) (24.1) (25.9) (27.5) (30.3) (36.4) (27.3) (33.3) (36.4)

Ot itis 1 2 2 2 5 1 2 2 3
(1.9) (3.7) (3.7) (3.7) (3.0) (6.1) (6.1)

Ophthalmopathy 2 I I 1 4 1 1 1 2
(3.7) (1.9) (1.9) (1.9) (3.0) (3.0) (3.0)

Castrointestinal 111ness 6 4 4 5 7 18 4 3 4 3 12
(11.1) (7.4) (7.4) (9.3) (13.0) (12.1) (9.1) (12.1) (9.1)

Nonspecific Rash 4 8 6 7 6 19 3 5 a 4 4 13
(7.4) (14.8) (11.1) (13.0) (11.1) (9.1) (15.2) (12.1) (12.1) (12.1)

Sore from Venipuncture I 1 I 1
(1.9) (3.0)

Teething 3 2 3 3 5 3 2 3 2 4
(5.6) (3.7) (5.6) (5.6) (9.1) (6.1) (9.1) (6.1)

lierpes-Type Rash 1 I I 1
(1.9) (3.0)

Persons with Complaint: 27 33 22 24 25 41 20 22 16 19 17 27

]L01 J61.11 _{40..D_ _L44._4) (46.3) _(60.61 J66.71 _(48.5)_ _(E.6)_ _(51_.5)_ _
Persons with No Complaint: 27 21 32 30 29 13 13 11 17 14 16 6

20 01_ J3 91 JL9...31 _L55 61151..71. _ __L3L41 _L3 .3_)____JL1 51 J42 41 J48.5_)__
Megative Surveillance 2 2 2 2 2 2 O 0 0 O 0 0

1/27/78
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RECEIVED 08/23/2819 89; 4BAM
To: Judith Fried Page 4 of 4 2019-08-23 15:08:05 (GMT) 16484175967 From; Aaron s1ri

NEW YORK CITY OFFICE OF
ADMINISTRATIVE TRIALS AND HEARINGS

New York City Department of Health and Mental Sür-gñññs No, 30304-19LO

Hygiene,

Petitiomr,
DECLARATIQN OF

-against-

JUDITH FRIED

Cldld's Date of Birth
Judith Fried

Respondent,

I, Judith Fried, under penalty of perjury, aver the fo".c-.-¼:

I. I was issued Summ«ns Number 30304- 19LO from the New York Department of Health
and Mental Hygiene.

2, The Smnmons references my chiki, H.F.

3. The birthdate of the child is August 2, 2018,

4, The DATE AND TIME OF OCCURRENCE list on the Su=mes is May 10, 2019 at
2:22 PM.

5. On the date of occurrence, the child was less than twelve months old.

I declare under penalty of perjury that the foregoing is true and correct to the best of my Imceledge.

Date: August i 2019

Judith Fried
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M-M-R
®
 II 

(MEASLES, MUMPS, and 
RUBELLA VIRUS VACCINE LIVE) 

DESCRIPTION 

M-M-R
®
 II (Measles, Mumps, and Rubella Virus Vaccine Live) is a live virus vaccine for vaccination 

against measles (rubeola), mumps, and rubella (German measles). 
M-M-R II is a sterile lyophilized preparation of (1) ATTENUVAX® (Measles Virus Vaccine Live), a more 

attenuated line of measles virus, derived from Enders' attenuated Edmonston strain and propagated in 
chick embryo cell culture; (2) MUMPSVAX® (Mumps Virus Vaccine Live), the Jeryl Lynn™ (B level) strain 
of mumps virus propagated in chick embryo cell culture; and (3) MERUVAX® II (Rubella Virus Vaccine 
Live), the Wistar RA 27/3 strain of live attenuated rubella virus propagated in WI-38 human diploid lung 
fibroblasts.{1,2} 

The growth medium for measles and mumps is Medium 199 (a buffered salt solution containing 
vitamins and amino acids and supplemented with fetal bovine serum) containing SPGA (sucrose, 
phosphate, glutamate, and recombinant human albumin) as stabilizer and neomycin. 

The growth medium for rubella is Minimum Essential Medium (MEM) [a buffered salt solution 
containing vitamins and amino acids and supplemented with fetal bovine serum] containing recombinant 
human albumin and neomycin. Sorbitol and hydrolyzed gelatin stabilizer are added to the individual virus 
harvests. 

The cells, virus pools, and fetal bovine serum are all screened for the absence of adventitious agents. 
The reconstituted vaccine is for subcutaneous administration. Each 0.5 mL dose contains not less than 

1,000 TCID50 (tissue culture infectious doses) of measles virus; 12,500 TCID50 of mumps virus; and 
1,000 TCID50 of rubella virus. Each dose of the vaccine is calculated to contain sorbitol (14.5 mg), sodium 
phosphate, sucrose (1.9 mg), sodium chloride, hydrolyzed gelatin (14.5 mg), recombinant human albumin 
(≤0.3 mg), fetal bovine serum (<1 ppm), other buffer and media ingredients and approximately 25 mcg of 
neomycin. The product contains no preservative. 

Before reconstitution, the lyophilized vaccine is a light yellow compact crystalline plug. M-M-R II, when 
reconstituted as directed, is clear yellow. 

CLINICAL PHARMACOLOGY 

Measles, mumps, and rubella are three common childhood diseases, caused by measles virus, 
mumps virus (paramyxoviruses), and rubella virus (togavirus), respectively, that may be associated with 
serious complications and/or death. For example, pneumonia and encephalitis are caused by measles. 
Mumps is associated with aseptic meningitis, deafness and orchitis; and rubella during pregnancy may 
cause congenital rubella syndrome in the infants of infected mothers. 

The impact of measles, mumps, and rubella vaccination on the natural history of each disease in the 
United States can be quantified by comparing the maximum number of measles, mumps, and rubella 
cases reported in a given year prior to vaccine use to the number of cases of each disease reported in 
1995. For measles, 894,134 cases reported in 1941 compared to 288 cases reported in 1995 resulted in a 
99.97% decrease in reported cases; for mumps, 152,209 cases reported in 1968 compared to 840 cases 
reported in 1995 resulted in a 99.45% decrease in reported cases; and for rubella, 57,686 cases reported 
in 1969 compared to 200 cases reported in 1995 resulted in a 99.65% decrease.{3} 

Clinical studies of 284 triple seronegative children, 11 months to 7 years of age, demonstrated that 
M-M-R II is highly immunogenic and generally well tolerated. In these studies, a single injection of the 
vaccine induced measles hemagglutination-inhibition (HI) antibodies in 95%, mumps neutralizing 
antibodies in 96%, and rubella HI antibodies in 99% of susceptible persons. However, a small percentage 
(1-5%) of vaccinees may fail to seroconvert after the primary dose (see also INDICATIONS AND USAGE, 
Recommended Vaccination Schedule). 

A study{4} of 6-month-old and 15-month-old infants born to vaccine-immunized mothers demonstrated 
that, following vaccination with ATTENUVAX, 74% of the 6-month-old infants developed detectable 
neutralizing antibody (NT) titers while 100% of the 15-month-old infants developed NT. This rate of 
seroconversion is higher than that previously reported for 6-month-old infants born to naturally immune 
mothers tested by HI assay. When the 6-month-old infants of immunized mothers were revaccinated at 15 
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months, they developed antibody titers equivalent to the 15-month-old vaccinees. The lower 
seroconversion rate in 6-month-olds has two possible explanations: 1) Due to the limit of the detection 
level of the assays (NT and enzyme immunoassay [EIA]), the presence of trace amounts of undetectable 
maternal antibody might interfere with the seroconversion of infants; or 2) The immune system of 
6-month-olds is not always capable of mounting a response to measles vaccine as measured by the two 
antibody assays. 

There is some evidence to suggest that infants who are born to mothers who had wild-type measles 
and who are vaccinated at less than one year of age may not develop sustained antibody levels when later 
revaccinated. The advantage of early protection must be weighed against the chance for failure to 
respond adequately on reimmunization.{5,6} 

Efficacy of measles, mumps, and rubella vaccines was established in a series of double-blind 
controlled field trials which demonstrated a high degree of protective efficacy afforded by the individual 
vaccine components.{7-12} These studies also established that seroconversion in response to vaccination 
against measles, mumps, and rubella paralleled protection from these diseases.{13-15} 

Following vaccination, antibodies associated with protection can be measured by neutralization assays, 
HI, or ELISA (enzyme linked immunosorbent assay) tests. Neutralizing and ELISA antibodies to measles, 
mumps, and rubella viruses are still detectable in most individuals 11 to 13 years after primary 
vaccination.{16-18} See INDICATIONS AND USAGE, Non-Pregnant Adolescent and Adult Females, for 
Rubella Susceptibility Testing. 

The RA 27/3 rubella strain in M-M-R II elicits higher immediate post-vaccination HI, complement-fixing 
and neutralizing antibody levels than other strains of rubella vaccine{19-25} and has been shown to induce 
a broader profile of circulating antibodies including anti-theta and anti-iota precipitating antibodies.{26,27} 
The RA 27/3 rubella strain immunologically simulates natural infection more closely than other rubella 
vaccine viruses.{27-29} The increased levels and broader profile of antibodies produced by RA 27/3 strain 
rubella virus vaccine appear to correlate with greater resistance to subclinical reinfection with the wild 
virus,{27,29-31} and provide greater confidence for lasting immunity. 

INDICATIONS AND USAGE 

Recommended Vaccination Schedule 
M-M-R II is indicated for simultaneous vaccination against measles, mumps, and rubella in individuals 

12 months of age or older. 
Individuals first vaccinated at 12 months of age or older should be revaccinated prior to elementary 

school entry. Revaccination is intended to seroconvert those who do not respond to the first dose. The 
Advisory Committee on Immunization Practices (ACIP) recommends administration of the first dose of 
M-M-R II at 12 to 15 months of age and administration of the second dose of M-M-R II at 4 to 6 years of 
age.{32} In addition, some public health jurisdictions mandate the age for revaccination. Consult the 
complete text of applicable guidelines regarding routine revaccination including that of high-risk adult 
populations. 
Measles Outbreak Schedule 
Infants Between 6 to 12 Months of Age 

Local health authorities may recommend measles vaccination of infants between 6 to 12 months of 
age in outbreak situations. This population may fail to respond to the components of the vaccine. Safety 
and effectiveness of mumps and rubella vaccine in infants less than 12 months of age have not been 
established. The younger the infant, the lower the likelihood of seroconversion (see CLINICAL 
PHARMACOLOGY). Such infants should receive a second dose of M-M-R II between 12 to 15 months of 
age followed by revaccination at elementary school entry.{32}  

Unnecessary doses of a vaccine are best avoided by ensuring that written documentation of 
vaccination is preserved and a copy given to each vaccinee's parent or guardian. 
Other Vaccination Considerations 
Non-Pregnant Adolescent and Adult Females 

Immunization of susceptible non-pregnant adolescent and adult females of childbearing age with live 
attenuated rubella virus vaccine is indicated if certain precautions are observed (see below and 
PRECAUTIONS). Vaccinating susceptible postpubertal females confers individual protection against 
subsequently acquiring rubella infection during pregnancy, which in turn prevents infection of the fetus and 
consequent congenital rubella injury.{33} 
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Women of childbearing age should be advised not to become pregnant for 3 months after vaccination 
and should be informed of the reasons for this precaution. 

The ACIP has stated "If it is practical and if reliable laboratory services are available, women of 
childbearing age who are potential candidates for vaccination can have serologic tests to determine 
susceptibility to rubella. However, with the exception of premarital and prenatal screening, routinely 
performing serologic tests for all women of childbearing age to determine susceptibility (so that vaccine is 
given only to proven susceptible women) can be effective but is expensive. Also, 2 visits to the health-care 
provider would be necessary — one for screening and one for vaccination. Accordingly, rubella 
vaccination of a woman who is not known to be pregnant and has no history of vaccination is justifiable 
without serologic testing — and may be preferable, particularly when costs of serology are high and 
follow-up of identified susceptible women for vaccination is not assured."{33} 

Postpubertal females should be informed of the frequent occurrence of generally self-limited arthralgia 
and/or arthritis beginning 2 to 4 weeks after vaccination (see ADVERSE REACTIONS). 
Postpartum Women 

It has been found convenient in many instances to vaccinate rubella-susceptible women in the 
immediate postpartum period (see PRECAUTIONS, Nursing Mothers). 
Other Populations 

Previously unvaccinated children older than 12 months who are in contact with susceptible pregnant 
women should receive live attenuated rubella vaccine (such as that contained in monovalent rubella 
vaccine or in M-M-R II) to reduce the risk of exposure of the pregnant woman. 

Individuals planning travel outside the United States, if not immune, can acquire measles, mumps, or 
rubella and import these diseases into the United States. Therefore, prior to international travel, individuals 
known to be susceptible to one or more of these diseases can either receive the indicated monovalent 
vaccine (measles, mumps, or rubella), or a combination vaccine as appropriate. However, M-M-R II is 
preferred for persons likely to be susceptible to mumps and rubella; and if monovalent measles vaccine is 
not readily available, travelers should receive M-M-R II regardless of their immune status to mumps or 
rubella.{34-36} 

Vaccination is recommended for susceptible individuals in high-risk groups such as college students, 
health-care workers, and military personnel.{33,34,37} 

According to ACIP recommendations, most persons born in 1956 or earlier are likely to have been 
infected with measles naturally and generally need not be considered susceptible. All children, 
adolescents, and adults born after 1956 are considered susceptible and should be vaccinated, if there are 
no contraindications. This includes persons who may be immune to measles but who lack adequate 
documentation of immunity such as: (1) physician-diagnosed measles, (2) laboratory evidence of measles 
immunity, or (3) adequate immunization with live measles vaccine on or after the first birthday.{34} 

The ACIP recommends that "Persons vaccinated with inactivated vaccine followed within 3 months by 
live vaccine should be revaccinated with two doses of live vaccine. Revaccination is particularly important 
when the risk of exposure to wild-type measles virus is increased, as may occur during international 
travel."{34} 
Post-Exposure Vaccination 

Vaccination of individuals exposed to wild-type measles may provide some protection if the vaccine 
can be administered within 72 hours of exposure. If, however, vaccine is given a few days before 
exposure, substantial protection may be afforded.{34,38,39} There is no conclusive evidence that 
vaccination of individuals recently exposed to wild-type mumps or wild-type rubella will provide 
protection.{33,37} 
Use With Other Vaccines 

See DOSAGE AND ADMINISTRATION, Use With Other Vaccines. 

CONTRAINDICATIONS 

Hypersensitivity to any component of the vaccine, including gelatin.{40} 
Do not give M-M-R II to pregnant females; the possible effects of the vaccine on fetal development are 

unknown at this time. If vaccination of postpubertal females is undertaken, pregnancy should be avoided 
for three months following vaccination (see INDICATIONS AND USAGE, Non-Pregnant Adolescent and 
Adult Females and PRECAUTIONS, Pregnancy). 

Anaphylactic or anaphylactoid reactions to neomycin (each dose of reconstituted vaccine contains 
approximately 25 mcg of neomycin). 
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Febrile respiratory illness or other active febrile infection. However, the ACIP has recommended that all 
vaccines can be administered to persons with minor illnesses such as diarrhea, mild upper respiratory 
infection with or without low-grade fever, or other low-grade febrile illness.{41} 

Patients receiving immunosuppressive therapy. This contraindication does not apply to patients who 
are receiving corticosteroids as replacement therapy, e.g., for Addison's disease. 

Individuals with blood dyscrasias, leukemia, lymphomas of any type, or other malignant neoplasms 
affecting the bone marrow or lymphatic systems. 

Primary and acquired immunodeficiency states, including patients who are immunosuppressed in 
association with AIDS or other clinical manifestations of infection with human immunodeficiency 
viruses;{41-43} cellular immune deficiencies; and hypogammaglobulinemic and dysgammaglobulinemic 
states. Measles inclusion body encephalitis{44} (MIBE), pneumonitis{45} and death as a direct 
consequence of disseminated measles vaccine virus infection have been reported in 
immunocompromised individuals inadvertently vaccinated with measles-containing vaccine.  

Individuals with a family history of congenital or hereditary immunodeficiency, until the immune 
competence of the potential vaccine recipient is demonstrated. 

WARNINGS 

Due caution should be employed in administration of M-M-R II to persons with a history of cerebral 
injury, individual or family histories of convulsions, or any other condition in which stress due to fever 
should be avoided. The physician should be alert to the temperature elevation which may occur following 
vaccination (see ADVERSE REACTIONS). 
Hypersensitivity to Eggs 

Live measles vaccine and live mumps vaccine are produced in chick embryo cell culture. Persons with 
a history of anaphylactic, anaphylactoid, or other immediate reactions (e.g., hives, swelling of the mouth 
and throat, difficulty breathing, hypotension, or shock) subsequent to egg ingestion may be at an 
enhanced risk of immediate-type hypersensitivity reactions after receiving vaccines containing traces of 
chick embryo antigen. The potential risk to benefit ratio should be carefully evaluated before considering 
vaccination in such cases. Such individuals may be vaccinated with extreme caution, having adequate 
treatment on hand should a reaction occur (see PRECAUTIONS).{46} 

However, the AAP has stated, "Most children with a history of anaphylactic reactions to eggs have no 
untoward reactions to measles or MMR vaccine. Persons are not at increased risk if they have egg 
allergies that are not anaphylactic, and they should be vaccinated in the usual manner. In addition, skin 
testing of egg-allergic children with vaccine has not been predictive of which children will have an 
immediate hypersensitivity reaction...Persons with allergies to chickens or chicken feathers are not at 
increased risk of reaction to the vaccine."{47} 

Hypersensitivity to Neomycin 
The AAP states, "Persons who have experienced anaphylactic reactions to topically or systemically 

administered neomycin should not receive measles vaccine. Most often, however, neomycin allergy 
manifests as a contact dermatitis, which is a delayed-type (cell-mediated) immune response rather than 
anaphylaxis. In such persons, an adverse reaction to neomycin in the vaccine would be an erythematous, 
pruritic nodule or papule, 48 to 96 hours after vaccination. A history of contact dermatitis to neomycin is 
not a contraindication to receiving measles vaccine."{47} 
Thrombocytopenia 

Individuals with current thrombocytopenia may develop more severe thrombocytopenia following 
vaccination. In addition, individuals who experienced thrombocytopenia with the first dose of M-M-R II (or 
its component vaccines) may develop thrombocytopenia with repeat doses. Serologic status may be 
evaluated to determine whether or not additional doses of vaccine are needed. The potential risk to benefit 
ratio should be carefully evaluated before considering vaccination in such cases (see ADVERSE 
REACTIONS). 

PRECAUTIONS 

General 
Adequate treatment provisions, including epinephrine injection (1:1000), should be available for 

immediate use should an anaphylactic or anaphylactoid reaction occur. 
Special care should be taken to ensure that the injection does not enter a blood vessel. 
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Children and young adults who are known to be infected with human immunodeficiency viruses and 
are not immunosuppressed may be vaccinated. However, vaccinees who are infected with HIV should be 
monitored closely for vaccine-preventable diseases because immunization may be less effective than for 
uninfected persons (see CONTRAINDICATIONS).{42,43} 

Vaccination should be deferred for 3 months or longer following blood or plasma transfusions, or 
administration of immune globulin (human).{47} 

Excretion of small amounts of the live attenuated rubella virus from the nose or throat has occurred in 
the majority of susceptible individuals 7 to 28 days after vaccination. There is no confirmed evidence to 
indicate that such virus is transmitted to susceptible persons who are in contact with the vaccinated 
individuals. Consequently, transmission through close personal contact, while accepted as a theoretical 
possibility, is not regarded as a significant risk.{33} However, transmission of the rubella vaccine virus to 
infants via breast milk has been documented (see Nursing Mothers). 

There are no reports of transmission of live attenuated measles or mumps viruses from vaccinees to 
susceptible contacts. 

It has been reported that live attenuated measles, mumps and rubella virus vaccines given individually 
may result in a temporary depression of tuberculin skin sensitivity. Therefore, if a tuberculin test is to be 
done, it should be administered either before or simultaneously with M-M-R II. 

Children under treatment for tuberculosis have not experienced exacerbation of the disease when 
immunized with live measles virus vaccine;{48} no studies have been reported to date of the effect of 
measles virus vaccines on untreated tuberculous children. However, individuals with active untreated 
tuberculosis should not be vaccinated. 

As for any vaccine, vaccination with M-M-R II may not result in protection in 100% of vaccinees. 
The health-care provider should determine the current health status and previous vaccination history of 

the vaccinee. 
The health-care provider should question the patient, parent, or guardian about reactions to a previous 

dose of M-M-R II or other measles-, mumps-, or rubella-containing vaccines. 
Information for Patients 

The health-care provider should provide the vaccine information required to be given with each 
vaccination to the patient, parent, or guardian. 

The health-care provider should inform the patient, parent, or guardian of the benefits and risks 
associated with vaccination. For risks associated with vaccination see WARNINGS, PRECAUTIONS, and 
ADVERSE REACTIONS. 

Patients, parents, or guardians should be instructed to report any serious adverse reactions to their 
health-care provider who in turn should report such events to the U.S. Department of Health and Human 
Services through the Vaccine Adverse Event Reporting System (VAERS), 1-800-822-7967.{49} 

Pregnancy should be avoided for 3 months following vaccination, and patients should be informed of 
the reasons for this precaution (see INDICATIONS AND USAGE, Non-Pregnant Adolescent and Adult 
Females, CONTRAINDICATIONS, and PRECAUTIONS, Pregnancy). 
Laboratory Tests 

See INDICATIONS AND USAGE, Non-Pregnant Adolescent and Adult Females, for Rubella 
Susceptibility Testing, and CLINICAL PHARMACOLOGY. 
Drug Interactions 

See DOSAGE AND ADMINISTRATION, Use With Other Vaccines. 
Immunosuppressive Therapy 

The immune status of patients about to undergo immunosuppressive therapy should be evaluated so 
that the physician can consider whether vaccination prior to the initiation of treatment is indicated (see 
CONTRAINDICATIONS and PRECAUTIONS). 

The ACIP has stated that "patients with leukemia in remission who have not received chemotherapy 
for at least 3 months may receive live virus vaccines. Short-term (<2 weeks), low- to moderate-dose 
systemic corticosteroid therapy, topical steroid therapy (e.g. nasal, skin), long-term alternate-day 
treatment with low to moderate doses of short-acting systemic steroid, and intra-articular, bursal, or 
tendon injection of corticosteroids are not immunosuppressive in their usual doses and do not 
contraindicate the administration of [measles, mumps, or rubella vaccine]."{33,34,37} 
Immune Globulin 

Administration of immune globulins concurrently with M-M-R II may interfere with the expected 
immune response.{33,34,47} 
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See also PRECAUTIONS, General. 
Carcinogenesis, Mutagenesis, Impairment of Fertility 

M-M-R II has not been evaluated for carcinogenic or mutagenic potential, or potential to impair fertility. 
Pregnancy 
Pregnancy Category C 

Animal reproduction studies have not been conducted with M-M-R II. It is also not known whether 
M-M-R II can cause fetal harm when administered to a pregnant woman or can affect reproduction 
capacity. Therefore, the vaccine should not be administered to pregnant females; furthermore, pregnancy 
should be avoided for 3 months following vaccination (see INDICATIONS AND USAGE, Non-Pregnant 
Adolescent and Adult Females and CONTRAINDICATIONS). 

In counseling women who are inadvertently vaccinated when pregnant or who become pregnant within 
3 months of vaccination, the physician should be aware of the following: (1) In a 10-year survey involving 
over 700 pregnant women who received rubella vaccine within 3 months before or after conception (of 
whom 189 received the Wistar RA 27/3 strain), none of the newborns had abnormalities compatible with 
congenital rubella syndrome;{50} (2) Mumps infection during the first trimester of pregnancy may increase 
the rate of spontaneous abortion. Although mumps vaccine virus has been shown to infect the placenta 
and fetus, there is no evidence that it causes congenital malformations in humans;{37} and (3) Reports 
have indicated that contracting wild-type measles during pregnancy enhances fetal risk. Increased rates of 
spontaneous abortion, stillbirth, congenital defects and prematurity have been observed subsequent to 
infection with wild-type measles during pregnancy.{51,52} There are no adequate studies of the 
attenuated (vaccine) strain of measles virus in pregnancy. However, it would be prudent to assume that 
the vaccine strain of virus is also capable of inducing adverse fetal effects. 
Nursing Mothers 

It is not known whether measles or mumps vaccine virus is secreted in human milk. Recent studies 
have shown that lactating postpartum women immunized with live attenuated rubella vaccine may secrete 
the virus in breast milk and transmit it to breast-fed infants.{53} In the infants with serological evidence of 
rubella infection, none exhibited severe disease; however, one exhibited mild clinical illness typical of 
acquired rubella.{54,55} Caution should be exercised when M-M-R II is administered to a nursing woman. 
Pediatric Use 

Safety and effectiveness of measles vaccine in infants below the age of 6 months have not been 
established (see also CLINICAL PHARMACOLOGY). Safety and effectiveness of mumps and rubella 
vaccine in infants less than 12 months of age have not been established.  
Geriatric Use 

Clinical studies of M-M-R II did not include sufficient numbers of seronegative subjects aged 65 and 
over to determine whether they respond differently from younger subjects. Other reported clinical 
experience has not identified differences in responses between the elderly and younger subjects. 

ADVERSE REACTIONS 

The following adverse reactions are listed in decreasing order of severity, without regard to causality, 
within each body system category and have been reported during clinical trials, with use of the marketed 
vaccine, or with use of monovalent or bivalent vaccine containing measles, mumps, or rubella: 
Body as a Whole 

Panniculitis; atypical measles; fever; syncope; headache; dizziness; malaise; irritability. 
Cardiovascular System 

Vasculitis. 
Digestive System 

Pancreatitis; diarrhea; vomiting; parotitis; nausea. 
Endocrine System 

Diabetes mellitus. 
Hemic and Lymphatic System 

Thrombocytopenia (see WARNINGS, Thrombocytopenia); purpura; regional lymphadenopathy; 
leukocytosis. 
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Immune System 
Anaphylaxis and anaphylactoid reactions have been reported as well as related phenomena such as 

angioneurotic edema (including peripheral or facial edema) and bronchial spasm in individuals with or 
without an allergic history. 
Musculoskeletal System 

Arthritis; arthralgia; myalgia. 
Arthralgia and/or arthritis (usually transient and rarely chronic), and polyneuritis are features of infection 

with wild-type rubella and vary in frequency and severity with age and sex, being greatest in adult females 
and least in prepubertal children. This type of involvement as well as myalgia and paresthesia, have also 
been reported following administration of MERUVAX II. 

Chronic arthritis has been associated with wild-type rubella infection and has been related to persistent 
virus and/or viral antigen isolated from body tissues. Only rarely have vaccine recipients developed 
chronic joint symptoms. 

Following vaccination in children, reactions in joints are uncommon and generally of brief duration. In 
women, incidence rates for arthritis and arthralgia are generally higher than those seen in children 
(children: 0-3%; women: 12-26%),{17,56,57} and the reactions tend to be more marked and of longer 
duration. Symptoms may persist for a matter of months or on rare occasions for years. In adolescent girls, 
the reactions appear to be intermediate in incidence between those seen in children and in adult women. 
Even in women older than 35 years, these reactions are generally well tolerated and rarely interfere with 
normal activities.  
Nervous System 

Encephalitis; encephalopathy; measles inclusion body encephalitis (MIBE) (see 
CONTRAINDICATIONS); subacute sclerosing panencephalitis (SSPE); Guillain-Barré Syndrome (GBS); 
acute disseminated encephalomyelitis (ADEM); transverse myelitis; febrile convulsions; afebrile 
convulsions or seizures; ataxia; polyneuritis; polyneuropathy; ocular palsies; paresthesia. 

Encephalitis and encephalopathy have been reported approximately once for every 3 million doses of 
M-M-R II or measles-, mumps-, and rubella-containing vaccine administered since licensure of these 
vaccines.  

The risk of serious neurological disorders following live measles virus vaccine administration remains 
less than the risk of encephalitis and encephalopathy following infection with wild-type measles (1 per 
1000 reported cases).{58,59} 

In severely immunocompromised individuals who have been inadvertently vaccinated with measles-
containing vaccine; measles inclusion body encephalitis, pneumonitis, and fatal outcome as a direct 
consequence of disseminated measles vaccine virus infection have been reported (see 
CONTRAINDICATIONS). In this population, disseminated mumps and rubella vaccine virus infection have 
also been reported. 

There have been reports of subacute sclerosing panencephalitis (SSPE) in children who did not have a 
history of infection with wild-type measles but did receive measles vaccine. Some of these cases may 
have resulted from unrecognized measles in the first year of life or possibly from the measles vaccination. 
Based on estimated nationwide measles vaccine distribution, the association of SSPE cases to measles 
vaccination is about one case per million vaccine doses distributed. This is far less than the association 
with infection with wild-type measles, 6-22 cases of SSPE per million cases of measles. The results of a 
retrospective case-controlled study conducted by the Centers for Disease Control and Prevention suggest 
that the overall effect of measles vaccine has been to protect against SSPE by preventing measles with its 
inherent higher risk of SSPE.{60} 

Cases of aseptic meningitis have been reported to VAERS following measles, mumps, and rubella 
vaccination. Although a causal relationship between the Urabe strain of mumps vaccine and aseptic 
meningitis has been shown, there is no evidence to link Jeryl Lynn™ mumps vaccine to aseptic 
meningitis. 
Respiratory System 

Pneumonia; pneumonitis (see CONTRAINDICATIONS); sore throat; cough; rhinitis. 
Skin 

Stevens-Johnson syndrome; erythema multiforme; urticaria; rash; measles-like rash; pruritis. 
Local reactions including burning/stinging at injection site; wheal and flare; redness (erythema); 
swelling; induration; tenderness; vesiculation at injection site; Henoch-Schönlein purpura; acute 
hemorrhagic edema of infancy. 
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Special Senses — Ear 
Nerve deafness; otitis media. 

Special Senses — Eye 
Retinitis; optic neuritis; papillitis; retrobulbar neuritis; conjunctivitis. 

Urogenital System 
Epididymitis; orchitis. 

Other 
Death from various, and in some cases unknown, causes has been reported rarely following 

vaccination with measles, mumps, and rubella vaccines; however, a causal relationship has not been 
established in healthy individuals (see CONTRAINDICATIONS). No deaths or permanent sequelae were 
reported in a published post-marketing surveillance study in Finland involving 1.5 million children and 
adults who were vaccinated with M-M-R II during 1982 to 1993.{61} 

Under the National Childhood Vaccine Injury Act of 1986, health-care providers and manufacturers are 
required to record and report certain suspected adverse events occurring within specific time periods after 
vaccination. However, the U.S. Department of Health and Human Services (DHHS) has established a 
Vaccine Adverse Event Reporting System (VAERS) which will accept all reports of suspected events.{49} 
A VAERS report form as well as information regarding reporting requirements can be obtained by calling 
VAERS 1-800-822-7967. 

DOSAGE AND ADMINISTRATION 

FOR SUBCUTANEOUS ADMINISTRATION 
Do not inject intravascularly. 

The dose for any age is 0.5 mL administered subcutaneously, preferably into the outer aspect of the 
upper arm. 

The recommended age for primary vaccination is 12 to 15 months. 
Revaccination with M-M-R II is recommended prior to elementary school entry. See also 

INDICATIONS AND USAGE, Recommended Vaccination Schedule. 
Children first vaccinated when younger than 12 months of age should receive another dose between 

12 to 15 months of age followed by revaccination prior to elementary school entry.{32} See also 
INDICATIONS AND USAGE, Measles Outbreak Schedule. 

Immune Globulin (IG) is not to be given concurrently with M-M-R II (see PRECAUTIONS, General and 
PRECAUTIONS, Drug Interactions). 

CAUTION: A sterile syringe free of preservatives, antiseptics, and detergents should be used for each 
injection and/or reconstitution of the vaccine because these substances may inactivate the live virus 
vaccine. A 25 gauge, 5/8" needle is recommended. 

To reconstitute, use only the diluent supplied, since it is free of preservatives or other antiviral 
substances which might inactivate the vaccine. 

Single Dose Vial — First withdraw the entire volume of diluent into the syringe to be used for 
reconstitution. Inject all the diluent in the syringe into the vial of lyophilized vaccine, and agitate to mix 
thoroughly. If the lyophilized vaccine cannot be dissolved, discard. Withdraw the entire contents into a 
syringe and inject the total volume of restored vaccine subcutaneously. 

It is important to use a separate sterile syringe and needle for each individual patient to prevent 
transmission of hepatitis B and other infectious agents from one person to another. 

Parenteral drug products should be inspected visually for particulate matter and discoloration prior to 
administration whenever solution and container permit. M-M-R II, when reconstituted, is clear yellow. 
Use With Other Vaccines 

M-M-R II should be given one month before or after administration of other live viral vaccines. 
M-M-R II has been administered concurrently with VARIVAX® [Varicella Virus Vaccine Live 

(Oka/Merck)], and PedvaxHIB® [Haemophilus b Conjugate Vaccine (Meningococcal Protein Conjugate)] 
using separate injection sites and syringes. No impairment of immune response to individually tested 
vaccine antigens was demonstrated. The type, frequency, and severity of adverse experiences observed 
with M-M-R II were similar to those seen when each vaccine was given alone. 

Routine administration of DTP (diphtheria, tetanus, pertussis) and/or OPV (oral poliovirus vaccine) 
concurrently with measles, mumps and rubella vaccines is not recommended because there are limited 
data relating to the simultaneous administration of these antigens. 
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However, other schedules have been used. The ACIP has stated "Although data are limited concerning 
the simultaneous administration of the entire recommended vaccine series (i.e., DTaP [or DTwP], IPV [or 
OPV], Hib with or without Hepatitis B vaccine, and varicella vaccine), data from numerous studies have 
indicated no interference between routinely recommended childhood vaccines (either live, attenuated, or 
killed). These findings support the simultaneous use of all vaccines as recommended."{62} 

HOW SUPPLIED 

No. 4681  M-M-R II is supplied as follows: (1) a box of 10 single-dose vials of lyophilized vaccine 

(package A), NDC 0006-4681-00; and (2) a box of 10 vials of diluent (package B). To conserve 
refrigerator space, the diluent may be stored separately at room temperature. 
Storage 

To maintain potency, M-M-R II must be stored between -58°F and +46°F (-50°C to +8°C). Use of 
dry ice may subject M-M-R II to temperatures colder than -58°F (-50°C). 

Protect the vaccine from light at all times, since such exposure may inactivate the viruses. 
Before reconstitution, store the lyophilized vaccine at 36°F to 46°F (2°C to 8°C). The diluent may be 

stored in the refrigerator with the lyophilized vaccine or separately at room temperature. Do not freeze the 
diluent. 

It is recommended that the vaccine be used as soon as possible after reconstitution. Store 
reconstituted vaccine in the vaccine vial in a dark place at 36°F to 46°F (2°C to 8°C) and discard if not 
used within 8 hours. 

For information regarding stability under conditions other than those recommended, call 1-800-
MERCK-90. 
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TABLE 1-1 Categories of Evidence Reviewed for Each Adverse Event: Is the Evidence Suppartive of Causation?8

O Case-Comparison,
Human Animal Cohort, and Other CaseReports Biologic

Vaccine and Experiments Experiments Controlled Studies and CaseSeries Plausibility
Adverse Event 3 cr
(Chapter of Report) Yesb ye pod Yes ? No Yes ? No Yes ? No Yes ? No

DPT
Infantile spasms(4) X X 5
Hypsarrhythmia (4) X X
Aseptic meningitis (4) X X

- Acute encephalopathy' (4) X X X X
3 Chronic neurologic damage(4) X X X X

o Sudden infant death syndrome (5) X X
Anaphylaxis (6) X X X X
Antism (6)
Erythema multiforme or

other rash (6) X X
Guillain-Barré syndrome

(polyneuropathy) (6) X
(5 Peripheral mononeuropathy(6) X

Hemolytic anemia (6) X X
Juvenile diabetes (6) X X X
Learning disabilities and

hyperactivity (6) X X
O- Protracted inconsolable

crying and screaming (6) X X X
Reyesyndrome (6) X X
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Adverse Effects of Pertussis and Rubella Vaccines
http://www.nap.edu/catalog/1815.html

EXECUTIVESUMMARY 7

TABLE 1-2 Summary of Conclusions by Adverse Event for DPT"

and RA 27/3 MMR6 Vaccines

o o Adverse Events Reviewed

Conclusion DPT Vaccine RA 27/3 Rubella Vaccine
a c >m ·;- eG lii .2 l. No evidence bearing on Autism

a causal relatione

2. Evidence insufficient to Aseptic meningitis Radiculoneuritis and
indicate a causal relationd Chronic neurologic damage other neuropathies

Erythema multiforme Thrombocytopenic purpura
Or other rash

o Guillain-Barre syndrome
5 c Hemolytic anemia

Juvenile diabetes
. Learning disabilities and

attention-deficit disorder
Peripheral mononeuropathy-

15 Thrombocytopenia

3. Evidence does not indicate Infantile spasms
× a causal relation' Hypsarrythmia
E 9 Reye syndrome

Sudden infant death
u syndrome
m c c

4. Evidence is consistent Acute encephalopathy8 Chronic arthritis
with a causal relationf Shock and "unusual shock-

o like state"

5. Evidence indicates a Anaphylaxis Acute arthritis
causal relationA Protracted, inconsolable

crying
m o a.

Evidence does not differentiate between DPT vaccine and the pertussis component of DPT
vaccine except in the caseof protracted, inconsolable crying where the evidence implicates the

o pertussis component specifically.
c 6RA 27/3 MMR, Trivalent measles-mumps-rubellavaccinecontainingtheRA 27/3rubella strain.

CNocategory of evidence was found bearing on a judgment about causation (all categories
_c 3 of evidence left blank in Table 1-1).

o Z- dRelevant evidence in one or more categories was identified but was judged to be insuffi-
e u cient to indicate whether or not a causal relation exists (no category of evidence checked as

supporting causation in Table 1-1; exceptions are this designation under biologic plausibility
o o e for erythema multiforme and hemolytic anemia).

The available evidence, on balance,doesnot indicate a causal relation (one or more catego-
ries of evidence checked as not supporting causation in Table 1-1. with evidence supporting

T causation being either absentor outweighed by the other evidence).
The available evidence, on balance, tends to support a causal relation (one or more catego-

ries of evidence checked as supporting causation in Table 1-1, with evidence checked as
E insufficient or not supporting causation being absentor outweighed by the other evidence).

8Defined in controlled studiesreviewed asencephalopathy,encephalitis, or encephalomyelitis.
The available evidence, on balance, supports a causal relation. and the evidence is more

persuasivethan that for conclusion 4 above (the categories of evidence are coded similarly to
those in conclusion 4, with evidence checked as insufficient or not supporting causation in
Table 1-1 being absentor less than for 4).

m 0- tz

.2 cme
c E

u.. E 0

Copyright © National Academy of Sciences. AII rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 34 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 34 RECEIVED NYSCEF: 08/24/2020



Exhibit FF 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



Adverse Events
Associated with
CHILDHOOD

VACCINES

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



  

  
   
   
   

  
   
   

  
   
   
   
   
   

  
   
   
   
   

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



 
 
 
 
 

   

  
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   

  
   
   
   
   
   
   
   

  
   
   
   
   
   
   
   

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



   
   
   
   
   
   
   
   

  
   
   
   

  
   
   
   
   
   
   
   
   
   

    
  

  
  
  

   

   

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 35 RECEIVED NYSCEF: 08/24/2020



Exhibit GG 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



Committee to Review Adverse Effects of Vaccines

Board on Population Health and Public Health Practice

Kathleen Stratton, Andrew Ford, Erin Rusch, and Ellen Wright Clayton, 
Editors

Adverse 
Effects of 

Vaccines
Evidence and Causality

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



THE NATIONAL ACADEMIES PRESS 500 Fifth Street, N.W. Washington, DC 20001

NOTICE: The project that is the subject of this report was approved by the Governing 

Board of the National Research Council, whose members are drawn from the councils of 

the National Academy of Sciences, the National Academy of Engineering, and the Institute 

of Medicine. The members of the committee responsible for the report were chosen for their 

special competences and with regard for appropriate balance.

This study was supported by Contract No. HHSH230200446009I, Task Order 13 between the 

National Academy of Sciences and the Health Resources and Services Administration of the 

U.S. Department of Health and Human Services. The Centers for Disease Control and Preven-

tion and the National Vaccine Program Office also provided support through that contract. 

Any opinions, findings, conclusions, or recommendations expressed in this publication are 

those of the author(s) and do not necessarily reflect the view of the organizations or agencies 

that provided support for this project.

Library of Congress Cataloging-in-Publication Data

Institute of Medicine (U.S.). Committee to Review Adverse Effects of Vaccines.

  Adverse effects of vaccines : evidence and causality / Committee to Review Adverse Effects 

of Vaccines, Board on Population Health and Public Health Practice ; Kathleen Stratton ... 

[et al.], editors.

       p. ; cm.

  Includes bibliographical references and index.

  ISBN 978-0-309-21435-3 (hardcover) — ISBN 978-0-309-21436-0 (PDF)

  I. Stratton, Kathleen R. II. Title. 

  [DNLM: 1.  Vaccines—adverse effects. 2.  Bacterial Infections—prevention & control. 3.  

Causality. 4.  Virus Diseases—prevention & control.  QW 805]

  

  615.3’72—dc23

                                                            2012007052

Additional copies of this report are available from the National Academies Press, 500 Fifth 

Street, N.W., Keck 360, Washington, DC 20001; (800) 624-6242 or (202) 334-3313; Internet, 

http://www.nap.edu.

For more information about the Institute of Medicine, visit the IOM home page at: www.

iom.edu.

Copyright 2012 by the National Academy of Sciences. All rights reserved.

Printed in the United States of America

The serpent has been a symbol of long life, healing, and knowledge among almost all cultures 

and religions since the beginning of recorded history. The serpent adopted as a logotype by 

the Institute of Medicine is a relief carving from ancient Greece, now held by the Staatliche 

Museen in Berlin.

Suggested citation: IOM (Institute of Medicine). 2012. Adverse effects of vaccines: Evidence 

and causality. Washington, DC: The National Academies Press.

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



“Knowing is not enough; we must apply. 
Willing is not enough; we must do.” 

—Goethe

Advising the Nation. Improving Health.

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



The National Academy of Sciences is a private, nonprofit, self-perpetuating society 
of distinguished scholars engaged in scientific and engineering research, dedicated to 
the furtherance of science and technology and to their use for the general welfare. 
Upon the authority of the charter granted to it by the Congress in 1863, the Acad-
emy has a mandate that requires it to advise the federal government on scientific 
and technical matters. Dr. Ralph J. Cicerone is president of the National Academy 
of Sciences.

The National Academy of Engineering was established in 1964, under the charter 
of the National Academy of Sciences, as a parallel organization of outstanding en-
gineers. It is autonomous in its administration and in the selection of its members, 
sharing with the National Academy of Sciences the responsibility for advising the 
federal government. The National Academy of Engineering also sponsors engineer-
ing programs aimed at meeting national needs, encourages education and research, 
and recognizes the superior achievements of engineers. Dr. Charles M. Vest is presi-
dent of the National Academy of Engineering.

The Institute of Medicine was established in 1970 by the National Academy of 
Sciences to secure the services of eminent members of appropriate professions in 
the examination of policy matters pertaining to the health of the public. The Insti-
tute acts under the responsibility given to the National Academy of Sciences by its 
congressional charter to be an adviser to the federal government and, upon its own 
initiative, to identify issues of medical care, research, and education. Dr. Harvey V. 
Fineberg is president of the Institute of Medicine.

The National Research Council was organized by the National Academy of Sci-
ences in 1916 to associate the broad community of science and technology with the 
Academy’s purposes of furthering knowledge and advising the federal government. 
Functioning in accordance with general policies determined by the Academy, the 
Council has become the principal operating agency of both the National Academy 
of Sciences and the National Academy of Engineering in providing services to 
the government, the public, and the scientific and engineering communities. The 
Council is administered jointly by both Academies and the Institute of Medicine. 
Dr. Ralph J. Cicerone and Dr. Charles M. Vest are chair and vice chair, respectively, 
of the National Research Council.

www.national-academies.org

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



v

COMMITTEE TO REVIEW ADVERSE EFFECTS OF VACCINES

Ellen Wright Clayton (Chair), Craig-Weaver Professor of Pediatrics; 
Director, Center for Biomedical Ethics and Society; Professor of Law; 
Vanderbilt University

Inmaculada B. Aban, Associate Professor, Department of Biostatistics, 
University of Alabama, Birmingham

Douglas J. Barrett, Professor, Departments of Pediatrics, Molecular 
Genetics & Microbiology, Pathology, Immunology, & Laboratory 
Medicine, University of Florida College of Medicine

Martina Bebin, Associate Professor of Neurology and Pediatrics, 
University of Alabama at Birmingham

Kirsten Bibbins-Domingo, Associate Professor and Attending Physician, 
University of California, San Francisco

Graham A. Colditz,1 Associate Director for Prevention and Control, 
Alvin J. Siteman Cancer Center, and Niess-Gain Professor in the 
School of Medicine, Department of Surgery, Washington University 
School of Medicine

Martha Constantine-Paton, Investigator, McGovern Institute for Brain 
Research; Professor of Biology, Department of Biology, Department 
of Brain and Cognitive Sciences, Massachusetts Institute of 
Technology

Deborah J. del Junco, Senior Epidemiologist and Associate Professor of 
Biostatistics, Epidemiology, and Research Design, University of Texas 
Health Science Center at Houston

Betty A. Diamond, Head, Center for Autoimmune and Musculoskeletal 
Disease, The Feinstein Institute for Medical Research, North Shore-
LIJ Health System

S. Claiborne Johnston, Associate Vice Chancellor of Research; Director, 
Clinical and Translational Science, Institute Professor of Neurology 
and Epidemiology; Director, Neurovascular Disease and Stroke 
Center; University of California, San Francisco

Anthony L. Komaroff, Steven P. Simcox, Patrick A. Clifford, and James 
H. Higby Professor of Medicine; Senior Physician, Brigham and 
Women’s Hospital; Harvard Medical School

B. Paige Lawrence, Associate Professor of Environmental Medicine; 
Associate Professor of Microbiology and Immunology, University of 
Rochester School of Medicine and Dentistry

M. Louise Markert, Associate Professor of Pediatrics and Immunology, 
Division of Pediatric Allergy and Immunology, Department of 
Pediatrics, Duke University Medical Center

1 Committee member resigned August 2010.

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



vi

Ruby H. N. Nguyen,2 Assistant Professor, Division of Epidemiology and 
Community Health, University of Minnesota School of Public Health

Marc C. Patterson, Chair, Division of Child and Adolescent Neurology; 
Professor of Neurology, Pediatrics, and Medical Genetics; Director, 
Child Neurology Training Program, Mayo Clinic

Hugh A. Sampson, Professor of Pediatrics and Immunology; Dean for 
Translational Biomedical Sciences; Director of the Jaffe Food Allergy 
Institute, Mount Sinai School of Medicine

Pauline A. Thomas, Associate Professor, Department of Preventive 
Medicine and Community Health, New Jersey Medical School; and 
Associate Professor, School of Public Health, University of Medicine 
and Dentistry of New Jersey

Leslie P. Weiner, Richard Angus Grant, Sr. Chair in Neurology; Professor 
of Neurology and Molecular Microbiology and Immunology, Keck 
School of Medicine, University of Southern California

Study Staff

Kathleen Stratton, Study Director
Andrew Ford, Program Officer
Erin Rusch, Research Associate
Trevonne Walford, Research Assistant (from August 2009)
William McLeod, Senior Research Librarian
Hope Hare, Administrative Assistant
Amy Pryzbocki, Financial Associate
Rose Marie Martinez, Director, Board on Population Health and Public 

Health Practice

2 Committee member resigned March 2010.

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



vii

Reviewers

This report has been reviewed in draft form by individuals chosen 
for their diverse perspectives and technical expertise, in accordance with 
procedures approved by the National Research Council’s Report Review 
Committee. The purpose of this independent review is to provide candid 
and critical comments that will assist the institution in making its published 
report as sound as possible and to ensure that the report meets institutional 
standards for objectivity, evidence, and responsiveness to the study charge. 
The review comments and draft manuscript remain confidential to protect 
the integrity of the deliberative process. We wish to thank the following 
individuals for their review of this report:

Steven Black, Cincinnati Children’s Hospital
Patricia K. Crumrine, University of Pittsburgh School of Medicine
Anne A. Gershon, Columbia University College of Physicians & 

Surgeons
Marie R. Griffin, Vanderbilt University Medical Center
Neal Halsey, Johns Hopkins Bloomberg School of Public Health
Diane Harper, University of Missouri-Kansas City School of Medicine
Sean Hennessy, University of Pennsylvania School of Medicine
Gerald T. Nepom, University of Washington
Richard Platt, Harvard Medical School
Stanley A. Plotkin, University of Pennsylvania
Sam Shekar, Northrop Grumman
Donald Silberberg, University of Pennsylvania Medical Center

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



viii REVIEWERS

John J. Treanor, University of Rochester School of Medicine and 
Dentistry

Chris Wilson, The Bill & Melinda Gates Foundation

Although the reviewers listed above have provided many constructive 
comments and suggestions, they were not asked to endorse the conclusions 
or recommendations, nor did they see the final draft of the report before its 
release. The review of this report was overseen by Charles C. J. Carpenter, 
The Miriam Hospital, and Floyd E. Bloom, The Scripps Research Institute. 
Appointed by the National Research Council and Institute of Medicine, 
they were responsible for making certain that an independent examination 
of this report was carried out in accordance with institutional procedures 
and that all review comments were carefully considered. Responsibility for 
the final content of this report rests entirely with the authoring committee 
and the institution.

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



xiii

Contents

SUMMARY 1
 Charge to the Committee, 2
 Assessing the Weight of Evidence, 10
 Causality Assessment, 14
 Causality Conclusions, 17
 Susceptibility, 24
 Concluding Comment, 24
 References, 24

1 INTRODUCTION 27
 Charge to the Committee, 30
 Committee Process, 36
 Outline of the Report, 36
 References, 36

2 APPROACH 39
 Literature Searching, 40
 Weight of Evidence, 42
 Causality Assessment, 48
 Special Considerations, 54
 References, 54

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



xiv CONTENTS

3 EVALUATING BIOLOGICAL MECHANISMS OF 
ADVERSE EVENTS 57

 Latency Between Antigen Exposure and Peak Adaptive  
Immune Response, 57

 Immune-Mediated Mechanisms, 59
 Viral Activity, 76
 Injection-Related Adverse Events, 78
 Coagulation and Hypercoagulable States, 81
 Increased Susceptibility, 82
 Alterations in Brain Development, 85
 Contribution of Animal Models, 89
 References, 91

4 MEASLES, MUMPS, AND RUBELLA VACCINE 103
 Introduction, 103
 Measles Inclusion Body Encephalitis, 108
 Encephalitis and Encephalopathy, 111
 Febrile Seizures, 119
 Afebrile Seizures, 133
 Meningitis, 137
 Ataxia, 143
 Autism, 145
 Acute Disseminated Encephalomyelitis, 153
 Transverse Myelitis, 154
 Optic Neuritis, 156
 Neuromyelitis Optica, 158
 Multiple Sclerosis Onset in Adults, 159
 Multiple Sclerosis Onset in Children, 164
 Guillain-Barré Syndrome, 165
 Chronic Inflammatory Disseminated Polyneuropathy, 166
 Opsoclonus Myoclonus Syndrome, 167
 Brachial Neuritis, 168
 Anaphylaxis, 169
 Transient Arthralgia in Women, 174
 Transient Arthralgia in Children, 182
 Chronic Arthralgia in Women, 190
 Chronic Arthritis in Women, 195
 Chronic Arthropathy in Children, 199
 Arthropathy in Men, 201
 Type 1 Diabetes, 204
 Hepatitis, 211
 Chronic Fatigue Syndrome, 212
 Fibromyalgia, 213

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



CONTENTS xv

 Hearing Loss, 214
 Concluding Section, 217
 References, 222

5 VARICELLA VIRUS VACCINE 239
 Introduction, 239
 Disseminated Oka VZV Without Other Organ Involvement, 242
 Disseminated Oka VZV with Other Organ Involvement, 249
 Vaccine-Strain Viral Reactivation Without Other Organ  

Involvement, 256
 Vaccine-Strain Viral Reactivation with Other Organ  

Involvement, 261
 Encephalopathy, 267
 Seizures, 268
 Cerebellar Ataxia, 269
 Acute Disseminated Encephalomyelitis, 271
 Transverse Myelitis, 272
 Guillain-Barré Syndrome, 273
 Small Fiber Neuropathy, 274
 Anaphylaxis, 275
 Onset or Exacerbation of Arthropathy, 278
 Stroke, 279
 Thrombocytopenia, 281
 Concluding Section, 282
 References, 285

6 INFLUENZA VACCINE 293
 Introduction, 293
 Encephalitis and Encephalopathy, 296
 Seizures, 301
 Acute Disseminated Encephalomyelitis, 308
 Transverse Myelitis, 309
 Optic Neuritis, 310
 Neuromyelitis Optica, 314
 Multiple Sclerosis Onset in Adults, 314
 Multiple Sclerosis Relapse in Adults, 318
 Guillain-Barré Syndrome, 321
 Chronic Inflammatory Disseminated Polyneuropathy, 334
 Bell’s Palsy, 335
 Brachial Neuritis, 340
 Small Fiber Neuropathy, 340
 Anaphylaxis, 341

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



xvi CONTENTS

 Inactivated Influenza Vaccine and Asthma Exacerbation or  
Reactive Airway Disease Episodes in Children and Adults, 345

 Live Attenuated Influenza Vaccine and Asthma Exacerbation  
or Reactive Airway Disease Episodes in Children Younger  
Than 5 Years of Age, 356

 Live Attenuated Influenza Vaccine and Asthma Exacerbation or 
Reactive Airway Disease Episodes in Persons 5 Years of Age  
or Older, 366

 Onset or Exacerbation of Systemic Lupus Erythematosus, 373
 Onset or Exacerbation of Vasculitis, 379
 Polyarteritis Nodosa, 383
 Onset or Exacerbation of Arthropathy, 384
 Stroke, 386
 Myocardial Infarction, 387
 Fibromyalgia, 389
 All-Cause Mortality, 390
 Oculorespiratory Syndrome, 391
 Concluding Section, 401
 References, 405

7 HEPATITIS A VACCINE 421
 Introduction, 421
 Acute Disseminated Encephalomyelitis, 423
 Transverse Myelitis, 424
 Multiple Sclerosis, 425
 Guillain-Barré Syndrome, 426
 Chronic Inflammatory Disseminated Polyneuropathy, 427
 Bell’s Palsy, 427
 Anaphylaxis, 428
 Autoimmune Hepatitis, 429
 Concluding Section, 430
 References, 432

8 HEPATITIS B VACCINE 435
 Introduction, 435
 Encephalitis and Encephalopathy, 437
 Seizures, 438
 Acute Disseminated Encephalomyelitis, 440
 Transverse Myelitis, 442
 Optic Neuritis, 443
 Neuromyelitis Optica, 446
 Multiple Sclerosis Onset in Adults, 447
 Multiple Sclerosis Onset in Children, 454

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



CONTENTS xvii

 Multiple Sclerosis Relapse in Adults, 455
 Multiple Sclerosis Relapse in Children, 457
 First Demyelinating Event in Adults, 458
 First Demyelinating Event in Children, 464
 Guillain-Barré Syndrome, 465
 Chronic Inflammatory Disseminated Polyneuropathy, 466
 Brachial Neuritis, 467
 Anaphylaxis, 468
 Erythema Nodosum, 469
 Onset or Exacerbation of Systemic Lupus Erythematosus, 471
 Onset or Exacerbation of Vasculitis, 473
 Onset or Exacerbation of Polyarteritis Nodosa, 477
 Onset or Exacerbation of Psoriatic Arthritis, 479
 Onset or Exacerbation of Reactive Arthritis, 480
 Onset or Exacerbation of Rheumatoid Arthritis, 482
 Onset or Exacerbation of Juvenile Idiopathic Arthritis, 485
 Type 1 Diabetes, 488
 Fibromyalgia, 490
 Concluding Section, 490
 References, 494

9 HUMAN PAPILLOMAVIRUS VACCINE 505
 Introduction, 505
 Acute Disseminated Encephalomyelitis, 507
 Transverse Myelitis, 508
 Neuromyelitis Optica, 509
 Multiple Sclerosis, 510
 Guillain-Barré Syndrome, 511
 Chronic Inflammatory Disseminated Polyneuropathy, 512
 Brachial Neuritis, 512
 Amyotrophic Lateral Sclerosis, 513
 Anaphylaxis, 515
 Transient Arthralgia, 516
 Pancreatitis, 517
 Thromboembolic Events, 519
 Hypercoagulable States, 520
 Concluding Section, 520
 References, 522

10 DIPHTHERIA TOXOID–, TETANUS TOXOID–, AND 
ACELLULAR PERTUSSIS–CONTAINING VACCINES 525

 Introduction, 525
 Encephalitis and Encephalopathy, 534

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



xviii CONTENTS

 Infantile Spasms, 537
 Seizures, 539
 Ataxia, 544
 Autism, 545
 Acute Disseminated Encephalomyelitis, 546
 Transverse Myelitis, 547
 Optic Neuritis, 549
 Multiple Sclerosis Onset in Adults, 550
 Multiple Sclerosis Relapse in Adults, 554
 Multiple Sclerosis Relapse in Children, 555
 Guillain-Barré Syndrome, 557
 Chronic Inflammatory Disseminated Polyneuropathy, 558
 Opsoclonus Myoclonus Syndrome, 560
 Bell’s Palsy, 561
 Anaphylaxis, 563
 Chronic Urticaria, 565
 Serum Sickness, 566
 Arthropathy, 567
 Type 1 Diabetes, 571
 Myocarditis, 579
 Fibromyalgia, 581
 Sudden Infant Death Syndrome, 581
 Immune Thrombocytopenic Purpura, 582
 Concluding Section, 584
 References, 589

11 MENINGOCOCCAL VACCINE 599
 Introduction, 599
 Encephalitis and Encephalopathy, 602
 Acute Disseminated Encephalomyelitis, 603
 Transverse Myelitis, 604
 Multiple Sclerosis, 605
 Guillain-Barré Syndrome, 606
 Chronic Inflammatory Disseminated Polyneuropathy, 607
 Anaphylaxis, 608
 Chronic Headache, 610
 Concluding Section, 610
 References, 612

12 INJECTION-RELATED ADVERSE EVENTS 615
 Complex Regional Pain Syndrome, 615
 Deltoid Bursitis, 618
 Syncope, 620

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



CONTENTS xix

 Concluding Section, 624
 References, 626

13 CONCLUDING COMMENTS 629
 References, 633

APPENDIXES

A GLOSSARY 635
B LIST OF ADVERSE EVENTS 649
C LITERATURE SEARCH STRATEGY 655
D CAUSALITY CONCLUSION TABLES 673
E REFERENCES 749
F COMMITTEE BIOSKETCHES 827
G MEETING AGENDAS 835

INDEX  839

FIGURES

S-1 Epidemiologic and mechanistic evidence reviewed by the  
committee, 11

S-2 Strength of evidence that determined the causality conclusions, 16

2-1 Epidemiologic and mechanistic evidence reviewed by the  
committee, 41

2-2 Strength of evidence that determined the causality conclusions, 51

3-1 Present and past environmental exposures, 83

TABLES

S-1 Adverse Events and Causality Conclusions Included in the  
Vaccine Chapters, 3

S-2 Summary of Causality Conclusions, 19

1-1 Adverse Events Included in the Vaccine Chapters, 31

4-1 Studies Included in the Weight of Epidemiologic Evidence for 
MMR Vaccine and Encephalopathy or Encephalitis, 114

4-2 Studies Included in the Weight of Epidemiologic Evidence for 
MMR Vaccine and Febrile Seizures, 125

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



 
3

TABLE S-1 Adverse Events and Causality Conclusions Included in the Vaccine Chapters

Adverse Event

MMR 

Vaccine

Chapter 4

Varicella 

Vaccine

Chapter 5

Influenza 

Vaccine

Chapter 6

Hepatitis 

A Vaccine

Chapter 7

Hepatitis 

B Vaccine

Chapter 8

HPV

Vaccine

Chapter 9

DT–, TT–, 

and aP–

Containing 

Vaccines

Chapter 10

Meningococcal 

Vaccine

Chapter 11

Injection-

Related 

Events

Chapter 12

Disseminated Oka VZV 

without Other Organ 

Involvement

CS

Disseminated Oka VZV 

with Subsequent Infection 

Resulting in Pneumonia, 

Meningitis, or Hepatitis

CSa

Vaccine Strain Viral 

Reactivation without Other 

Organ Involvement

CS

Vaccine Strain Viral 

Reactivation with 

Subsequent Infection 

Resulting in Meningitis or 

Encephalitis

CS

Measles Inclusion Body 

Encephalitis

CSa,b

Encephalitis I I I I I

Encephalopathy I I I I I I

Infantile Spasms I

continued

A
d

v
e

rs
e

 E
ffe

c
ts

 o
f V

a
c
c
in

e
s
: E

v
id

e
n

c
e

 a
n

d
 C

a
u

s
a

lity

C
o

p
y
rig

h
t N

a
tio

n
a

l A
c
a

d
e

m
y
 o

f S
c
ie

n
c
e

s
. A

ll rig
h

ts
 re

s
e

rv
e

d
.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



m
m

TABLE S-1 Continued

DT- TT-

O and aP- Injection-
MMR Varicella Influenza Hepatitis Hepatitis HPV Containing Meningococcal Related
Vaccine Vaccine Vaccine A Vaccine B Vaccine Vaccine Vaccines Vaccine Events

Adverse Event Chapter 4 Chapter 5 Chapter 6 Chapter 7 Chapter 8 Chapter 9 Chapter 10 Chapter 11 Chapter 12 m
<.

Z Febrile Seizures CS

Afebrile Seizures I

®_ Seizures I Ic I I

o Meningitis I

Cerebellar Ataxia I

Ataxia I I
O

Autism FR I

Acute Disseminated I I I I I I I I
Encephalomyelitis

(a Transverse Myelitis I I I I I I I I

Optic Neuritis Ic Ic Ic Ic

o Neuromyelitis Optica Ic I I I

Multiple Sclerosis Onset in I I I I
Adults

(a
Multiple Sclerosis Onset in I I

(D Children

Multiple Sclerosis Relapse I I I
in Adults

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



m

Multiple Sclerosis Relapse I I
in Children

(
0
A Multiple Sclerosis I I I OQ

C First Demyelinating Event IC
83 in Adults

m(
First Demyelinating Event I CL

Q in Children OCD
Guillain-Barre Syndrome I I I I I I I I

Q
Chronic Inflammatory I I I I I I I

O Disseminated V)
D Polyneuropathy(D

Opsoclonus Myoclonus I I
Syndrome

Bell's Palsy FR I I
O

Brachial Neuritis I I I I
O
CD Amyotrophic Lateral I

Sclerosis

Small Fiber Neuropathy I' I
(D

Anaphylaxis CS CS CS I CSd FA CS' CS

Chronic Urticaria I

CD Serum Sickness IC
(
CD
CL

continued

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 36 RECEIVED NYSCEF: 08/24/2020



>a<

m
m

TABLE S-1 Continued

DT- TT-

O and aP- Injection-
MMR Varicella Influenza Hepatitis Hepatitis HPV Containing Meningococcal Related
Vaccine Vaccine Vaccine A Vaccine B Vaccine Vaccine Vaccines Vaccine Events

Adverse Event Chapter 4 Chapter 5 Chapter 6 Chapter 7 Chapter 8 Chapter 9 Chapter 10 Chapter 11 Chapter 12 m
<.

Z Inactivated Influenza FR
Vaccine and Asthma
Exacerbation or Reactive
Airway Disease Episodes in a.

)> Children and Adults
O c

Live Attenuated Influenza I
Vaccine and Asthma
Exacerbation or Reactive
Airway Disease Episodes in

(a Children Younger Than 5
Years of Age

o Live Attenuated Influenza I(D
(a Vaccine and Asthma
y> Exacerbation or Reactive

Airway Disease Episodes
(5 in Persons 5 Years of Age

or Older

Erythema Nodosum I
(a
(D Systemic Lupus I I
(D Erythematosus

Vasculitis I I

Polyarteritis Nodosa I I
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Psoriatic Arthritis I
o

Reactive Arthritis I

o Rheumatoid Arthritis I 8-o 5
Juvenile Idiopathic I ®

Arthritis

Z Transient Arthralgia in FAf
c± Women
o

Transient Arthralgia in FA
Children o

Transient Arthralgia I
O- 2.

Chronic Arthralgia in I
Women

O
Chronic Arthritis in I

0. Women
G

Chronic Arthropathy in I
Children

Arthropathy in Men I

Arthropathy I I I

Type 1 Diabetes FR I FR

Autoimmune Hepatitis I

Myocarditis I
G
O- Pancreatitis I

____

continued
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TABLE S-1 Continued co

DT- TT-

O and aP- Injection-
MMR Varicella Influenza Hepatitis Hepatitis HPV Containing Meningococcal Related
Vaccine Vaccine Vaccine A Vaccine B Vaccine Vaccine Vaccines Vaccine Events

Adverse Event Chapter 4 Chapter 5 Chapter 6 Chapter 7 Chapter 8 Chapter 9 Chapter 10 Chapter 11 Chapter 12 m
<.

Z Hepatitis I

Thromboembolic Events I

®_ Stroke Ic I

o Hypercoagulable States I

Myocardial Infarction I

Chronic Fatigue Syndrome I
O

Chronic Headache I
(A

Fibromyalgia I I I I

o Sudden Infant Death I(D
(a Syndrome

-- Hearing Loss I

(5 All Cause Mortality Ic

(a Oculorespiratory Syndrome FAs

(a Thrombocytopenia I
(D

(D
O.. Immune Thrombocytopenic I

Purpura

Complex Regional Pain I
Syndrome
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>o
CD
CD
m
CD

Deltoid Bursitis CS
o

Syncope CS
O
o NOTE: CS = convincingly supports a causal relationship; FA = favors acceptance of a causal relationship; FR = favors rejection of a causal relation- 8

ship; I = inadequate to accept or reject a causal relationship.
The committee attributes causation to individuals with demonstrated immunodeficiencies.
The committee attributes causation to the measles component of the vaccine.

Z Although not originally charged to the committee by the sponsor, the committee considered this adverse event in its review of the literature.
dThe committee attributes causation to yeast-sensitive individuals.
eThe committee attributes causation to the tetanus toxoid vaccine. The evidence is inadequate to accept or reject a causal relationship between

anaphylaxis and diphtheria toxoid or acellular pertussis vaccine.
/The committee attributes causation to the rubella component of the vaccine.
aThe committee attributes causation to two particular vaccines used in three particular years in Canada. o

O

G
O

>

(Q

O..
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Adverse Events Assoc ated w th Ch dhood Vacc nes: Ev dence Bear ng on Casua ty
http://www.nap.edu/cata og/2138.htm

of the mechanisms and sequence of events that result in vaccine-induced GBS.

DEATH

The committee encourages active and aggressive follow-up of the reports

to passive surveillance system of death in association with immunization. This

follow-up should be timely and might include elements such as medical records,

laboratory tests, and autopsy results. See the section on General Surveillance

and Epidemiologic Studies for elaboration.

SIMULTANEOUS ADMINISTRATION OF MORE THAN ONE

VACCINE

The committee was able to identify little information pertaining to the risk

of serious adverse events following administration of multiple vaccines

simultaneously. This is an issue of increasing concern as more vaccines and

vaccine combinations are developed for routine use. Both pre- and

postmarketing research should address the issue.

RISK-MODIFYING FACTORS

The committee was able to identify little information pertaining to why

some individuals react adversely to vaccines when most do not. When it is clear

that a vaccine can cause a specific adverse event, research should be encouraged

to elucidate the factors that put certain people at risk for that adverse reaction.

GENERAL SURVEILLANCE AND EPIDEMIOLOGIC STUDIES

Postmarketing surveillance of licensed vaccines in the United States

depends upon voluntary reporting. Large numbers of alleged adverse events are

reported to the Vaccine Adverse Event Reporting System (VAERS) of the

Centers for Disease Control and Prevention and the U.S. Food and Drug

Administration. The committee found, however, that follow-up of serious

adverse events was often incomplete, and the reported event was often not

confirmed because of insufficient clinical, laboratory, or pathologic data. The

committee suggests that, in the least, research should be conducted on the

performance of passive reporting systems like VAERS. What is the quality and

completeness of the information supplied? Can the reports received be used to

estimate the true risk of vaccine-induced adverse events? Perhaps most

important, how well does the surveillance system detect new

NEED FOR RESEARCH AND SURVEILLANCE 307
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82 ADVERSE EFFECTS OF VACCINES: EVIDENCE AND CAUSALITY

bin and its cofactor thrombin-thrombomodulin (Rezaie, 2010). Activated 
protein C functions as an anticoagulant by proteolytically degrading proco-
agulant cofactors essential for the generation of thrombin (Rezaie, 2010). 
The cofactor protein S enchances effects of activated protein C (Anderson 
and Weitz, 2010). In addition, the serine protease inhibitor antithrombin 
regulates the coagulation cascade by inactivating thrombin as well as other 
enzymes in the cascade (Rodgers, 2009).

In individuals with inherited (e.g., antithrombin defi ciency, Factor V 
Leiden) or acquired (e.g., obesity, pregnancy) hypercoagulable states, the 
function of the enzymes involved in the aforementioned coagulation cascade 
and its regulation are altered or defi cient, leading to excessive coagulability 
(Anderson and Weitz, 2010). Excessive coagulation can contribute to the 
development of thrombosis, myocardial infarction, and stroke (Anderson 
and Weitz, 2010).

INCREASED SUSCEPTIBILITY

Both epidemiologic and mechanistic research suggest that most indi-
viduals who experience an adverse reaction to vaccines have a preexisting 
susceptibility. These predispositions can exist for a number of reasons— 
genetic variants (in human or microbiome DNA), environmental exposures, 
behaviors, intervening illness, or developmental stage, to name just a few—
all of which can interact as suggested graphically in Figure 3-1.

Some of these adverse reactions are specifi c to the particular vaccine, 
while others may not be. Some of these predispositions may be detectable 
prior to the administration of vaccine; others, at least with current technol-
ogy and practice, are not. Moreover, the occurrence of the adverse event is 
often the fi rst sign of the underlying condition that confers susceptibility.

The best-understood vaccine-associated adverse effect is the occurrence 
of invasive disease (such as meningoencephalitis and arthritis) caused by 
the vaccine virus itself in individuals with an acquired or genetic immuno-
defi ciency who receive live vaccines such as VZV, MMR, and oral polio 
vaccine. Although the incidence of such infections may decrease with the 
introduction of newborn screening for severe combined immunodefi ciency, 
the occurrence of vaccine-related disease can be the trigger that leads to the 
recognition of immunodefi ciency (Galea et al., 2008; Ghaffar et al., 2000; 
Kramer et al., 2001; Levy et al., 2003). Invasive disease may also occur 
by viral reactivation in individuals who previously received these vaccines 
while healthy, but who subsequently become immunocompromised, for 
example, as a result of chemotherapy should they later develop cancer or 
leukemia (Chan et al., 2007; Levin et al., 2003). Not all individuals who 
suffer invasive disease have demonstrated recognized immune defi cien-
cies, even when vaccine virus is recovered from the patient (Iyer et al., 

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.
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EVALUATING BIOLOGICAL MECHANISMS OF ADVERSE EVENTS 83

2009; Levin et al., 2008). This leads to two hypotheses: either immuno-
competent individuals can acquire invasive disease from vaccine virus, or 
further evaluation of these patients would reveal previously unrecognized 
immunodefi ciencies.

Many adverse events appear to be immune-mediated. Anaphylaxis is an 
obvious example of this. In some patients who experience anaphylaxis, the 
triggering antigen can be identifi ed with follow-up testing. Known trigger-
ing antigens include egg and gelatin. But even when the triggering antigen 
such as egg or gelatin is known, it is not clear why some people develop 
anaphylaxis while the vast majority does not. Proposed mechanisms for 
other immune-mediated adverse responses are many, including molecular 
mimicry, development of immune complexes, inappropriate cytokine re-
sponses, antigen persistence, and epitope spreading, as described above. 
Here, evidence of predisposing factors to adverse effects from vaccines is 
beginning to emerge. Some genetic variants that affect immune response 
have been identifi ed. Reif et al. (2009) demonstrated that genetic variants 
in ICAM-1, CSF-3, and IL-4 are associated with more severe adverse effects 

FIGURE 3-1 Present and past environmental exposures.

Adverse Effects of Vaccines: Evidence and Causality

Copyright National Academy of Sciences. All rights reserved.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PMINDEX NO. 156722/2020

NYSCEF DOC. NO. 38 RECEIVED NYSCEF: 08/24/2020



84 ADVERSE EFFECTS OF VACCINES: EVIDENCE AND CAUSALITY

from the highly reactogenic vaccine for smallpox. Finally, rechallenge cases 
(those in which a person suffered a particular adverse event after each ad-
ministration of the same vaccine) also suggest a role for an altered immune 
response. As noted above, much work remains to be done to elucidate and 
to develop strategies to document the immunologic mechanisms that lead 
to adverse effects in individual patients.

Age can also affect susceptibility to adverse responses to vaccines be-
cause physiological development, particularly of the immune and nervous 
systems, continues throughout much or all of life. Some hypothesize so-
called critical periods in which adverse reactions to a range of exposures 
are more likely to occur (IOM, 2006). Young children are more likely than 
are older children to develop febrile convulsions (Waruiru and Appleton, 
2004). This type of rationale led the Japanese three decades ago to delay im-
munization with whole cell pertussis vaccine until children reached 2 years 
of age (Gangarosa et al., 1998). Gender can also be a factor. Females, for 
example, experience less local reactogenicity than males to smallpox vac-
cine (Talbot et al., 2004) but increased reactogenicity compared to males 
to anthrax vaccine (Pittman, 2002).

In some metabolically vulnerable children, receiving vaccines may 
be the largely nonspecific “last straw” that leads these children to reveal 
their underlying genotype. It was recently discovered that a large major-
ity of children who developed encephalopathy after receiving whole cell 
pertussis vaccine have mutations in SCN1A, which are associated with 
Dravet syndrome or severe myoclonic epilepsy of childhood (Berkovic 
et al., 2006; McIntosh et al., 2010). While it seems likely that the vaccine 
triggered symptoms in these children by causing high fever, the particular 
vaccine antigens do not appear to alter the course of the disease. Rather, 
the ensuing phenotype could and probably would have been precipitated 
by multiple other fever-inducing triggers (McIntosh et al., 2010;  Wiznitzer, 
2010). Similarly, Yang et al. (2006) reported a series of seven cases in 
which children with undiagnosed or inadequately managed metabolic 
or endocrine disorders suffered acute metabolic crises within hours after 
administration of a variety of immunizations. Two of these children had 
adrenal hyperplasia and responded to administration of IV fluid and gluco- 
and mineralocorticoids.

This list of factors that are known to confer susceptibility is by no 
means definitive or exhaustive. Rather, we hypothesize that continued 
study of alleged vaccine-related injuries, the committee informed by epi-
demiologic studies that identify vulnerable populations and exploration of 
underlying mechanisms of susceptibility, will provide greater insight into 
these and other mechanisms and will identify more factors that contribute 
to vaccine susceptibility.

Adverse Effects of Vaccines: Evidence and Causality
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December 8, 2014 Approval Letter - 
MMR II
SUPPLEMENT APPROVAL LETTER

Our STN:  BL 101069/5577

Merck Sharp & Dohme Corp.
Attention:  Donna Zacholski
P.O. Box 1000, UG2D-68
North Wales, PA 19454-1099

Dear Ms. Zacholski:

We have approved your request to supplement your biologics license application for Measles, 
Mumps, and Rubella Virus Vaccine Live (MMR-II®) manufactured in your West Point, PA facility, to 
add the term “transverse myelitis” to the Adverse Reactions section of the package insert and to 
update the patient package insert to add the term "difficulty walking," based on post-marketing 
adverse event reports.

Please provide your final content of labeling in Structured Product Labeling (SPL) format and 
include the carton and container labels.  In addition, please submit three original paper copies for 
carton and container final printed labeling.  All final labeling should be submitted as Product 
Correspondence to this BLA at the time of use (prior to marketing) and include implementation 
information on FDA Form 356h.

In addition, please submit the final content of labeling (21 CFR 601.14) in SPL format via the FDA 
automated drug registration and listing system, (eLIST), as described at: http://www.fda.gov/For-
Industry/DataStandards/StructuredProductLabeling/default.htm (http://www.fda.gov/For-
Industry/DataStandards/StructuredProductLabeling/default.htm).  Information on submitting 
SPL files using eLIST may be found in the guidance for industry titled, “SPL Standard for Content 
of Labeling Technical Qs and As at: http://www.fda.gov/downloads/Drugs/GuidanceComplian-
ceRegulatoryInformation/Guidances/UCM072392.pdf (http://www.fda.gov/down-
loads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM072392.pdf).

You may submit two draft copies of the proposed introductory advertising and promotional labeling 
with an FDA Form 2253 to the Center for Biologics Evaluation and Research, Advertising and 
Promotional Labeling Branch, HFM-602, 1401 Rockville Pike, Rockville, MD 20852-1448. You 
must submit copies of your final advertisement and promotional labeling at the time of initial 
dissemination or publication, accompanied by Form FDA 2253 (21 CFR 601.12(f)(4)).

All promotional claims must be consistent with and not contrary to approved labeling.  You should 
not make a comparative promotional claim or claim of superiority over other products unless you 
have substantial evidence or substantial clinical experience to support such claims (21 CFR 202.1
(e)(6)).

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 39 RECEIVED NYSCEF: 08/24/2020



Please submit an amendment to all pending supplemental applications for this BLA that include 
revised labeling incorporating a revised content of labeling that includes these changes.

We will include information contained in the above-referenced supplement in your biologics license 
application file.

Sincerely yours,

Wellington Sun, M.D.
Director
Division of Vaccines and 
Related Products Applications
Office of Vaccines
Research and Review
Center for Biologics
Evaluation and Research

Attachment:  Approved Final Draft Labeling (/downloads/BiologicsBloodVaccines/Vac-
cines/ApprovedProducts/UCM123789.pdf)

Resources for You

• Measles, Mumps and Rubella Virus Vaccine, Live
(/BiologicsBloodVaccines/Vaccines/ApprovedProducts/ucm094050.htm)

More in Approved Products
(/BiologicsBloodVaccines/Vaccines/ApprovedProducts/default.htm)

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 39 RECEIVED NYSCEF: 08/24/2020



 

 

SUPPLEMENT APPROVAL 

Our STN: BL 101069/ 5650 

Merck Sharp & Dohme Corp.  
Attention: J ames J . Kollmar, M.D.     May 16, 2017 
351 N. Sumneytown Pike  
P.O. Box 1000   
UG2D-68  
North Wales, PA 19454  
 
Dear Dr. Kollmar: 

We have approved your request dated November 11, 2016, to supplement your Biologics 

License Application (BLA) submitted under section 351(a) of the Public Health Service 

Act (42 U.S.C. 262) for Measles, Mumps and Rubella Virus Vaccine Live to revise the 

package insert to add the terms “Henoch-Schonlein purpua” and “acute hemorrhagic 

edema of infancy” to the Adverse Reaction section based on post-marketing reports. 

We hereby approve the draft package insert labeling submitted under amendment 

101069/ 5650.1, dated April 27, 2017. 

Please provide your final content of labeling in Structured Product Labeling (SPL) 

format and include the carton and container labels. In addition, please submit three 

original paper copies for carton and container final printed labeling. All final 

labeling should be submitted as Product Correspondence to BLA 101069 at the time of 

use (prior to marketing) and include implementation information on Form FDA 356h. 

In addition, please submit the final content of labeling (21 CFR 601.14) in SPL format 

via the FDA automated drug registration and listing system (eLIST) as described at 

http:/ / www.fda.gov/ ForIndustry/ DataStandards/ StructuredProductLabeling/ default.ht

m. Information on submitting SPL files using eLIST may be found in  the guidance for 

industry SPL Standard for Content of Labeling Technical Qs and As at 

http:/ / www.fda.gov/ downloads/ Drugs/ GuidanceComplianceRegulatoryInformation/ G

uidances/ UCM072392.pdf. 

You may submit two draft copies of the proposed introductory advertising and 

promotional labeling with Form FDA 2253 to the Advertising and Promotional Labeling 

Branch at the following address: 
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Page 2 –  STN 101069/ 5650 –  J ames J . Kollmar, M.D. 

 

 

Food and Drug Administration 

Center for Biologics Evaluation and Research 

Document Control Center 

10903 New Hampshire Ave. 

WO71-G112 

Silver Spring, MD 20993-0002 

 

You must submit copies of your final advertising and promotional labeling at the time of 

initial dissemination or publication, accompanied by Form FDA 2253 (21 CFR 

601.12(f)(4)).  

All promotional claims must be consistent with and not contrary to approved labeling. 

You should not make a comparative promotional claim or claim of superiority over other 

products unless you have substantial evidence or substantial clinical experience to 

support such claims (21 CFR 202.1(e)(6)).  

Please submit an amendment to all pending supplemental applications for this BLA that 

include revised labeling incorporating a revised content of labeling that includes 

[this][these] change(s). 

We will include information contained in the above-referenced supplement in your BLA 

file. 

Sincerely yours, 

 

 
Wellington Sun, M.D. 
Director 
Division of Vaccines and  
  Related Products Applications 
Office of Vaccines 
  Research and Review 
Center for Biologics 
  Evaluation and Research 
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VACCINE INFORMATION STATEMENT

ManyVaccine Information Statements are

MMR (Measles, Mumps, and Rubella)
s-=.C.‡°~

Vaccine: What You Need to Know "°"""""-
™=T"

idiomas. Visite mimmm!menfvis

I

give permanent immunity. The child should still get 2 doses
1 Why get vaccinated? at the recommended ages for long-lasting protection.

Measles, mump, and rubella are viral diseases that can Adults might also need MMR vaccine. Many adults 18 years

have serious consequences. Before vaccines, these diseases of age and older might be susceptible to measles, mumps,

were very common in the United States, especially among and rubella without knowing it.

children. They are still common in many parts of the world. A third dose of MMR might be recommended in certain

Measles mumps outbreak situations.
• Measles virus causes symptoms that can include fever, There are no known risks to getting MMR vaccine at the

cough, runny nose, and red, watery eyes, commonly same time as other vaccines.
followed by a rash that covers the whole body.

• Measles can lead to ear infections, diarrhea, and infection There is a combination vaccina called MMRV that
of the lungs (pneumonia). Rarely, measles can cause brain contains both chickenpox and MMR vaccines.
damage or death. MMRV is an option for some children 12 months

Mumps through 12 years of age. There is a separate

• Mumps virus causes fever, headache, muscle aches,
Vaccine Information Statement for MMRV. Your

tiredness, loss of appetite, and swollen and tender salivary
health care provider can give you more information.

glands under the ears on one or both sides.

• Mumps can lead to deafness, swelling of the brain and/or SOme people should not get
spinal cord covering (encephalitis or menmgitis), painful 3
swelling of the testicles or ovaries, and, very rarely, death.

this vaccine

Rubella (also known as German Measles) Tell your vaccine provider if the person getting the vaccine:
• Rubella virus causes fever, sore throat, rash, headache, and • Has any severe, life-threatening allergies. A person who

eye irritation. has ever had a life-threatening allergic reaction after a
• Rubella can cause arthritis in up to half of teenage and dose of MMR vaccine, or has a severe allergy to any part

adult women. of this vaccine, may be advised not to be vaccinated. Ask

. your health care provider if you want information about• If a woman gets rubella while she is pregnant, she could

have a miscarriage or her baby could be born with serious
Vaccine comPonents.

birth defects. • Is pregnant, or thinks she might be pregnant. Pregnant

women should wait to get MMR vaccine until after theyThese diseases can easily spread from person to person.

Measles doesn't even require personal contact. You can get
are no longer Pregnant. Women should avoid getting

measles by entering a room that a person with measles left
pregnant for at least 1 month after getting MMR vaccine.

up to 2 hours before. • Has a weakened immune system due to disease (such

as cancer or HIV/AIDS) or medical treatments (such as
Vaccines and high rates of vaccination have made these

diseases much less common in the United States.
radiation, immunotherapy, steroids, or chemotherapy).

• Has a parent, brother, or sister with a history of

( 2| MMR vaccine
immune system problems.

• Has ever had a condition that makes them bruise or
Children should get 2 doses of MMR vaccine, usually: bleed easily.
• First dose: 12 through 15 months of age
• Second dose: 4 through 6 years of age

• Has recently had a blood transfusion or received other

blood products. You might be advised to postpone MMR
Infants who will be traveling outside the United States vaccination for 3 months or more.
when they are between 6 and 11 months of age should

get a dose of MMR vaccine before travel. This can provide u.s.oepartment of
temporary protection from measles infection, but will not Health and Human Services

Centersfor Disease
Control and Prevention
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42 U.S.C. § 300aa-26

 � Has tuberculosis.

 � Has gotten any other vaccines in the past 4 weeks. Live 
vaccines given too close together might not work as well.

 � Is not feeling well. A mild illness, such as a cold, is 
usually not a reason to postpone a vaccination. Someone 
who is moderately or severely ill should probably wait. 
Your doctor can advise you.

 4 Risks of a vaccine reaction

With any medicine, including vaccines, there is a chance of 
reactions. These are usually mild and go away on their own, 
but serious reactions are also possible. 

Getting MMR vaccine is much safer than getting measles, 
mumps, or rubella disease. Most people who get MMR 
vaccine do not have any problems with it. 

After MMR vaccination, a person might experience:

Minor events:

 � Sore arm from the injection
 � Fever 
 � Redness or rash at the injection site
 � Swelling of glands in the cheeks or neck

If these events happen, they usually begin within 2 weeks 
after the shot. They occur less often after the second dose.

Moderate events:

 � Seizure (jerking or staring) often associated with fever 
 � Temporary pain and stiffness in the joints, mostly in 
teenage or adult women

 � Temporary low platelet count, which can cause unusual 
bleeding or bruising

 � Rash all over body

Severe events occur very rarely:

 � Deafness 
 � Long-term seizures, coma, or lowered consciousness
 � Brain damage

Other things that could happen after this 

vaccine:

 � People sometimes faint after medical procedures, 
including vaccination. Sitting or lying down for about 15 
minutes can help prevent fainting and injuries caused by 
a fall. Tell your provider if you feel dizzy or have vision 
changes or ringing in the ears.

 � Some people get shoulder pain that can be more severe 
and longer-lasting than routine soreness that can follow 
injections. This happens very rarely. 

 � Any medication can cause a severe allergic reaction. Such 
reactions to a vaccine are estimated at about 1 in a million 
doses, and would happen within a few minutes to a few 
hours after the vaccination. 

As with any medicine, there is a very remote chance of a 
vaccine causing a serious injury or death.

The safety of vaccines is always being monitored. For more 
information, visit: www.cdc.gov/vaccinesafety/

 5
  What if there is a serious 

problem?

What should I look for?

 � Look for anything that concerns you, such as signs of 
a severe allergic reaction, very high fever, or unusual 
behavior. 
 

Signs of a severe allergic reaction can include hives, 
swelling of the face and throat, difficulty breathing, a fast 
heartbeat, dizziness, and weakness. These would usually 
start a few minutes to a few hours after the vaccination.

What should I do?

 � If you think it is a severe allergic reaction or other 
emergency that can’t wait, call 9-1-1 and get to the nearest 
hospital. Otherwise, call your health care provider. 
 

Afterward, the reaction should be reported to the Vaccine 
Adverse Event Reporting System (VAERS). Your doctor 
should file this report, or you can do it yourself through 
the VAERS web site at www.vaers.hhs.gov, or by calling 
1-800-822-7967.

VAERS does not give medical advice.

 6
  The National Vaccine Injury 

Compensation Program

The National Vaccine Injury Compensation Program 
(VICP) is a federal program that was created to compensate 
people who may have been injured by certain vaccines.

Persons who believe they may have been injured by a 
vaccine can learn about the program and about filing a 
claim by calling 1-800-338-2382 or visiting the VICP 
website at www.hrsa.gov/vaccinecompensation. There is a 
time limit to file a claim for compensation.

 7 How can I learn more?

 � Ask your healthcare provider. He or she can give you 
the vaccine package insert or suggest other sources of 
information.

 � Call your local or state health department.
 � Contact the Centers for Disease Control and  
Prevention (CDC): 
- Call 1-800-232-4636 (1-800-CDC-INFO) or 
- Visit CDC’s website at www.cdc.gov/vaccines

Vaccine Information Statement

MMR Vaccine

2/12/2018

Office use only
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$101 Million Award for Encephalopathy from 
MMR Vaccine
(July 17th, 2018. SARASOTA, FL) — MCT Law attorneys negotiated a $101 million settle-
ment for an infant who suffered a severe reaction to the MMR vaccine.

O.R.* was a one-year-old healthy baby girl who was already walking and climbing.  On 
February 13, 2013, she received vaccinations for Measles Mumps Rubella (MMR), Hepati-
tis A, Haemophilus Influenzae type B (Hip), Prevnar (pneumonia), and Varicella (chick-
enpox).  That evening, the mother noticed baby O.R. was irritable and feverish. After a 
call to the pediatrician, the doctor advised Mom to give her Tylenol and Benadryl. The 
fever continued for several days and on the evening before her scheduled pediatrician 
visit, O.R. began having severe seizures. She was rushed to the emergency room.  Baby 
O.R. went into cardiac and respiratory arrest and doctors placed her on a ventilator.

The seizures and cardiac arrest left O.R. with a severe brain injury, encephalopathy, cor-
tical vision impairment, truncal hypotonia (low muscle tone), and kidney failure. After 
months of treatment at the hospital, baby O.R. finally went home, but her disabilities 
require specialized medical care and supervision around the clock for the rest of her life.

The $101 million-dollar settlement pays for the child’s constant high-
level medical care needed for the rest of her life. The family received 

a lump sum of $1 million dollars to cover the immediate costs of 
medical bills and expenses. The rest will be paid out through an 

annuity over the child’s lifetime.

$101 Million Award for Child with MMR Vaccine Injury Page 1 of 2

https://www.mctlaw.com/101-million-dollar-vaccine-injury-mmr/ 8/27/2019
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$101 Million Award for Child with MMR Vaccine Injury Page 2 of 2
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In the United States Court of Federal Claims 

OFFICE OF SPECIAL MASTERS 
No. 16-119V 

  Filed: November 20, 2017 
UNPUBLISHED 

 
 

 on behalf of 
 a minor child, 

 
                              Petitioner, 
v. 
 
SECRETARY OF HEALTH AND  
HUMAN SERVICES, 
 
                             Respondent. 
 

 
 

Special Processing Unit (SPU); 
Damages Decision Based on Proffer; 
Measles Mumps Rubella (MMR) 
Vaccine; Encephalopathy 

 

  

Diana Lynn Stadelnikas, Maglio Christopher & Toale, PA, Sarasota, FL, for petitioner. 
Camille Michelle Collett, U.S. Department of Justice, Washington, DC, for respondent. 

 
DECISION AWARDING DAMAGES1 

 
Dorsey, Chief Special Master: 
 
 On January 27, 2016, petitioner filed a petition for compensation under the 
National Vaccine Injury Compensation Program, 42 U.S.C. §300aa-10, et seq.,2 (the 
“Vaccine Act”).  Petitioner alleges that  was diagnosed with encephalopathy 
following receipt of Hepatitis A, Haemophilus influenza type B, measles, mumps and 
rubella (MMR), Prevnar, and varicella vaccinations on February 13, 2013.  Petition at 2.  
The case was assigned to the Special Processing Unit of the Office of Special Masters. 
 
 On July 18, 2016, a ruling on entitlement was issued, finding petitioner entitled to 
compensation for s encephalopathy injury.  On November 17, 2017, respondent 
filed a proffer on award of compensation (“Proffer”).  Respondent proffers that, based 
upon her review of the evidence of record, petitioner should be awarded:  

                                                           
1 Because this unpublished decision contains a reasoned explanation for the action in this case, the 
undersigned intends to post it on the United States Court of Federal Claims' website, in accordance with 
the E-Government Act of 2002. 44 U.S.C. § 3501 note (2012) (Federal Management and Promotion of 
Electronic Government Services). In accordance with Vaccine Rule 18(b), petitioner has 14 days to 
identify and move to redact medical or other information, the disclosure of which would constitute an 
unwarranted invasion of privacy.  If, upon review, the undersigned agrees that the identified material fits 
within this definition, the undersigned will redact such material from public access. 
 
2 National Childhood Vaccine Injury Act of 1986, Pub. L. No. 99-660, 100 Stat. 3755.  Hereinafter, for 
ease of citation, all “§” references to the Vaccine Act will be to the pertinent subparagraph of 42 U.S.C. § 
300aa (2012). 
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A. A lump sum in the amount of $1,191,475.29 paid to Regions Bank, as Trustee 
of the Grantor Reversionary Trust for the benefit of   

 
B. A lump sum in the amount of $1,043,951.66 paid to the court-appointed 

guardian(s)/conservator(s) of the estate of  for the benefit of   
 

C. A lump sum payment of $278,476.84, representing compensation for 
satisfaction of the State of Oklahoma Medicaid lien; and 

 
D. An amount sufficient to purchase the annuity contract described above in 

section II.D. 
 
 In the Proffer, respondent represented that petitioner agrees with the proffered 
award.  Based on the record as a whole, the undersigned finds that petitioner is entitled 
to an award as stated in the Proffer. 
 
 Pursuant to the terms stated in the attached Proffer, the undersigned awards 
petitioner:  
 

A. A lump sum in the amount of $1,191,475.29 paid to Regions Bank, as 
Trustee of the Grantor Reversionary Trust for the benefit of   

 
B. A lump sum in the amount of $1,043,951.66 paid to the court-appointed 

guardian(s)/conservator(s) of the estate of  for the benefit of 
  

 
C. A lump sum payment of $278,476.84, representing compensation for 

satisfaction of the State of Oklahoma Medicaid lien payable jointly to 
petitioner and 

Oklahoma Health Care Authority 
P.O. Box 18497 

Oklahoma City, Oklahoma 73154 
Attn: Susan L. Eads 

c/o Legal Unit 
OHCA Case No: 502137 

 
Petitioner agrees to endorse this payment to the State of Oklahoma.; 
and 

 
D. An amount sufficient to purchase the annuity contract described in 

Proffer Section II.D. 
 
 This amount represents compensation for all damages that would be available 
under § 300aa-15(a).   
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The clerk of the court is directed to enter judgment in accordance with this 
decision.3  
 
IT IS SO ORDERED. 
 
     s/Nora Beth Dorsey 
     Nora Beth Dorsey 
     Chief Special Master 

 

                                                           
3 Pursuant to Vaccine Rule 11(a), entry of judgment can be expedited by the parties’ joint filing of notice 
renouncing the right to seek review. 
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IN THE UNITED STATES COURT OF FEDERAL CLAIMS

OFFICE OF SPECIAL MASTERS

)
on behalf of )

a minor child, )

)

Petitioner, )

)
v. ) No. 16-119V

) Chief Special Master Dorsey
SECRETARY OF THE DEPARTMENT OF )
HEALTH AND HUMAN SERVICES, )

)
Respondent. )

)

RESPONDENT'S PROFFER ON AWARD OF COMPENSATION

I. Items of Compensation

A. Life Care Items

The respondent engaged life care planner, M. Virginia NeSmith Walton, RN, MSN, FNP,

CNCLP, and petitioner engaged Lynne Trautwein, MSN, RN, CCM, CMAC, CNLCP, to

provide an estimation of s future vaccine-injury related needs. For the purposes of this

proffer, the term "vaccine
related"

is as described in the Chief Special Master's Ruling on

Entitlement, filed July 18, 2016. All items of compensation identified in the life care plan are

supported by the evidence, and are illustrated by the chart entitled Appendix A: Items of

Compensation for attached hereto as Tab
A.1

Respondent proffers that should be

1 The chart at Tab A illustrates the annual benefits provided by the life care plan. The annual benefit years
run from the date of jùdgreeñt up to the first anniversary of the date of judgment, and every year thereafter up to the

anniversary of the date of judgment.

-1-
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awarded all items of compensation set forth in the life care plan and illustrated by the chart 

attached at Tab A.  Petitioner agrees. 

B.   Lost Future Earnings 

 The parties agree that based upon the evidence of record,  will not be gainfully 

employed in the future.  Therefore, respondent proffers that  should be awarded lost 

future earnings as provided under the Vaccine Act, 42 U.S.C. § 300aa-15(a)(3)(B).  Respondent 

proffers that the appropriate award for s lost future earnings is $793,951.66.  Petitioner 

agrees. 

 C.   Pain and Suffering 

 Respondent proffers that  should be awarded $250,000.00 in actual pain and 

suffering.  See 42 U.S.C. § 300aa-15(a)(4).  Petitioner agrees. 

D.   Past Unreimbursable Expenses 

 Petitioner represents that he has not incurred past unreimbursable expenses related to 

s vaccine-related injury.   

 E.   Medicaid Lien 

 Respondent proffers that  should be awarded funds to satisfy a State of Oklahoma 

lien in the amount of $278,476.84, which represents full satisfaction of any right of subrogation, 

assignment, claim, lien, or cause of action the State of Oklahoma may have against any 

individual as a result of any Medicaid payments the State of Oklahoma has made to or on behalf 

of  from the date of her eligibility for benefits through the date of judgment in this case as 

a result of her vaccine-related injury suffered on or about February 13, 2013, under Title XIX of 

the Social Security Act.  
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II.   Form of the Award  

 The parties recommend that the compensation provided to  should be made 

through a combination of lump sum payments and future annuity payments as described below, 

and request that the Chief Special Master's decision and the Court's judgment award the 

following:2 

 A.  A lump sum payment of $1,191,475.29, representing trust seed funds consisting of 

the present year cost of compensation for residential facility expenses in Compensation Year 

2062 through Compensation Year 2066 ($949,000.00) and life care expenses in the first year 

after judgment ($242,475.29), in the form of a check payable to Regions Bank, as Trustee of the 

Grantor Reversionary Trust established for the benefit of  as set forth in Appendix A: 

Items of Compensation for  

 B.  A lump sum payment of $1,043,951.66, representing compensation for lost future 

earnings ($793,951.66) and pain and suffering ($250,000.00), in the form of a check payable to 

petitioner as guardian(s)/conservator(s) of  for the benefit of   No payments shall 

be made until petitioner provides respondent with documentation establishing that he has been 

appointed as the guardian(s)/conservator(s) of s estate.  If petitioner is not authorized by 

a court of competent jurisdiction to serve as guardian of the estate of  any such payment 

shall be made to the party or parties appointed by a court of competent jurisdiction to serve as 

                                                 
2 Should  die prior to entry of judgment, the parties reserve the right to move the Court for 

appropriate relief.  In particular, respondent would oppose any award for future medical expenses, future lost 
earnings, and future pain and suffering. 
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guardian(s)/conservator(s) of the estate of  upon submission of written documentation of 

such appointment to the Secretary. 

 C.  A lump sum payment of $278,476.84, representing compensation for satisfaction of 

the State of Oklahoma Medicaid lien, payable jointly to petitioner and   

Oklahoma Health Care Authority 
P.O. Box 18497 

Oklahoma City, Oklahoma 73154 
Attn: Susan L. Eads  

c/o Legal Unit 
OHCA Case No: 502137 

 
Petitioner agrees to endorse this payment to the State of Oklahoma. 

 D.  An amount sufficient to purchase the annuity contract,3 subject to the conditions 

described below, that will provide payments for the life care items contained in the life care plan, 

as illustrated by the chart at Tab A attached hereto, paid to the life insurance company4 from 

which the annuity will be purchased.5  Compensation for Year Two (beginning on the first 

                                                 
     3  In respondent’s discretion, respondent may purchase one or more annuity contracts from one or more life 
insurance companies. 
 
     4  The Life Insurance Company must have a minimum of $250,000,000 capital and surplus, exclusive of any 
mandatory security valuation reserve.  The Life Insurance Company must have one of the following ratings from 
two of the following rating organizations: 
 

a.   Best Company:  A++, A+, A+g, A+p, A+r, or A+s; 
 

b.  Moody's Investor Service Claims Paying Rating:  Aa3, Aa2, Aa1, or Aaa; 
 

c.  Standard and Poor's Corporation Insurer Claims-Paying Ability Rating:  AA-, AA, AA+, or 
AAA; 

 
d.  Fitch Credit Rating Company, Insurance Company Claims Paying Ability Rating:  AA-, AA, 
AA+, or AAA.  
 

     5  Petitioner authorizes the disclosure of certain documents filed by the petitioner in this case consistent with the 
Privacy Act and the routine uses described in the National Vaccine Injury Compensation Program System of 
Records, No. 09-15-0056. 
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anniversary of the date of judgment) and all subsequent years shall be provided through 

respondent's purchase of an annuity, which annuity shall make payments directly to the trustee 

only so long as  is alive at the time a particular payment is due.  At the Secretary's sole 

discretion, the periodic payments may be provided to the trustee in monthly, quarterly, annual or 

other installments.  The "annual amounts" set forth in the chart at Tab A describe only the total 

yearly sum to be paid to the trustee and do not require that the payment be made in one annual 

installment. 

  1. Growth Rate 

 Respondent proffers that a four percent (4%) growth rate should be applied to all non-

medical life care items, and a five percent (5%) growth rate should be applied to all medical life 

care items.  Thus, the benefits illustrated in the chart at Tab A that are to be paid through annuity 

payments should grow as follows: four percent (4%) compounded annually from the date of 

judgment for non-medical items, and five percent (5%) compounded annually from the date of 

judgment for medical items.  Petitioner agrees. 

  2. Life-Contingent Annuity 

   The trustee will continue to receive the annuity payments from the Life Insurance 

Company only so long as  is alive at the time that a particular payment is due.  Written 

notice shall be provided to the trustee and the Secretary of Health and Human Services and the 

Life Insurance Company within twenty (20) days of s death.  

  3. Guardianship 

No payments shall be made until petitioner provides respondent with documentation establishing 

that he has been appointed as the guardian of s estate.  If petitioner is not authorized by a 
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court of competent jurisdiction to serve as guardian of the estate of  any such payment 

shall be made to the party or parties appointed by a court of competent jurisdiction to serve as 

guardian(s)/conservator(s) of the estate of  upon submission of written documentation of 

such appointment to the Secretary. 

III.   Summary of Recommended Payments Following Judgment 

A. Lump Sum paid to Regions Bank, as Trustee of the Grantor  
 Reversionary Trust for the benefit of    $1,191,475.29   

 
B. Lump Sum paid to the court-appointed guardian(s)/ 
 conservator(s) of the estate of  for  
 the benefit of        $1,043,951.66 

 
 C. Medicaid Lien:       $   278,476.84 
 
 D. An amount sufficient to purchase the annuity contract described 
  above in section II. D. 
 
 
      Respectfully submitted, 
 
      CHAD A. READLER   
      Acting Assistant Attorney General 
   
      C. SALVATORE D’ALESSIO 
       Acting Director 
      Torts Branch, Civil Division 
 
      CATHARINE E. REEVES 
      Deputy Director 
      Torts Branch, Civil Division 
       
      HEATHER L. PEARLMAN 

     Assistant Director  
     Torts Branch, Civil Division 
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/s/Camille M. Collett      

                                       CAMILLE M. COLLETT  
Senior Trial Attorney 
Torts Branch, Civil Division 
U. S. Department of Justice 
P.O. Box l46, Benjamin Franklin Station 
Washington, D.C.  20044-0146 
Direct dial: (202) 616-4098 

 
Dated: November 17, 2017 
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ITEMS OF COMPENSATION G.R. *

Lump Sum 

Compensation 

Year 1

Compensation 

Year 2

Compensation 

Year 3

Compensation 

Year 4

Compensation 

Year 5

Compensation 

Year 6

Compensation 

Year 7

Compensation 

Year 8

2017 2018 2019 2020 2021 2022 2023 2024

BCBS Premium 5% 4,341.36             4,341.36         4,341.36         4,341.36         4,341.36         4,341.36         4,341.36         4,341.36         

BCBS MOP 5% 3,300.00             3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         

Medicare Part A Deductible 5%

Medicare Part B Premium 5%

Medicare Part B Deductible 5%

Medigap 5%

Medicare Part D 5%

Primary Care Physician 5% *

Mileage:  PCP 4% 1.36                    1.36                1.36                1.36                1.36                1.36                1.36                1.36                

Neurologist 5% *

Mileage:  Neurologist 4% 10.54                  10.54              10.54              10.54              10.54              10.54              10.54              10.54              

Neuro Opthalmologist 5% *

Mileage:  Neuro Opthalmologist 4% 74.80                  74.80              74.80              74.80              74.80              74.80              74.80              74.80              

Nephrology 5% *

Mileage:  Nephrology 4% 74.80                  74.80              74.80              74.80              74.80              74.80              74.80              74.80              

Gastroenterologist 5% *

Mileage:  Gastroenterologist 4% 7.82                    7.82                7.82                7.82                7.82                7.82                7.82                7.82                

General Surgery 5% *

Mileage:  General Surgery 4% 9.18                    9.18                9.18                9.18                9.18                9.18                9.18                9.18                

Orthopedic Surgery 5% *

Mileage:  Orthopedic Surgery 4% 37.40                  37.40              37.40              37.40              37.40              37.40              37.40              37.40              

PM&R 5% *

Mileage:  PM&R 4% 74.80                  74.80              37.40              37.40              37.40              37.40              37.40              37.40              

Dentist 5% 414.00                414.00            414.00            414.00            414.00            414.00            414.00            414.00            

Mileage:  Dentist 4% 14.45                  14.45              14.45              14.45              14.45              14.45              14.45              14.45              

X-rays 5% *

Blood Work 5% *

Mileage:  Blood Work 4% 19.04                  19.04              19.04              19.04              19.04              19.04              19.04              19.04              

Emergency Room 5% *

Care Management 4% 7,740.00             5,160.00         5,160.00         5,160.00         2,580.00         2,580.00         2,580.00         2,580.00         

Lactulose 5% *

Ciprodex Otic 5% *

Keppra 5% *

Epaned Oral 5% *
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Lump Sum

Compensation Compensation Compensation Compensation Compensation Compensation Compensation Compensation

ITEMS OF COMPENSATION G.R. * Year 1 Year 2 Year 3 Year 4 Year 5 Year 6 Year 7 Year 8

2017 2018 2019 2020 2021 2022 2023 2024

Nebulizer 5% *

Disposable Nebulizer Supplies 5% *

Omeprazol 4% 212.92 212.92 212.92 212.92 212.92 212.92 212.92 212.92

Kenalog 5% *

Pediasure Peptide 4% *

Pediasure 4% *

Real Food Blends 4% 4,106.25 4,106.25 4,106.25 4,106.25 4,106.25 4,106.25 4,106.25 4,106.25

Feeding Pump 4% *

Gastrostomy Tube Supplies 4% *

Diapers 4% 593.18 593.18 593.18 593.18 593.18 593.18 593.18 593.18

Gloves 4% 255.21 255.21 255.21 255.21 255.21 255.21 255.21 255.21

Wipes 4% 156.33 156.33 156.33 156.33 156.33 156.33 156.33 156.33

Disp Underpads 4% 127.71 127.71 127.71 127.71 127.71 127.71 127.71 127.71

Washable Underpads 4% 83.97 83.97 83.97 83.97 83.97 83.97 83.97 83.97

Amazon Prime 4% 99.00 99.00 99.00 99.00 99.00 99.00 99.00 99.00

Bibs 4% 36.98 36.98 36.98 36.98 36.98 36.98 36.98 36.98

Physical Therapy 4% * 2,070.00 2,070.00 2,070.00 2,070.00 2,070.00 2,070.00 2,070.00 2,070.00

Mileage: Physical Therapy 4% 204.00 204.00 204.00 204.00 204.00 204.00 204.00 204.00

Occupational Therapy 4% 4,390.00 4,390.00 4,390.00 4,390.00 4,390.00 4,390.00 4,390.00 4,390.00

Mileage: Occupational Therapy 4% 204.00 204.00 204.00 204.00 204.00 204.00 204.00 204.00

Speech Therapy 4% 4,390.00 4,390.00 4,390.00 4,390.00 4,390.00 4,390.00 4,390.00 4,390.00

Mileage: Speech Therapy 4% 204.00 204.00 204.00 204.00 204.00 204.00 204.00 204.00

Aug Comm Evaluation 4% * 500.00 500.00 500.00 500.00 500.00 500.00 500.00 500.00

Mileage: Aug Comm Evaluation 4% 4.25 4.25 4.25 4.25 4.25 4.25 4.25 4.25

Aug Comm Devices 4% 100.00 100.00 100.00 100.00 100.00 100.00 100.00 100.00

Special Needs Camp 4% 300.00 300.00 300.00 300.00 300.00

Overnight Camp 4% 325.00 325.00 325.00 325.00 325.00

Mileage: Camp 4% 68.17 68.17 68.17 68.17 68.17

Wheelchair 4% *

Sit & Stander 4% *

Shower Chair 4% 300.00 50.00 50.00

Kid Walk 4% 5,000.00

Hoyer Lift 4% *

Lift Slings 4% 68.00 68.00 68.00
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Lump Sum

Compensation Compensation Compensation Compensation Compensation Compensation Compensation Compensation

ITEMS OF COMPENSATION G.R. * Year 1 Year 2 Year 3 Year 4 Year 5 Year 6 Year 7 Year 8

2017 2018 2019 2020 2021 2022 2023 2024

AFOs 4% *

Orthotic Shoes 4% 600.00 600.00 600.00 600.00 600.00 600.00 600.00 600.00

Tumblefoam Chair 4% 1,337.67 1,337.67

Rehab Equipment 4% 800.00 800.00

Hand Splints 4% 73.32 73.32 73.32 73.32 73.32 73.32 73.32 73.32

Blood Pressure Cuff 4% 23.99

iPad 4% 799.00 799.00

iPad Case 4% 19.95 19.95

Attendant Care 4% 93,960.00 93,960.00 93,960.00 100,440.00 100,440.00 100,440.00 100,440.00 100,440.00

Respite Care 4% 7,560.00 7,560.00 7,560.00 7,560.00 7,560.00 7,560.00 7,560.00 7,560.00

McCarty Cntr 4% 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00

Attendant Care and Trust Seed 4% 949,000.00

Ancillary Services-Housekeeping 4%

Home Mods 4% 73,768.00

Accessible Van 4% 28,500.00

Van Mod Maint 4% 200.00 200.00 200.00 200.00 200.00 200.00 200.00 200.00

Lost Future Earnings 793,951.66

Pain and Suffering 250,000.00

Medicaid Lien 278,476.84

Annual Totals 2,513,903.79 134,670.67 134,633.27 146,806.44 139,226.44 142,551.06 139,368.43 139,344.44

Note: Compensation Year 1 consists of the 12 month period following the date of judgment.

Compensation Year 2 consists of the 12 month period commencing on the first anniversary of the date of judgment.

As soon as practicable after entry of judgment, respondent shall make the following payment to Regions Bank, Trustee of the

Grantor Reversionary Trust established for the benefit of for trust seed funds ($949,000.00) and Year 1 life care

expenses ($242,475.29): $1,191,475.29.

As soon as practicable after entry of judgment, respondent shall make the following payment to the court-appointed guardian(s)/

conservator(s) of for lost future earnings ($793,951.66) and pain and suffering ($250,000.00): $1,043,951.66.

As soon as practicable after entry of judgment, respondent shall make the following payment jointly to

petitioners and the State of Oklahoma, as reimbursement of the state's Medicaid lien: $278,476.84.

Annual amounts payable through an annuity for future Compensation Years follow the anniversary of the date of judgment.

Annual amounts shall increase at the rates indicated in column "G.R."
above, compounded annually from the date of judgment.

Items denoted with an asterisk (*) covered by health insurance and/or Medicare.
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ITEMS OF COMPENSATION G.R. *

BCBS Premium 5%

BCBS MOP 5%

Medicare Part A Deductible 5%

Medicare Part B Premium 5%

Medicare Part B Deductible 5%

Medigap 5%

Medicare Part D 5%

Primary Care Physician 5% *

Mileage:  PCP 4%

Neurologist 5% *

Mileage:  Neurologist 4%

Neuro Opthalmologist 5% *

Mileage:  Neuro Opthalmologist 4%

Nephrology 5% *

Mileage:  Nephrology 4%

Gastroenterologist 5% *

Mileage:  Gastroenterologist 4%

General Surgery 5% *

Mileage:  General Surgery 4%

Orthopedic Surgery 5% *

Mileage:  Orthopedic Surgery 4%

PM&R 5% *

Mileage:  PM&R 4%

Dentist 5%

Mileage:  Dentist 4%

X-rays 5% *

Blood Work 5% *

Mileage:  Blood Work 4%

Emergency Room 5% *

Care Management 4%

Lactulose 5% *

Ciprodex Otic 5% *

Keppra 5% *

Epaned Oral 5% *

Compensation 

Year 9

Compensation 

Year 10

Compensation 

Year 11

Compensation 

Year 12

Compensation 

Year 13

Compensation 

Year 14

Compensation 

Year 15

Compensation 

Year 16

2025 2026 2027 2028 2029 2030 2031 2032

4,341.36         4,341.36         4,341.36         4,341.36         4,341.36         4,341.36         4,341.36         4,341.36         

3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         

1.36                1.36                1.36                1.36                1.36                1.36                1.36                1.36                

10.54              10.54              10.54              10.54              10.54              10.54              10.54              10.54              

74.80              74.80              74.80              74.80              74.80              74.80              74.80              74.80              

74.80              74.80              74.80              74.80              74.80              74.80              74.80              74.80              

7.82                7.82                7.82                7.82                7.82                7.82                7.82                7.82                

9.18                9.18                9.18                9.18                9.18                9.18                9.18                9.18                

37.40              37.40              37.40              37.40              37.40              37.40              

37.40              37.40              37.40              37.40              37.40              37.40              37.40              37.40              

414.00            414.00            414.00            414.00            414.00            414.00            414.00            414.00            

14.45              14.45              14.45              14.45              14.45              14.45              14.45              14.45              

19.04              19.04              19.04              19.04              4.08                4.08                4.08                4.08                

2,580.00         2,580.00         2,580.00         2,580.00         2,580.00         2,580.00         2,580.00         7,740.00         
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ITEMS OF COMPENSATION G.R. *

Nebulizer 5% *

Disposable Nebulizer Supplies 5% *

Omeprazol 4%

Kenalog 5% *

Pediasure Peptide 4% *

Pediasure 4% *

Real Food Blends 4%

Feeding Pump 4% *

Gastrostomy Tube Supplies 4% *

Diapers 4%

Gloves 4%

Wipes 4%

Disp Underpads 4%

Washable Underpads 4%

Amazon Prime 4%

Bibs 4%

Physical Therapy 4% *

Mileage:  Physical Therapy 4%

Occupational Therapy 4%

Mileage:  Occupational Therapy 4%

Speech Therapy 4%

Mileage:  Speech Therapy 4%

Aug Comm Evaluation 4% *

Mileage:  Aug Comm Evaluation 4%

Aug Comm Devices 4%

Special Needs Camp 4%

Overnight Camp 4%

Mileage:  Camp 4%

Wheelchair 4% *

Sit & Stander 4% *

Shower Chair 4%

Kid Walk 4%

Hoyer Lift 4% *

Lift Slings 4%

Compensation 

Year 9

Compensation 

Year 10

Compensation 

Year 11

Compensation 

Year 12

Compensation 

Year 13

Compensation 

Year 14

Compensation 

Year 15

Compensation 

Year 16

2025 2026 2027 2028 2029 2030 2031 2032

212.92            212.92            212.92            212.92            212.92            212.92            212.92            212.92            

4,106.25         4,106.25         4,106.25         4,106.25         4,106.25         4,106.25         4,106.25         4,106.25         

2,762.14         2,762.14         2,762.14         2,762.14         2,762.14         2,762.14         2,762.14         2,762.14         

255.21            255.21            255.21            255.21            255.21            255.21            255.21            255.21            

156.33            156.33            156.33            156.33            156.33            156.33            156.33            156.33            

127.71            127.71            127.71            127.71            127.71            127.71            127.71            127.71            

83.97              83.97              83.97              83.97              83.97              83.97              83.97              83.97              

99.00              99.00              99.00              99.00              99.00              99.00              99.00              99.00              

36.98              36.98              36.98              36.98              36.98              36.98              36.98              36.98              

102.00            102.00            102.00            102.00            102.00            102.00            25.50              25.50              

4,390.00         4,390.00         4,390.00         4,390.00         4,390.00         4,390.00         

204.00            204.00            204.00            204.00            204.00            204.00            

2,230.00         2,230.00         2,230.00         2,230.00         2,230.00         2,230.00         

102.00            102.00            102.00            102.00            102.00            102.00            

500.00            500.00            500.00            500.00            500.00            500.00            

4.25                4.25                4.25                4.25                4.25                4.25                4.25                4.25                

100.00            100.00            100.00            100.00            100.00            100.00            100.00            100.00            

300.00            300.00            300.00            300.00            300.00            300.00            

325.00            325.00            325.00            325.00            325.00            325.00            

68.17              68.17              68.17              68.17              68.17              68.17              

50.00              50.00              50.00              50.00              50.00              50.00              50.00              50.00              

5,000.00         5,000.00         

68.00              68.00              68.00              68.00              68.00              68.00              68.00              68.00              
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Compensation Compensation Compensation Compensation Compensation Compensation Compensation Compensation

ITEMS OF COMPENSATION G.R. * Year 9 Year 10 Year 11 Year 12 Year 13 Year 14 Year 15 Year 16

2025 2026 2027 2028 2029 2030 2031 2032

AFOs 4% *

Orthotic Shoes 4% 600.00 600.00 600.00 600.00 600.00 600.00 600.00 600.00

Tumblefoam Chair 4% 1,337.67 1,337.67

Rehab Equipment 4% 800.00 800.00

Hand Splints 4% 73.32 73.32 73.32 73.32 73.32 73.32 73.32 73.32

Blood Pressure Cuff 4% 34.90 3.49 3.49

iPad 4% 799.00 799.00

iPad Case 4% 19.95 19.95

Attendant Care 4% 155,520.00 155,520.00 155,520.00 155,520.00 155,520.00 155,520.00 157,140.00 157,140.00

Respite Care 4% 7,560.00 7,560.00 7,560.00 7,560.00 7,560.00 7,560.00 7,560.00 7,560.00

McCarty Cntr 4% 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00

Attendant Care and Trust Seed 4%

Ancillary Services-Housekeeping 4% 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00

Home Mods 4%

Accessible Van 4% 28,500.00

Van Mod Maint 4% 200.00 200.00 200.00 200.00 200.00 200.00 200.00 200.00

Lost Future Earnings

Pain and Suffering

Medicaid Lien

Annual Totals 192,159.40 197,159.40 223,616.02 193,797.40 193,782.44 193,817.34 187,172.86 200,289.48

Note: Compensation Year 1 consists of the 12 month period following the date of judgment.

Compensation Year 2 consists of the 12 month period commencing on the first anniversary of the date of judgment.

As soon as practicable after entry of judgment, respondent shall make the following payment to Regions Bank, Trustee of the

Grantor Reversionary Trust established for the benefit of for trust seed funds ($949,000.00) and Year 1 life care

expenses ($242,475.29): $1,191,475.29.

As soon as practicable after entry of judgment, respondent shall make the following payment to the court-appointed guardian(s)/

conservator(s) of for lost future earnings ($793,951.66) and pain and suffering ($250,000.00): $1,043,951.66.

As soon as practicable after entry of judgment, respondent shall make the following payment jointly to

petitioners and the State of Oklahoma, as reimbursement of the state's Medicaid lien: $278,476.84.

Annual amounts payable through an annuity for future Compensation Years follow the anniversary of the date of judgment.

Annual amounts shall increase at the rates indicated in column "G.R."
above, compounded annually from the date of judgment.

Items denoted with an asterisk (*) covered by health insurance and/or Medicare.
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ITEMS OF COMPENSATION G.R. *

BCBS Premium 5%

BCBS MOP 5%

Medicare Part A Deductible 5%

Medicare Part B Premium 5%

Medicare Part B Deductible 5%

Medigap 5%

Medicare Part D 5%

Primary Care Physician 5% *

Mileage:  PCP 4%

Neurologist 5% *

Mileage:  Neurologist 4%

Neuro Opthalmologist 5% *

Mileage:  Neuro Opthalmologist 4%

Nephrology 5% *

Mileage:  Nephrology 4%

Gastroenterologist 5% *

Mileage:  Gastroenterologist 4%

General Surgery 5% *

Mileage:  General Surgery 4%

Orthopedic Surgery 5% *

Mileage:  Orthopedic Surgery 4%

PM&R 5% *

Mileage:  PM&R 4%

Dentist 5%

Mileage:  Dentist 4%

X-rays 5% *

Blood Work 5% *

Mileage:  Blood Work 4%

Emergency Room 5% *

Care Management 4%

Lactulose 5% *

Ciprodex Otic 5% *

Keppra 5% *

Epaned Oral 5% *

Compensation 

Year 17

Compensation 

Year 18

Compensation 

Years 19-20

Compensation 

Year 21

Compensation 

Year 22

Compensation 

Year 23

Compensation 

Year 24

Compensation 

Year 25

2033 2034 2035-2036 2037 2038 2039 2040 2041

6,836.76         6,836.76         6,836.76         6,864.12         7,000.80         7,164.84         7,431.48         7,650.24         

3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         

1.36                1.36                1.36                1.36                1.36                1.36                1.36                1.36                

10.54              10.54              10.54              10.54              10.54              10.54              10.54              10.54              

74.80              74.80              74.80              74.80              74.80              74.80              74.80              74.80              

74.80              74.80              74.80              74.80              74.80              74.80              74.80              74.80              

7.82                7.82                7.82                7.82                7.82                7.82                7.82                7.82                

9.18                9.18                9.18                9.18                9.18                9.18                9.18                9.18                

37.40              37.40              37.40              37.40              37.40              37.40              37.40              37.40              

414.00            414.00            414.00            414.00            414.00            414.00            414.00            414.00            

14.45              14.45              14.45              14.45              14.45              14.45              14.45              14.45              

4.08                4.08                4.08                4.08                4.08                4.08                4.08                4.08                

5,160.00         5,160.00         5,160.00         5,160.00         5,160.00         5,160.00         5,160.00         5,160.00         
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Compensation Compensation Compensation Compensation Compensation Compensation Compensation Compensation

ITEMS OF COMPENSATION G.R. * Year 17 Year 18 Years 19-20 Year 21 Year 22 Year 23 Year 24 Year 25

2033 2034 2035-2036 2037 2038 2039 2040 2041

Nebulizer 5% *

Disposable Nebulizer Supplies 5% *

Omeprazol 4% 212.92 212.92 212.92 212.92 212.92 212.92 212.92 212.92

Kenalog 5% *

Pediasure Peptide 4% *

Pediasure 4% *

Real Food Blends 4% 4,106.25 4,106.25 4,106.25 4,106.25 4,106.25 4,106.25 4,106.25 4,106.25

Feeding Pump 4% *

Gastrostomy Tube Supplies 4% *

Diapers 4% 2,762.14 2,762.14 2,762.14 2,762.14 2,762.14 2,762.14 2,762.14 2,762.14

Gloves 4% 255.21 255.21 255.21 255.21 255.21 255.21 255.21 255.21

Wipes 4% 156.33 156.33 156.33 156.33 156.33 156.33 156.33 156.33

Disp Underpads 4% 127.71 127.71 127.71 127.71 127.71 127.71 127.71 127.71

Washable Underpads 4% 83.97 83.97 83.97 83.97 83.97 83.97 83.97 83.97

Amazon Prime 4% 99.00 99.00 99.00 99.00 99.00 99.00 99.00 99.00

Bibs 4% 36.98 36.98 36.98 36.98 36.98 36.98 36.98 36.98

Physical Therapy 4% *

Mileage: Physical Therapy 4% 25.50 25.50 25.50 25.50 25.50 25.50 25.50 25.50

Occupational Therapy 4%

Mileage: Occupational Therapy 4%

Speech Therapy 4%

Mileage: Speech Therapy 4%

Aug Comm Evaluation 4% *

Mileage: Aug Comm Evaluation 4% 4.25 4.25 4.25 4.25 4.25 4.25 4.25 4.25

Aug Comm Devices 4% 100.00 100.00 100.00 100.00 100.00 100.00 100.00 100.00

Special Needs Camp 4%

Overnight Camp 4%

Mileage: Camp 4%

Wheelchair 4% *

Sit & Stander 4% *

Shower Chair 4% 50.00 50.00 50.00 50.00 50.00 50.00 50.00 50.00

Kid Walk 4% 5,000.00 833.33 833.33 833.33

Hoyer Lift 4% *

Lift Slings 4% 68.00 68.00 68.00 68.00 68.00 68.00 68.00 68.00
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Compensation Compensation Compensation Compensation Compensation Compensation Compensation Compensation

ITEMS OF COMPENSATION G.R. * Year 17 Year 18 Years 19-20 Year 21 Year 22 Year 23 Year 24 Year 25

2033 2034 2035-2036 2037 2038 2039 2040 2041

AFOs 4% *

Orthotic Shoes 4% 600.00 600.00 600.00 600.00 600.00 600.00 600.00 600.00

Tumblefoam Chair 4% 1,337.67 267.53 267.53 267.53 267.53

Rehab Equipment 4% 800.00 160.00 160.00 160.00 160.00

Hand Splints 4% 73.32 73.32 73.32 73.32 73.32 73.32 73.32 73.32

Blood Pressure Cuff 4% 3.49 3.49 3.49 3.49 3.49 3.49 3.49 3.49

iPad 4% 799.00 159.80 159.80 159.80 159.80

iPad Case 4% 19.95 3.99 3.99 3.99 3.99

Attendant Care 4% 157,140.00

Respite Care 4% 7,560.00

McCarty Cntr 4% 1,000.00

Attendant Care and Trust Seed 4% 189,800.00 189,800.00 189,800.00 189,800.00 189,800.00 189,800.00 189,800.00

Ancillary Services-Housekeeping 4% 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00

Home Mods 4% 73,768.00

Accessible Van 4% 28,500.00 2,850.00 2,850.00 2,850.00 2,850.00

Van Mod Maint 4% 200.00 200.00 200.00 200.00 200.00 200.00 200.00 200.00

Lost Future Earnings

Pain and Suffering

Medicaid Lien

Annual Totals 192,248.26 290,116.26 216,348.26 247,832.24 224,953.62 220,950.99 221,217.63 221,436.39

Note: Compensation Year 1 consists of the 12 month period following the date of judgment.

Compensation Year 2 consists of the 12 month period commencing on the first anniversary of the date of judgment.

As soon as practicable after entry of judgment, respondent shall make the following payment to Regions Bank, Trustee of the

Grantor Reversionary Trust established for the benefit of for trust seed funds ($949,000.00) and Year 1 life care

expenses ($242,475.29): $1,191,475.29.

As soon as practicable after entry of judgment, respondent shall make the following payment to the court-appointed guardian(s)/

conservator(s) of for lost future earnings ($793,951.66) and pain and suffering ($250,000.00): $1,043,951.66.

As soon as practicable after entry of judgment, respondent shall make the following payment jointly to

petitioners and the State of Oklahoma, as reimbursement of the state's Medicaid lien: $278,476.84.

Annual amounts payable through an annuity for future Compensation Years follow the anniversary of the date of judgment.

Annual amounts shall increase at the rates indicated in column "G.R."
above, compounded annually from the date of judgment.

Items denoted with an asterisk (*) covered by health insurance and/or Medicare.
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ITEMS OF COMPENSATION G.R. *

BCBS Premium 5%

BCBS MOP 5%

Medicare Part A Deductible 5%

Medicare Part B Premium 5%

Medicare Part B Deductible 5%

Medigap 5%

Medicare Part D 5%

Primary Care Physician 5% *

Mileage:  PCP 4%

Neurologist 5% *

Mileage:  Neurologist 4%

Neuro Opthalmologist 5% *

Mileage:  Neuro Opthalmologist 4%

Nephrology 5% *

Mileage:  Nephrology 4%

Gastroenterologist 5% *

Mileage:  Gastroenterologist 4%

General Surgery 5% *

Mileage:  General Surgery 4%

Orthopedic Surgery 5% *

Mileage:  Orthopedic Surgery 4%

PM&R 5% *

Mileage:  PM&R 4%

Dentist 5%

Mileage:  Dentist 4%

X-rays 5% *

Blood Work 5% *

Mileage:  Blood Work 4%

Emergency Room 5% *

Care Management 4%

Lactulose 5% *

Ciprodex Otic 5% *

Keppra 5% *

Epaned Oral 5% *

Compensation 

Year 26

Compensation 

Year 27

Compensation 

Year 28

Compensation 

Year 29

Compensation 

Year 30

Compensation 

Year 31

Compensation 

Year 32

Compensation 

Years 33-45

2042 2043 2044 2045 2046 2047 2048 2049-2061

7,759.68         7,923.72         8,087.88         8,190.36         8,299.80         8,354.52         8,409.12         

3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         3,300.00         

1,316.00         

1,608.00         

183.00            

3,147.00         

406.00            

1.36                1.36                1.36                1.36                1.36                1.36                1.36                1.36                

10.54              10.54              10.54              10.54              10.54              10.54              10.54              10.54              

74.80              74.80              74.80              74.80              74.80              74.80              74.80              74.80              

74.80              74.80              74.80              74.80              74.80              74.80              74.80              74.80              

7.82                7.82                7.82                7.82                7.82                7.82                7.82                7.82                

9.18                9.18                9.18                9.18                9.18                9.18                9.18                9.18                

37.40              37.40              37.40              37.40              37.40              37.40              37.40              37.40              

414.00            414.00            414.00            414.00            414.00            414.00            414.00            414.00            

14.45              14.45              14.45              14.45              14.45              14.45              14.45              14.45              

4.08                4.08                4.08                4.08                4.08                4.08                4.08                4.08                

5,160.00         5,160.00         5,160.00         5,160.00         5,160.00         5,160.00         5,160.00         5,160.00         
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ITEMS OF COMPENSATION G.R. *

Nebulizer 5% *

Disposable Nebulizer Supplies 5% *

Omeprazol 4%

Kenalog 5% *

Pediasure Peptide 4% *

Pediasure 4% *

Real Food Blends 4%

Feeding Pump 4% *

Gastrostomy Tube Supplies 4% *

Diapers 4%

Gloves 4%

Wipes 4%

Disp Underpads 4%

Washable Underpads 4%

Amazon Prime 4%

Bibs 4%

Physical Therapy 4% *

Mileage:  Physical Therapy 4%

Occupational Therapy 4%

Mileage:  Occupational Therapy 4%

Speech Therapy 4%

Mileage:  Speech Therapy 4%

Aug Comm Evaluation 4% *

Mileage:  Aug Comm Evaluation 4%

Aug Comm Devices 4%

Special Needs Camp 4%

Overnight Camp 4%

Mileage:  Camp 4%

Wheelchair 4% *

Sit & Stander 4% *

Shower Chair 4%

Kid Walk 4%

Hoyer Lift 4% *

Lift Slings 4%

Compensation 

Year 26

Compensation 

Year 27

Compensation 

Year 28

Compensation 

Year 29

Compensation 

Year 30

Compensation 

Year 31

Compensation 

Year 32

Compensation 

Years 33-45

2042 2043 2044 2045 2046 2047 2048 2049-2061

212.92            212.92            212.92            212.92            212.92            212.92            212.92            212.92            

4,106.25         4,106.25         4,106.25         4,106.25         4,106.25         4,106.25         4,106.25         4,106.25         

2,762.14         2,762.14         2,762.14         2,762.14         2,762.14         2,762.14         2,762.14         2,762.14         

255.21            255.21            255.21            255.21            255.21            255.21            255.21            255.21            

156.33            156.33            156.33            156.33            156.33            156.33            156.33            156.33            

127.71            127.71            127.71            127.71            127.71            127.71            127.71            127.71            

83.97              83.97              83.97              83.97              83.97              83.97              83.97              83.97              

99.00              99.00              99.00              99.00              99.00              99.00              99.00              99.00              

36.98              36.98              36.98              36.98              36.98              36.98              36.98              36.98              

25.50              25.50              25.50              25.50              25.50              25.50              25.50              25.50              

4.25                4.25                4.25                4.25                4.25                4.25                4.25                4.25                

100.00            100.00            100.00            100.00            100.00            100.00            100.00            100.00            

50.00              50.00              50.00              50.00              50.00              50.00              50.00              50.00              

833.33            833.33            833.33            833.33            833.33            833.33            833.33            833.33            

68.00              68.00              68.00              68.00              68.00              68.00              68.00              68.00              
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Compensation Compensation Compensation Compensation Compensation Compensation Compensation Compensation

ITEMS OF COMPENSATION G.R. * Year 26 Year 27 Year 28 Year 29 Year 30 Year 31 Year 32 Years 33-45

2042 2043 2044 2045 2046 2047 2048 2049-2061

AFOs 4% *

Orthotic Shoes 4% 600.00 600.00 600.00 600.00 600.00 600.00 600.00 600.00

Tumblefoam Chair 4% 267.53 267.53 267.53 267.53 267.53 267.53 267.53 267.53

Rehab Equipment 4% 160.00 160.00 160.00 160.00 160.00 160.00 160.00 160.00

Hand Splints 4% 73.32 73.32 73.32 73.32 73.32 73.32 73.32 73.32

Blood Pressure Cuff 4% 3.49 3.49 3.49 3.49 3.49 3.49 3.49 3.49

iPad 4% 159.80 159.80 159.80 159.80 159.80 159.80 159.80 159.80

iPad Case 4% 3.99 3.99 3.99 3.99 3.99 3.99 3.99 3.99

Attendant Care 4%

Respite Care 4%

McCarty Cntr 4%

Attendant Care and Trust Seed 4% 189,800.00 189,800.00 189,800.00 189,800.00 189,800.00 189,800.00 189,800.00 189,800.00

Ancillary Services-Housekeeping 4% 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00 1,638.00

Home Mods 4%

Accessible Van 4% 2,850.00 2,850.00 2,850.00 2,850.00 2,850.00 2,850.00 2,850.00 2,850.00

Van Mod Maint 4% 200.00 200.00 200.00 200.00 200.00 200.00 200.00 200.00

Lost Future Earnings

Pain and Suffering

Medicaid Lien

Annual Totals 221,545.83 221,709.87 221,874.03 221,976.51 222,085.95 222,140.67 222,195.27 217,146.15

Note: Compensation Year 1 consists of the 12 month period following the date of judgment.

Compensation Year 2 consists of the 12 month period commencing on the first anniversary of the date of judgment.

As soon as practicable after entry of judgment, respondent shall make the following payment to Regions Bank, Trustee of the

Grantor Reversionary Trust established for the benefit of for trust seed funds ($949,000.00) and Year 1 life care

expenses ($242,475.29): $1,191,475.29.

As soon as practicable after entry of judgment, respondent shall make the following payment to the court-appointed guardian(s)/

conservator(s) of for lost future earnings ($793,951.66) and pain and suffering ($250,000.00): $1,043,951.66.

As soon as practicable after entry of judgment, respondent shall make the following payment jointly to

petitioners and the State of Oklahoma, as reimbursement of the state's Medicaid lien: $278,476.84.

Annual amounts payable through an annuity for future Compensation Years follow the anniversary of the date of judgment.

Annual amounts shall increase at the rates indicated in column "G.R."
above, compounded annually from the date of judgment.

Items denoted with an asterisk (*) covered by health insurance and/or Medicare.
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ITEMS OF COMPENSATION G.R. *

BCBS Premium 5%

BCBS MOP 5%

Medicare Part A Deductible 5%

Medicare Part B Premium 5%

Medicare Part B Deductible 5%

Medigap 5%

Medicare Part D 5%

Primary Care Physician 5% *

Mileage:  PCP 4%

Neurologist 5% *

Mileage:  Neurologist 4%

Neuro Opthalmologist 5% *

Mileage:  Neuro Opthalmologist 4%

Nephrology 5% *

Mileage:  Nephrology 4%

Gastroenterologist 5% *

Mileage:  Gastroenterologist 4%

General Surgery 5% *

Mileage:  General Surgery 4%

Orthopedic Surgery 5% *

Mileage:  Orthopedic Surgery 4%

PM&R 5% *

Mileage:  PM&R 4%

Dentist 5%

Mileage:  Dentist 4%

X-rays 5% *

Blood Work 5% *

Mileage:  Blood Work 4%

Emergency Room 5% *

Care Management 4%

Lactulose 5% *

Ciprodex Otic 5% *

Keppra 5% *

Epaned Oral 5% *

Compensation 

Years 46-50

Compensation 

Years 51-60

Compensation 

Years 61-Life

2062-2066 2067-2076 2077-Life

1,316.00         1,316.00         

1,608.00         1,608.00         1,608.00         

183.00            183.00            183.00            

3,147.00         3,147.00         1,707.48         

406.00            406.00            406.00            

1.36                1.36                1.36                

10.54              10.54              10.54              

74.80              74.80              74.80              

74.80              74.80              74.80              

7.82                7.82                7.82                

9.18                9.18                9.18                

37.40              37.40              37.40              

414.00            414.00            414.00            

14.45              14.45              14.45              

4.08                4.08                4.08                

5,160.00         5,160.00         5,160.00         
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ITEMS OF COMPENSATION G.R. *

Nebulizer 5% *

Disposable Nebulizer Supplies 5% *

Omeprazol 4%

Kenalog 5% *

Pediasure Peptide 4% *

Pediasure 4% *

Real Food Blends 4%

Feeding Pump 4% *

Gastrostomy Tube Supplies 4% *

Diapers 4%

Gloves 4%

Wipes 4%

Disp Underpads 4%

Washable Underpads 4%

Amazon Prime 4%

Bibs 4%

Physical Therapy 4% *

Mileage:  Physical Therapy 4%

Occupational Therapy 4%

Mileage:  Occupational Therapy 4%

Speech Therapy 4%

Mileage:  Speech Therapy 4%

Aug Comm Evaluation 4% *

Mileage:  Aug Comm Evaluation 4%

Aug Comm Devices 4%

Special Needs Camp 4%

Overnight Camp 4%

Mileage:  Camp 4%

Wheelchair 4% *

Sit & Stander 4% *

Shower Chair 4%

Kid Walk 4%

Hoyer Lift 4% *

Lift Slings 4%

Compensation 

Years 46-50

Compensation 

Years 51-60

Compensation 

Years 61-Life

2062-2066 2067-2076 2077-Life

212.92            212.92            212.92            

4,106.25         4,106.25         4,106.25         

2,762.14         2,762.14         2,762.14         

255.21            255.21            255.21            

156.33            156.33            156.33            

127.71            127.71            127.71            

83.97              83.97              83.97              

99.00              99.00              99.00              

36.98              36.98              36.98              

25.50              25.50              25.50              

4.25                4.25                4.25                

100.00            100.00            100.00            

50.00              50.00              50.00              

833.33            833.33            833.33            

68.00              68.00              68.00              
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Compensation Compensation Compensation

ITEMS OF COMPENSATION G.R. * Years 46-50 Years 51-60 Years 61-Life

2062-2066 2067-2076 2077-Life

AFOs 4% *

Orthotic Shoes 4% 600.00 600.00 600.00

Tumblefoam Chair 4% 267.53 267.53 267.53

Rehab Equipment 4% 160.00 160.00 160.00

Hand Splints 4% 73.32 73.32 73.32

Blood Pressure Cuff 4% 3.49 3.49 3.49

iPad 4% 159.80 159.80 159.80

iPad Case 4% 3.99 3.99 3.99

Attendant Care 4%

Respite Care 4%

McCarty Cntr 4%

Attendant Care and Trust Seed 4% - 189,800.00 189,800.00

Ancillary Services-Housekeeping 4% 1,638.00 1,638.00 1,638.00

Home Mods 4%

Accessible Van 4% 2,850.00 2,850.00 2,850.00

Van Mod Maint 4% 200.00 200.00 200.00

Lost Future Earnings

Pain and Suffering

Medicaid Lien

Annual Totals 27,346.15 217,146.15 214,390.63

Note: Compensation Year 1 consists of the 12 month period following the date of judgment.

Compensation Year 2 consists of the 12 month period commencing on the first anniversary of the date of judgment.

As soon as practicable after entry of judgment, respondent shall make the following payment to Regions Bank, Trustee of the

Grantor Reversionary Trust established for the benefit of for trust seed funds ($949,000.00) and Year 1 life care

expenses ($242,475.29): $1,191,475.29.

As soon as practicable after entry of judgment, respondent shall make the following payment to the court-appointed guardian(s)/

conservator(s) of for lost future earnings ($793,951.66) and pain and suffering ($250,000.00): $1,043,951.66.

As soon as practicable after entry of judgment, respondent shall make the following payment jointly to

petitioners and the State of Oklahoma, as reimbursement of the state's Medicaid lien: $278,476.84.

Annual amounts payable through an annuity for future Compensation Years follow the anniversary of the date of judgment.

Annual amounts shall increase at the rates indicated in column "G.R."
above, compounded annually from the date of judgment.

Items denoted with an asterisk (*) covered by health insurance and/or Medicare.
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Adverse Events following 12 and 18 Month Vaccinations:
a Population-Based, Self-Controlled Case Series Analysis

Kumanan Wilson1,2,3,4*, Steven Hawken2, Jeffrey C. Kwong5, Shelley Deeks6, Natasha S. Crowcroft6, Carl

Van Walraven1,2,3, Beth K. Potter2,3, Pranesh Chakraborty4,8, Jennifer Keelan7, Michael Pluscauskas4,

Doug Manuel2,3,9

1Department of Medicine, Ottawa Hospital Research Institute, University of Ottawa, Ottawa, Canada, 2 Ottawa Hospital Research Institute, University of Ottawa, Ottawa,

Canada, 3Department of Epidemiology and Community Medicine, University of Ottawa, Ottawa, Canada, 4Newborn Screening Ontario, Children’s Hospital of Eastern

Ontario, Ottawa, Canada, 5 Institute for Clinical Evaluative Sciences, Toronto, Ontario, Canada, 6Ontario Agency for Health Protection and Promotion, Toronto, Ontario,

Canada, 7Dalla Lana School of Public Health, University of Toronto, Toronto, Canada, 8Department of Pediatrics, University of Ottawa, Ottawa, Canada, 9Department of

Family Medicine, University of Ottawa, Ottawa, Canada

Abstract

Background: Live vaccines have distinct safety profiles, potentially causing systemic reactions one to 2 weeks after
administration. In the province of Ontario, Canada, live MMR vaccine is currently recommended at age 12 months and 18
months.

Methods: Using the self-controlled case series design we examined 271,495 12 month vaccinations and 184,312 18 month
vaccinations to examine the relative incidence of the composite endpoint of emergency room visits or hospital admissions
in consecutive one day intervals following vaccination. These were compared to a control period 20 to 28 days later. In a
post-hoc analysis we examined the reasons for emergency room visits and the average acuity score at presentation for
children during the at-risk period following the 12 month vaccine.

Results: Four to 12 days post 12 month vaccination, children had a 1.33 (1.29–1.38) increased relative incidence of the
combined endpoint compared to the control period, or at least one event during the risk interval for every 168 children
vaccinated. Ten to 12 days post 18 month vaccination, the relative incidence was 1.25 (95%, 1.17–1.33) which represented at
least one excess event for every 730 children vaccinated. The primary reason for increased events was statistically significant
elevations in emergency room visits following all vaccinations. There were non-significant increases in hospital admissions.
There were an additional 20 febrile seizures for every 100,000 vaccinated at 12 months.

Conclusions: There are significantly elevated risks of primarily emergency room visits approximately one to two weeks
following 12 and 18 month vaccination. Future studies should examine whether these events could be predicted or
prevented.
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Introduction

The measles, mumps and rubella (MMR) have been used

extensively in children and have been demonstrated to be safe and

effective in preventing disease [1]. However, because it is a live

vaccine the MMR vaccine has the potential to cause adverse events

one to 2 weeks following vaccination [2]. Most reactions to this

vaccine will be mild with fevers occurring in 5 to 15% and rashes in

5% [3]. More serious reactions are extremely rare and may not be

identified during pre-licensure trials [4]. Post market surveillance has

identified an incidence of febrile seizures following the MMR vaccine

of 25 to 34 per 100 000 vaccinated and a two to three-fold increased
relative risk [5,6]. However, at a population level, mass exposures to a
vaccine with a rare side effect profile could have detectable important
population level effects. No study has examined the impact on
aggregate health service utilization following the MMR vaccination.

In the province of Ontario, Canada, the MMR and meningococ-

cal C vaccines are currently recommended at 12 months of age and a

second dose of MMR vaccine along with a booster dose of

pentavalent (diphtheria, acellular pertussis, tetanus, polio and

Haemophilus influenzae type b) vaccine is recommended at 18 months

of age. We sought to examine the population wide effects of these
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vaccinations on the combined endpoint of emergency room visits and

hospital admissions in selected periods post-vaccination.

Methods

Design
The overall goal of this study was to determine the risk of

serious adverse events in all children vaccinated in Ontario at 12

and 18 months of age with recommended pediatric vaccines. This

was measured by comparing the risk of either presentation to

emergency room (ER), or hospital admission in consecutive one

day periods after the date of vaccination compared to a later

control period. This analysis was conducted on all children born

between April 1st 2006 and March 31st 2009. Our primary analysis

of the composite risk of ER visits and hospitalizations was

conducted using the self-controlled case-series design, described by

Figure 1. Illustration of the self-controlled case series design. The observation period for each patient begins with pediatric vaccination date
(leftmost upward arrow) and continues for a total of 28 days. In the primary analyses, each day post vaccination is considered a risk interval, and
consecutive days with a statistically significant t elevation in relative incidence were pooled to create a combined risk interval. Days 20–28 comprise
the control interval. The intervening days represent the wash-out period.
doi:10.1371/journal.pone.0027897.g001

Figure 2. Vaccination events by days since birth from days 340 to 700. Count=number of individuals vaccinated on a given day.
Days=number of days after date of birth.
doi:10.1371/journal.pone.0027897.g002

Safety of 13 and 18 Month Vaccination
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Farrington and associates [7,8]. We analyzed events following the

12 and 18 month vaccinations separately.

Data
Our study cohort included all children in the Newborn

Screening Ontario data set between April 1st 2006 and March

31st 2009. This database captures over 99% of Ontario births. Our

exposure of interest, pediatric vaccination, was identified using the

Ontario Health Insurance Plan (OHIP) database. We used codes

for general vaccination, as, except for influenza, vaccine-specific

codes are not available. To identify the 12 and 18 month

vaccinations separately we identified vaccination occurring on

exactly the respective due dates as well as vaccinations occurring

up to 60 days after the respective date. To allow adequate follow-

up after the 12 month vaccination, only vaccinated children born

on or before December 31st 2008 could be included in the analysis

(N= 271,495 children). Likewise, only vaccinated children born on

or before June 30th 2008 could be included in the analysis of

adverse events after the 18 month vaccination (N= 184,312

children). Only subjects with both vaccinations and events in the

observation period contribute to the conditional self-controlled

case series analysis, therefore infants with no ER visits or

hospitalizations in close proximity to the vaccination were not

included. If infants had more than one vaccination in the database

during the two month target period the first vaccination was used

as the index vaccination. If another vaccination occurred within

the observation period (0 to 28 days after the index vaccination), or

the infant died, then this individual was excluded from analysis (see

Appendix S1).

The Canadian Institute for Health Information’s (CIHI)

Discharge Abstract Database (DAD) captures all hospital admis-

sions, including children in both tertiary and community hospitals,

and was used to ascertain hospital admission. CIHI’s National

Ambulatory Care Registration System (NACRS) was used to

ascertain ER visits, the Canadian Triage and Acuity Score (CTAS)

rating and the diagnosis made by the most responsible physician

for the visit. The Registered Persons Database was used to

ascertain cases of death. These datasets are housed at the Institute

for Clinical Evaluative Sciences (ICES), and linkage between

datasets was achieved using encrypted health card numbers as

unique identifiers. The study was performed within ICES’ status as

a Prescribed Entity in Ontario’s privacy legislation and Research

Ethics Board approval was received at OHRI and ICES

(Sunnybrook).

Analysis
We graphed the number of combined endpoint events in the

days before and after vaccination. In the self-controlled case series

model, the date of vaccination serves as the index date for

exposure for each patient. Previous studies have identified that

children are at increased risk for systemic reactions at different

times from 5–14 days after vaccination [5,6,9,10]. Because a priori

we did not know with certainty the time period following

vaccination for which there would be an increased risk of our

combined endpoint, we modified the standard self-controlled case

series approach by looking for an elevation in risk during each

post-vaccination day up to day 17 (Figure 1). We then classified

days 20–28 as unexposed, establishing a washout period in

Figure 3. Number of combined endpoints versus days before/after 12 month vaccination. Count=number of combined endpoints of
emergency room visit or hospitalization. Days=number of days before or after vaccination, day 0 being the day of vaccination.
doi:10.1371/journal.pone.0027897.g003

Safety of 13 and 18 Month Vaccination
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between the exposed and unexposed periods (Figure 1). When

multiple events occurred to a given individual, the first occurrence

of the composite outcome in the post-vaccination period was used

(eg., someone attending the ER who was then admitted would

have one event counted in that period). The relative incidence rate

of the composite endpoint during the exposed period compared

with the unexposed period was analyzed using a fixed effects

Poisson regression model. This model included a term for

exposure period and a term for patient, thereby allowing each

individual to serve as his or her own control and accounting for

intra-individual correlation. An offset term was also included to

account for the differing durations of the exposed and unexposed

periods. Deaths after the 12 and 18 month vaccinations were

explored in a separate analysis due to the fact that a subject dying

effectively truncates their follow-up potentially biasing the results

of the SCCS analysis. As noted above, children who died during

the follow-up period were excluded from the SCCS analysis of ER

visits and hospitalizations.

To define the at-risk period we combined consecutive days with

statistically significant elevations in relative incidence. We

considered statistical significance to be a p-value less than or

equal to 0.001 based on a Bonferroni correction to account for

multiple testing (38 separate tests) [11]. We conducted separate

analyses for the 12 and 18 month vaccinations. We also conducted

secondary analyses to determine the association between vaccina-

tion and ER visits, hospital admissions, and deaths separately. All

p values were 2 sided, and analyses were conducted using SAS

version 9.2 (SAS Institute, Cary, NC).

In order to assess the types of cases captured by our endpoints

we conducted a post-hoc analysis where we compiled the reasons

for presentation to the ER as determined by the most responsible

physician for the risk period for the 12 month vaccination. This

was compared to the prevalence of the same diagnoses in the

control period. We examined a tracer condition, ear/face nose

injury, for which we do not expect a difference in rates. We also

identified the CTAS ratings for presentations during the affected

period and compared them to those during the control period

using the Wilcoxon Rank-Sum test. CTAS ratings range from 1 to

5 with 1 representing a severe condition requiring resuscitation

and 5 representing a less severe condition requiring non-urgent

care [12]. In another post-hoc analysis we graphically examined

the pattern of events following 12 and 18 month vaccination in the

years 2002–2005 when the MMR vaccine was still given at 12

months, however, the booster was given at five years and not

eighteen months.

Results

In total, we examined 455,807 separate vaccination events in

these 413,957 children that occurred at 12 and 18 months plus 60

days (Figure 2). We present the number of endpoint events versus

days pre and post vaccination graphically for each of the vaccine

periods (Figures 3 and 4).

12 month analysis
271,495 children received vaccinations between 365 and 425

days of age. Consecutive statistically significant elevations in

combined endpoints began on day 4 and continued to day 12. A

Figure 4. Number of combined endpoints versus days before/after 18 month vaccination. Count=number of combined endpoints of
emergency room visit or hospitalization. Days=number of days before or after vaccination, day 0 being the day of vaccination.
doi:10.1371/journal.pone.0027897.g004

Safety of 13 and 18 Month Vaccination
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total of 6462 children experienced at least one of the combined

endpoints during the combined 9 day at risk period compared to

4845 during the 9 day control period. The relative incidence of the

combined endpoint was 1.33 (1.29–1.38) (Table 1). The highest

relative incidence during the at-risk period occurred between days

8 and 11 peaking at 2.04 (1.91–2.17) on day 9. Overall, an excess

of 595 children experienced at least one of the combined

endpoints during the risk interval per 100,000 vaccinated, or

one additional child experiencing at least one endpoint during the

risk interval for every 168 children who received their 12 month

vaccinations (Table 2). Examining the historical graph of the

events post 12 month vaccination in the years 2002–2005

demonstrated a similar peak in events (Figure 5).

The primary reason for the elevation in the combined endpoint

was an increase in ER visits (relative incidence 1.34(1.29–1.39)).

There were an excess of 598 children experiencing 1 or more ER

visits during the risk interval per 100,000 vaccinations or 1

additional child for every 168 children vaccinated. There was no

increase in hospital admissions (relative incidence 1.08 (0.93–

1.25)). There were five or fewer deaths (Table 3). The average

CTAS score for ER visits during the risk period was 3.27

compared to 3.26 for the control period. (p = 0.74), suggesting no

differences in severity of presentation between ER visits in the risk

and control periods. There was an increase in presentation for

multiple conditions during the risk period compared to the control

period. The largest relative risk was associated with febrile seizures

(relative incidence = 2.34, fever (RI= 2.31) and viral exanthem

(RI = 2.23). We calculated that there were approximately 20

additional febrile seizures during the risk interval for every

100 000 children vaccinated. There was no increase in our tracer

condition (ear/face/nose injury).

18 month analysis
184,312 children received vaccinations between 545 and 605

days of age. Consecutive statistically significant elevations in

combined endpoints began on day 10 and continued to day 12. A

total of 1275 children experienced at least one event included in

the combined endpoint during the combined three day at risk

period compared to 3065 during the nine day control period. The

relative incidence of the combined endpoint was 1.25 (1.17–1.33)

(Table 4). The highest relative incidence during the at-risk period

was 1.34 (1.21–1.47) which occurred on day 12. Overall, an

additional 137 children experienced at least one combined

endpoint during the three day risk period per 100,000 vaccinated,

or one additional child experiencing at least one excess event for

every 730 children vaccinated (Table 3). Examining the historical

graph of the events post 18 month vaccination in the years 2002–

2005, when the booster dose of the MMR vaccine was not given,

demonstrated no similar peak in events (Figure 5).

The primary reason for the elevation in the combined endpoint

was an increase in ER visits (relative incidence 1.25(1.18–1.34)).

There were an excess of 139 children experiencing one or more

ER visits during the risk interval or one excess visit for every 719

children vaccinated. There was not a significant increase in

hospital admissions (relative incidence 1.23(0.94–1.59)) (Table 4).

No deaths occurred in the risk or control periods.

Discussion

Our analysis demonstrated that the 12 and 18 month

vaccinations are not associated with an increase in adverse events

immediately following vaccination. Instead it showed a reduced

risk in this period, which is likely a result of the previously

Table 1. Relative incidence of combined endpoint (hospital admission or emergency room visit) following 12 month vaccination.

Risk interval* Endpoints during risk interval (n) Relative Incidence (95% CI) P value

Day 4 621 1.15 (1.06–1.25) 0.0008

Day 5 641 1.19 (1.10–1.29) ,0.0001

Day 6 647 1.20 (1.11–1.31) ,0.0001

Day 7 644 1.20 (1.10–1.30) ,0.0001

Day 8 870 1.62 (1.50–1.74) ,0.0001

Day 9 1096 2.04 (1.91–2.17) ,0.0001

Day 10 991 1.84 (1.72–1.97) ,0.0001

Day 11 923 1.72 (1.60–1.84)) ,0.0001

Day 12 713 1.32 (1.22–1.43) ,0.0001

Days 4 to 12** (Combined risk interval) 6462 1.33(1.29–1.38) ,0.0001

Days 20–28 (Control Interval) 4845 NA NA

*Risk and control intervals expressed as days following vaccination.
**Total number of endpoints in the combined risk interval are less than the cumulative individual day event total because some children may have experienced events
in multiple days and only the first event is counted.
doi:10.1371/journal.pone.0027897.t001

Table 2. Increased risk of combined endpoints from vaccination.

Vaccination

Additional children experiencing at least one event

(per 100,000 vaccinations) Number vaccinated Number vaccinated per excess event

12 months 595 271,495 168

18 months 137 184,312 730

doi:10.1371/journal.pone.0027897.t002

Safety of 13 and 18 Month Vaccination
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documented healthy vaccinee effect [9,13,14]. We identified an

increase in events occurring between 4 and 12 days post-

vaccination for the 12 month and, to a lesser extent and for a

shorter time period for the 18 month vaccines. The majority of

these events represented ER visits and at their peak, on day 9

following the 12 month vaccine, were approximately twice the

baseline rate. Although there was an increase in hospital admission

in each period, none of these increases were statistically significant.

Overall the increase in event rate following the 12 month vaccines

accounted for approximately 598 extra children experiencing one

or more ER visits during the risk interval per 100,000

vaccinations. The average acuity of patients presenting to the

emergency room was similar to that in the control period. The

conditions for which there were the largest increase in risk for

presentation to the emergency room during the risk interval

compared to the control interval following the 12 month vaccine

were febrile convulsions, fever and viral exanthema, consistent

with the known adverse event profile of MMR and varicella

vaccines. There were 20 additional febrile seizures for every

100,000 children vaccinated at 12 months.

The development of an inflammatory response approximately

one week after vaccination is recognized in the literature. For

example, the Centres for Disease Control and Prevention list days

7 to 12 post vaccination as the highest risk period for developing

fever and possibly a rash [15]. This closely coincides with our

observation of the time period during which emergency room

visits peaked. A previous twin study also identified the develop-

ment of systemic symptoms between days 6 and 14 and peaking on

day 10 [9]. A study of febrile seizures following MMR vaccination

identified the highest at risk period to be 8 to 14 days following

vaccination and a relative risk of 2.83 and other studies have made

similar observations [5,6,16]. These are consistent with our

findings. While it is known that vaccines can produce these

adverse events, our study demonstrated the population wide

impact of this effect and that these events are resulting in an

increase in health services utilization. The estimated 595

additional children experiencing at least one event for every

100 000 vaccinated translates into approximately one child

experiencing at least one event per 168 children vaccinated. The

explanation for this effect is likely the controlled replication of the

virus creating a mild form of the illness the vaccine is designed to

prevent. The top diagnoses for the presentations to the emergency

room during the 12 month risk interval would all be consistent

with a mild viral illness.

The reduced effect at 18 months is likely due to this vaccination

in most instances being a second exposure to the antigen to which

the vast majority of children would have developed adequate

immunity. Residual events during this period may represent the

small percentage of children who did not immunologically respond

to the first dose of the vaccine.

Our study has several strengths. The use of the self-controlled

case series design allows for individuals to serve as their own

controls implicitly controlling for all fixed covariates [8,17].

Seasonal confounding is unlikely to have influenced our findings

since the 12 and 18th month vaccines are provided throughout the

year. The potential for confounding due to co-existent exposures

at 12 and 18 months exists, however, if such an exposure were to

be significant we would have expected to observe an effect at 18

months in our historical analysis. Our study included nearly all

children born in Ontario during the study period which

strengthens the generalizability of these findings. The combination

of the self-controlled case series design and our sample size

increased the power of our study to identify small effects. While

our study cannot establish causality it has many features that

support a causal relationship between vaccination and delayed

adverse events. These include the consistency with other studies

and a compelling biological model which explains the diagnoses in

the affected children and the reduction in effect with the 18 month

vaccinations. Furthermore, our historical analysis demonstrates

that the effect seen at 18 months after MMR vaccination in 2006–

2009 is not present in 2002–2005, when the MMR vaccine was

given only at 12 months and not at 18 months. The effect is still

clearly visible after the 12 month vaccination in the 2002–2005

data.

There are important limitations of this study. The first is that, as

mentioned, the healthy vacinee effect may have masked an

association in the immediate post-vaccination period. Second, we

cannot know whether a specific vaccine was associated with the

adverse events as multiple vaccines are typically administered at

each visit. However, we have previously demonstrated the safety of

the pentavalent vaccine which is given with the 18 month MMR

vaccine [18]. It is possible that the effects seen at 12 month are in

part due to the potential co-administration of the meningococcal C

vaccine, however, this is not a live vaccine and should create

inflammation in the immediate post-vaccination period as opposed

to one week later. Third, the codes we used for identifying the

reasons for presentation to the emergency room have not been

validated. However, we would expect that the diagnoses of febrile

convulsion to have a low misclassification error and has previously

been validated as a useful ER code in a separate dataset [19]. We

also did not look for increases in visits to physician offices that did

not result in presentation to the emergency room or admission and

cannot comment on the impact of immunization on that outcome.

Table 3. Relative incidences of individual endpoints (emergency room visit, hospital admission, death) during highest risk interval
compared to control period.

Outcome 12 months Events (risk/control) 18 months Events (risk/control)

Emergency visits 1.34 (1.29–1.39) 6395/4772 1.25 (1.18–1.34) 1264/3024

Admissions 1.08 (0.93–1.25) 356/330 1.23 (0.94–1.59) 78/191

Deaths - ,= 5/,=5 - 0/0

doi:10.1371/journal.pone.0027897.t003

Figure 5. Historical analysis of combined endpoints versus days following 12 and 18 month vaccination: April 2002–March 2005. a)
Before/after 12 month vaccination. b) Before/after 18 month vaccination. Count=number of combined endpoints of emergency room visit or
hospitalization. Days=number of days before or after vaccination, day 0 being the day of vaccination.
doi:10.1371/journal.pone.0027897.g005
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Our findings have important implications for those providing

care to children. The immediate risk of a serious adverse event

following immunization is low with both the vaccination visits that

contain the MMR and varicella vaccines. However, the 12 month

vaccines which typically contain the first dose of the MMR vaccine

is associated with an increased risk of an emergency room visit

approximately 4 to 12 days after immunization, peaking between

days 8 and 11. This increase in rate of a child experiencing at least

one event for every 158 vaccinated individuals is associated with a

similar acuity as the control period. If the presentation to the

emergency room was due to parental anxiety we would have

expected to see a reduction in acuity during the risk period. The

findings also suggest that the reactions are not severe since acuity

was not higher than the control period and furthermore, there

were few hospital admissions. Additional reassurance can be

derived from previous studies that identified no long-term

consequences related to vaccine associated febrile seizures [5,6].

The increase in ER visits we observed could be a result of

insufficient information being provided to parents who may not

expect their child to develop a reaction a week after vaccination.

In particular, the likelihood of this risk may be underestimated by

physicians. Our study also reinforces the reduced risk of events

following the second dose of MMR vaccine.

Given the effectiveness of the MMR vaccine in eliminating both

measles and rubella, and the highly infectious nature of these

diseases, high vaccination coverage is essential. The diseases that

the vaccines are preventing are not benign and vaccination can

eliminate many of the serious sequelae of these infections [20].

Complications from measles include otitis media (7–9% of cases),

pneumonia (1–6% of cases), encephalitis (1 per 1,000–2,000 cases),

subacute sclerosing panecephalitis (1 per 100,000 cases), and death

(1 per 3000 cases) [3,21]. Further studies attempting to predict

which children develop post-vaccination reactions, as well as

determining the effectiveness of prophylactic treatment with

antipyrectics prior to the high risk period for symptom

development are warranted.

Supporting Information
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42 USCS § 300aa-27

 Current through PL 116-8, approved 3/8/19 

United States Code Service - Titles 1 through 54  >  TITLE 42. THE PUBLIC HEALTH AND 

WELFARE  >  CHAPTER 6A. THE PUBLIC HEALTH SERVICE  >  VACCINES  >  NATIONAL 

VACCINE INJURY COMPENSATION PROGRAM  >  ASSURING A SAFER CHILDHOOD 

VACCINATION PROGRAM IN THE UNITED STATES

§ 300aa-27. Mandate for safer childhood vaccines

(a)General rule.  In the administration of this subtitle [42 USCS §§ 300aa-10 et seq.] and other pertinent laws 

under the jurisdiction of the Secretary, the Secretary shall--

(1)promote the development of childhood vaccines that result in fewer and less serious adverse 

reactions than those vaccines on the market on the effective date of this part [effective Dec. 22, 1987] 

and promote the refinement of such vaccines, and

(2)make or assure improvements in, and otherwise use the authorities of the Secretary with respect to, 

the licensing, manufacturing, processing, testing, labeling, warning, use instructions, distribution, 

storage, administration, field surveillance, adverse reaction reporting, and recall of reactogenic lots or 

batches, of vaccines, and research on vaccines, in order to reduce the risks of adverse reactions to 

vaccines.

(b)Task force.

(1)The Secretary shall establish a task force on safer childhood vaccines which shall consist of the 

Director of the National Institutes of Health, the Commissioner of the Food and Drug Administration, 

and the Director of the Centers for Disease Control.

(2)The Director of the National Institutes of Health shall serve as chairman of the task force.

(3)In consultation with the Advisory Commission on Childhood Vaccines, the task force shall prepare 

recommendations to the Secretary concerning implementation of the requirements of subsection (a).

(c)Report.  Within 2 years after the effective date of this part [effective Dec. 22, 1987], and periodically 

thereafter, the Secretary shall prepare and transmit to the Committee on Energy and Commerce of the House 

of Representatives and the Committee on Labor and Human Resources of the Senate a report describing the 

actions taken pursuant to subsection (a) during the preceding 2-year period.

History

   (July 1, 1944, ch 373, Title XXI, Subtitle 2, Part C, § 2127, as added Nov. 14, 1986,P.L. 99-660, Title III, Part A, § 

311(a), 100 Stat. 3777; Dec. 22, 1987, P.L. 100-203, Title IV, Subtitle D, § 4302(b)(1), 101 Stat. 1330-221; Dec. 19, 

1989, P.L. 101-239, Title VI, Subtitle D, § 6601(q), 103 Stat. 2292.)

UNITED STATES CODE SERVICE

Copyright © 2019 Matthew Bender & Company, Inc. a member of the LexisNexis Group ™ All rights reserved.
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

June 22, 2018 

Aaron Siri, Esq. 

Siri & Glimstad, LLP 
200 Park A venue, 17th Floor 

New York, NY 10166 

Re: POI Case No. 47575, 47756, 47782, 47783, 47881 

Dear Mr. Siri: 

Public Health Service 

National Institutes of Health 
Freedom of Information Office 

Building 31, Room 5B-35 
31 Center Drive, MSC 2107 

Bethesda, Maryland 20892-2107 
phone: (301) 496-5633 

fax: (301) 402-4541 

This is the final response to your Freedom of Information Act (FOIA) requests dated February 

15, April 10, April 16, and May 10, 2018, addressed to the FOIA Office, National Institutes of 

Health, (NIH) and received in this office on those same days. You requested: A copy of all 

materials associated with the meetings held by the Task Force on Safe Childhood Vaccines, 
(NIH FOIA Case Number 47575), a copy of the charter for the Task Force for Safer Childhood 

Vaccines (NIH FOIA Case Number 47756), all agendas, minutes, and transcripts of meetings 
held by the Task Force on Safer Childhood Vaccines, as well as records sufficient to reflect the 
dates of these meetings, any and all recommendations made by the Task Force for Safer 

Childhood Vaccines, and any and all resolutions voted upon by the Task Force on Safer 

Childhood Vaccines established pursuant to 42 U.S.C. § 300aa-27(b) (NIH FOIA Case Number 
47782, 47783, and 47881). All of the aforementioned requests stipulated the same search dates 

from January 1, 2009 to present. 

We queried the files of the NIH Office of the Director, Executive Secretariat, as well as the 
National Institute of Allergies and Infectious Diseases (NIAID) and no records responsive to 
your requests, 47575, 47782, 47783, and 47881 were found. Please be advised that the Task 

Force for Safer Childhood Vaccines was disbanded in 1998. 

We have found one record in connection with your request, 47756: The only record that we 
could find approaching that description is the attached letter establishing the Task Force in 1990. 

While this date falls out of the timeframe of your request, January 1, 2009 to present, we include 

this record with this response letter as a courtesy. 

Please note that, we are in the process of gathering records responsive to your most recent 

request, 48013, regarding, "A copy of any and all recommendations made by the Task 

Force on Safer Childhood Vaccines," from December 22, 1987 to present. We will review 

those records once that case is next in the queue for review. It is still behind several other cases 

as of the date of this letter, and all cases will be processed on a first-in first-out basis as mandated 

by the FOIA. 
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Page 2 - Mr. Siri (47575, 47756, 47782, 47783, 47881) 

If you are not satisfied with the processing and handling of this request you may contact the NIH 

FOIA Public Liaison and/or the Office of Government Information Services (OGIS): 

NIH FOIA Public Liaison 
Stephanie Clipper 

Public Affairs Specialist 

OGIS 
National Archives and Records Admin. 

8601 Adelphi Rd- OGIS 
Office of Communications and Public Liaison 

Building 1 Room 331 

College Park, MD 20740-6001 

202-741-5770 (phone) 

1 Center Drive 
Bethesda, MD 20892 

301-496-1828 (phone) 
nihfoia@mail.nih.gov ( email) 

1-877-684-6448 (toll-free) 

202-741-5769 (fax) 

otii s@ln·u-c1 .gov ( email) 

In certain circumstances provisions of the FOIA and HHS FOIA Regulations allow us to recover 

part of the cost of responding to your request. Because no unusual circumstances apply to the 
processing of your request, there is no charge associated with our response. 

If you have any questions about this response please call 301-496-5633 . 

Sincerely, 

~ - --. 

Gorka Garcia-Malene 

Freedom of Information Officer, NIH 

Enclosed: 1 page, PDF 
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Pilot comparative study on the health of vaccinated and 
unvaccinated 6- to 12-year-old U.S. children 
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1Professor, Department of Epidemiology and Biostatistics, School of Public Health, Jackson State University, Jackson, MS 39213, USA 
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3Associate Professor, Department of Epidemiology and Biostatistics, School of Public Health, Jackson State University, Jackson, MS 39213, USA 
4Former graduate student, Department of Epidemiology and Biostatistics School of Public Health, Jackson State University, Jackson, MS 39213, USA 

Abstract

Vaccinations have prevented millions of infectious illnesses, hospitalizations and deaths among U.S. children, yet the long-term health outcomes of the vaccination 
schedule remain uncertain. Studies have been recommended by the U.S. Institute of Medicine to address this question. This study aimed 1) to compare vaccinated and 
unvaccinated children on a broad range of health outcomes, and 2) to determine whether an association found between vaccination and neurodevelopmental disorders 
(NDD), if any, remained significant after adjustment for other measured factors. A cross-sectional study of mothers of children educated at home was carried out 
in collaboration with homeschool organizations in four U.S. states: Florida, Louisiana, Mississippi and Oregon. Mothers were asked to complete an anonymous 
online questionnaire on their 6- to 12-year-old biological children with respect to pregnancy-related factors, birth history, vaccinations, physician-diagnosed illnesses, 
medications used, and health services. NDD, a derived diagnostic measure, was defined as having one or more of the following three closely-related diagnoses: a 
learning disability, Attention Deficient Hyperactivity Disorder, and Autism Spectrum Disorder. A convenience sample of 666 children was obtained, of which 261 
(39%) were unvaccinated. The vaccinated were less likely than the unvaccinated to have been diagnosed with chickenpox and pertussis, but more likely to have been 
diagnosed with pneumonia, otitis media, allergies and NDD. After adjustment, vaccination, male gender, and preterm birth remained significantly associated with 
NDD. However, in a final adjusted model with interaction, vaccination but not preterm birth remained associated with NDD, while the interaction of preterm 
birth and vaccination was associated with a 6.6-fold increased odds of NDD (95% CI: 2.8, 15.5). In conclusion, vaccinated homeschool children were found to have 
a higher rate of allergies and NDD than unvaccinated homeschool children. While vaccination remained significantly associated with NDD after controlling for 
other factors, preterm birth coupled with vaccination was associated with an apparent synergistic increase in the odds of NDD. Further research involving larger, 
independent samples and stronger research designs is needed to verify and understand these unexpected findings in order to optimize the impact of vaccines on 
children’s health.

Abbreviations: ADHD: Attention Deficit Hyperactivity Disorder; 
ASD: Autism Spectrum Disorder; AOM: Acute Otitis Media; CDC: 
Centers for Disease Control and Prevention; CI: Confidence Interval; 
NDD: Neurodevelopmental Disorders; NHERI: National Home Education 
Research Institute; OR: Odds Ratio; PCV-7: Pneumococcal Conjugate 
Vaccine-7; VAERS: Vaccine Adverse Events Reporting System. 

Introduction 

Vaccines are among the greatest achievements of biomedical 
science and one of the most effective public health interventions of the 
20th century [1]. Among U.S. children born between 1995 and 2013, 
vaccination is estimated to have prevented 322 million illnesses, 21 million 
hospitalizations and 732,000 premature deaths, with overall cost savings of 
$1.38 trillion [2]. About 95% of U.S. children of kindergarten age receive 
all of the recommended vaccines as a requirement for school and daycare 
attendance [3,4], aimed at preventing the occurrence and spread of targeted 
infectious diseases [5]. Advances in biotechnology are contributing to the 
development of new vaccines for widespread use [6]. 

 Under the currently recommended pediatric vaccination schedule 
[7], U.S. children receive up to 48 doses of vaccines for 14 diseases 
from birth to age six years, a figure that has steadily increased since 
the 1950s, most notably since the Vaccines for Children program 
was created in 1994. The Vaccines for Children program began with 
vaccines targeting nine diseases: diphtheria, tetanus, pertussis, polio, 

Haemophilus influenzae type b disease, hepatitis B, measles, mumps, 
and rubella. Between 1995 and 2013, new vaccines against five other 
diseases were added for children age 6 and under: varicella, hepatitis A, 
pneumococcal disease, influenza, and rotavirus vaccine. 

 Although short-term immunologic and safety testing is performed 
on vaccines prior to their approval by the U.S. Food and Drug 
Administration, the long-term effects of individual vaccines and of 
the vaccination program itself remain unknown [8]. Vaccines are 
acknowledged to carry risks of severe acute and chronic adverse effects, 
such as neurological complications and even death [9], but such risks 
are considered so rare that the vaccination program is believed to be 
safe and effective for virtually all children [10]. 

There are very few randomized trials on any existing vaccine 
recommended for children in terms of morbidity and mortality, in 

*Correspondence to: Anthony R Mawson, Professor, Department of 
Epidemiology and Biostatistics, School of Public Health, Jackson State 
University, Jackson, MS 39213, USA, E-mail: Anthony.r.mawson@jsums.edu

Key words: acute diseases, chronic diseases, epidemiology, evaluation, health 
policy, immunization, neurodevelopmental disorders, vaccination 
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part because of ethical concerns involving withholding vaccines from 
children assigned to a control group. One exception, the high-titer 
measles vaccine, was withdrawn after several randomized trials in west 
Africa showed that it interacted with the diphtheria-tetanus-pertussis 
vaccine, resulting in a significant 33% increase in child mortality [11]. 
Evidence of safety from observational studies includes a limited number 
of vaccines, e.g., the measles, mumps and rubella vaccine, and hepatitis 
B vaccine, but none on the childhood vaccination program itself. 
Knowledge is limited even for vaccines with a long record of safety and 
protection against contagious diseases [12]. The safe levels and long-
term effects of vaccine ingredients such as adjuvants and preservatives 
are also unknown [13]. Other concerns include the safety and cost-
effectiveness of newer vaccines against diseases that are potentially 
lethal for individuals but have a lesser impact on population health, 
such as the group B meningococcus vaccine [14]. 

Knowledge of adverse events following vaccinations is largely 
based on voluntary reports to the Vaccine Adverse Events Reporting 
System (VAERS) by physicians and parents. However, the rate of 
reporting of serious vaccine injuries is estimated to be <1% [15]. These 
considerations led the former Institute of Medicine (now the National 
Academy of Medicine) in 2005 to recommend the development of a 
five-year plan for vaccine safety research by the Centers for Disease 
Control and Prevention (CDC) [16,17]. In its 2011 and 2013 reviews 
of the adverse effects of vaccines, the Institute of Medicine concluded 
that few health problems are caused by or associated with vaccines, and 
found no evidence that the vaccination schedule was unsafe [18,19]. 
Another systematic review, commissioned by the US Agency for 
Healthcare Research and Quality to identify gaps in evidence on the 
safety of the childhood vaccination program, concluded that severe 
adverse events following vaccinations are extremely rare [20]. The 
Institute of Medicine, however, noted that studies were needed: to 
compare the health outcomes of vaccinated and unvaccinated children; 
to examine the long-term cumulative effects of vaccines; the timing of 
vaccination in relation to the age and condition of the child; the total 
load or number of vaccines given at one time; the effect of other vaccine 
ingredients in relation to health outcomes; and the mechanisms of 
vaccine-associated injury [19]. 

A complicating factor in evaluating the vaccination program is 

that vaccines against infectious diseases have complex nonspecific 

effects on morbidity and mortality that extend beyond prevention of 

the targeted disease. The existence of such effects poses a challenge 

to the assumption that individual vaccines affect the immune system 

independently of each other and have no physiological effect other 

than protection against the targeted pathogen [21]. The nonspecific 

effects of some vaccines appear to be beneficial, while in others they 

appear to increase morbidity and mortality [22,23]. For instance, both 

the measles and Bacillus Calmette–Guérin vaccine reportedly reduce 

overall morbidity and mortality [24], whereas the diphtheria-tetanus-

pertussis [25] and hepatitis B vaccines [26] have the opposite effect. 

The mechanisms responsible for these nonspecific effects are unknown 

but may involve inter alia: interactions between vaccines and their 

ingredients, e.g., whether the vaccines are live or inactivated; the most 

recently administered vaccine; micronutrient supplements such as 

vitamin A; the sequence in which vaccines are given; and their possible 

combined and cumulative effects [21]. 

A major current controversy is the question of whether vaccination 

plays a role in neurodevelopmental disorders (NDDs), which broadly 

include learning disabilities, Attention Deficit Hyperactivity Disorder 

(ADHD) and Autism Spectrum Disorder (ASD). The controversy has 

been fueled by the fact that the U.S. is experiencing what has been 
described as a “silent pandemic” of mostly subclinical developmental 
neurotoxicity, in which about 15% of children suffer from a learning 
disability, sensory deficits, and developmental delays [27,28]. In 1996 
the estimated prevalence of ASD was 0.42%. By 2010 it had risen to 
1.47% (1 in 68), with 1 in 42 boys and 1 in 189 girls affected [29]. 
More recently, based on a CDC survey of parents in 2011–2014, 
2.24% of children (1 in 45) were estimated to have ASD. Rates of other 
developmental disabilities, however, such as intellectual disability, 
cerebral palsy, hearing loss, and vision impairments, have declined 
or remained unchanged [30]. Prevalence rates of Attention Deficit 
Hyperactivity Disorder (ADHD) have also risen markedly in recent 
decades [31]. Earlier increases in the prevalence of learning disability 
have been followed by declining rates in most states, possibly due to 
changes in diagnostic criteria [32]. 

It is believed that much of the increase in NDD diagnoses in 
recent decades has been due to growing awareness of autism and more 
sensitive screening tools, and hence to greater numbers of children 
with milder symptoms of autism. But these factors do not account 
for all of the increase [33]. The geographically widespread increase in 
ASD and ADHD suggests a role for an environmental factor to which 
virtually all children are exposed. Agricultural chemicals are a current 
focus of research [34-37]. 

A possible contributory role for vaccines in the rise in NDD 

diagnoses remains unknown because data on the health outcomes of 

vaccinated and unvaccinated children are lacking. The need for such 

studies is suggested by the fact that the Vaccine Injury Compensation 

Program has paid $3.2 billion in compensation for vaccine injury since 

its creation in 1986 [38]. A study of claims compensated by the Vaccine 

Injury Compensation Program for vaccine-induced encephalopathy 

and seizure disorder found 83 claims that were acknowledged as being 

due to brain damage. In all cases it was noted by the Court of Federal 

Claims, or indicated in settlement agreements, that the children had 

autism or ASD [39]. On the other hand, numerous epidemiological 

studies have found no association between receipt of selected vaccines 

(in particular the combined measles, mumps, and rubella vaccine) 

and autism [10,40-45], and there is no accepted mechanism by which 

vaccines could induce autism [46]. 

A major challenge in comparing vaccinated and unvaccinated 

children has been to identify an accessible pool of unvaccinated 

children, since the vast majority of children in the U.S. are vaccinated. 

Children educated at home (“homeschool children”) are suitable 

for such studies as a higher proportion are unvaccinated compared 

to public school children [47]. Homeschool families have an 

approximately equal median income to that of married-couple families 

nationwide, somewhat more years of formal education, and a higher 

average family size (just over three children) compared to the national 

average of just over two children [48-50]. Homeschooling families 

are slightly overrepresented in the south, about 23% are nonwhite, 

and the age distribution of homeschool children in grades K-12 is 

similar to that of children nationwide [51]. About 3% of the school-age 

population was homeschooled in the 2011-2012 school year [52]. 

The aims of this study were 1) to compare vaccinated and 

unvaccinated children on a broad range of health outcomes, including 

acute and chronic conditions, medication and health service 

utilization, and 2) to determine whether an association found between 

vaccination and NDDs, if any, remained significant after adjustment 

for other measured factors. 
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Methods 

Study planning 

To implement the study, a partnership was formed with the 
National Home Education Research Institute (NHERI), an organization 
that has been involved in educational research on homeschooling for 
many years and has strong and extensive contacts with the homeschool 
community throughout the country (www.nheri.org). The study 
protocol was approved by the Institutional Review Board of Jackson 
State University. 

Study design 

The study was designed as a cross-sectional survey of homeschooling 
mothers on their vaccinated and unvaccinated biological children ages 6 
to 12. As contact information on homeschool families was unavailable, 
there was no defined population or sampling frame from which a 
randomized study could be carried out, and from which response 
rates could be determined. However, the object of our pilot study was 
not to obtain a representative sample of homeschool children but a 
convenience sample of unvaccinated children of sufficient size to test 
for significant differences in outcomes between the groups.

We proceeded by selecting 4 states (Florida, Louisiana, Mississippi, 
and Oregon) for the survey (Stage 1). NHERI compiled a list of 
statewide and local homeschool organizations, totaling 84 in Florida, 
18 in Louisiana, 12 in Mississippi and 17 in Oregon. Initial contacts 
were made in June 2012. NHERI contacted the leaders of each statewide 
organization by email to request their support. A second email was 
then sent, explaining the study purpose and background, which the 
leaders were asked to forward to their members (Stage 2). A link was 
provided to an online questionnaire in which no personally identifying 
information was requested. With funding limited to 12 months, we 
sought to obtain as many responses as possible, contacting families 
only indirectly through homeschool organizations. Biological mothers 
of children ages 6-12 years were asked to serve as respondents in order 
to standardize data collection and to include data on pregnancy-related 
factors and birth history that might relate to the children's current 
health. The age-range of 6 to 12 years was selected because most 
recommended vaccinations would have been received by then. 

Recruitment and informed consent 

Homeschool leaders were asked to sign Memoranda of Agreement 
on behalf of their organizations and to provide the number of member 
families. Non-responders were sent a second notice but few provided 
the requested information. However, follow-up calls to the leaders 
suggested that all had contacted their members about the study. Both 
the letter to families and the survey questions were stated in a neutral 
way with respect to vaccines. Our letter to parents began: 

“Dear Parent, This study concerns a major current health question: 
namely, whether vaccination is linked in any way to children's long-term 
health. Vaccination is one of the greatest discoveries in medicine, yet 
little is known about its long-term impact. The objective of this study 
is to evaluate the effects of vaccination by comparing vaccinated and 
unvaccinated children in terms of a number of major health outcomes …” 

Respondents were asked to indicate their consent to participate, to 
provide their home state and zip code of residence, and to confirm that 
they had biological children 6 to 12 years of age. The communications 
company Qualtrics (http://qualtrics.com) hosted the survey website. 
The questionnaire included only closed-ended questions requiring 
yes or no responses, with the aim of improving both response and 
completion rates. 

A number of homeschool mothers volunteered to assist NHERI 
promote the study to their wide circles of homeschool contacts. A 
number of nationwide organizations also agreed to promote the study 
in the designated states. The online survey remained open for three 
months in the summer of 2012. Financial incentives to complete the 
survey were neither available nor offered. 

Definitions and measures 

Vaccination status was classified as unvaccinated (i.e., no 

previous vaccinations), partially vaccinated (received some but not 

all recommended vaccinations) and fully vaccinated (received all 

recommended age-appropriate vaccines), as reported by mothers. 

These categories were developed on the premise that any long-term 

effects of vaccines would be more evident in fully-vaccinated than in 

partially-vaccinated children, and rare or absent in the unvaccinated. 

Mothers were asked to use their child’s vaccination records to indicate 

the recommended vaccines and doses their child had received. 

Dates of vaccinations were not requested in order not to overburden 

respondents and to reduce the likelihood of inaccurate reporting; nor 

was information requested on adverse events related to vaccines, as 

this was not our purpose. We also did not ask about dates of diagnoses 

because chronic illnesses are often gradual in onset and made long after 

the appearance of symptoms. Since most vaccinations are given before 

age 6, vaccination would be expected to precede the recognition and 

diagnosis of most chronic conditions. 

Mothers were asked to indicate on a list of more than 40 acute and 

chronic illnesses all those for which her child or children had received 

a diagnosis by a physician. Other questions included the use of health 

services and procedures, dental check-ups, “sick visits” to physicians, 

medications used, insertion of ventilation ear tubes, number of days 

in the hospital, the extent of physical activity (number of hours the 

child engaged in “vigorous” activities on a typical weekday), number 

of siblings, family structure (mother and father living in the home, 

divorced or separated), family income and/or highest level of education 

of mother or father, and social interaction with children outside the 

home (i.e., amount of time spent in play or other contact with children 

outside the household). Questions specifically for the mother included 

pregnancy-related conditions and birth history, use of medications 

during pregnancy, and exposure to an adverse environment (defined 

as living within 1-2 miles of a furniture manufacturing factory, 

hazardous waste site, or lumber processing factory). NDD, a derived 

diagnostic category, was defined as having one or more of the following 

three closely related and overlapping diagnoses: a learning disability, 

Attention Deficit Hyperactivity Disorder (ADHD) and Autism 

Spectrum Disorder (ASD) [53]. 

Statistical methods 

Unadjusted bivariate analyses using chi-square tests were 
performed initially to test the null hypothesis of no association between 
vaccination status and health outcomes, i.e., physician-diagnosed acute 
and chronic illnesses, medications, and the use of health services. In 
most analyses, partially and fully vaccinated children were grouped 
together as the “vaccinated” group, with unvaccinated children as the 
control group. The second aim of the study was to determine whether 
any association found between vaccination and neurodevelopmental 
disorders remained significant after controlling for other measured 
factors. Descriptive statistics on all variables were computed to 
determine frequencies and percentages for categorical variables and 
means (± SD) for continuous variables. The strength of associations 
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between vaccination status and health outcomes were tested using odds 
ratios (OR) and 95% Confidence Intervals (CI). Odds ratios describe the 
strength of the association between two categorical variables measured 
simultaneously and are appropriate measures of that relationship in a 
cross-sectional study [54]. Unadjusted and adjusted logistic regression 
analyses were carried out using SAS (Version 9.3) to determine the 
factors associated with NDDs. 

Results 

Socio-Demographic characteristics of respondents 

The information contained in 415 questionnaires provided data 
on 666 homeschool children. Table 1 shows the characteristics of 
the survey respondents. Mothers averaged about 40 years of age, 
were typically white, college graduates, with household incomes 
between $50,000 to $100,000, Christian, and married. The reasons for 
homeschooling for the majority of respondents (80-86%) were for a 
moral environment, better family relationships, or for more contact 
with their child or children. 

The children as a group were similarly mostly white (88%), with 
a slight preponderance of females (52%), and averaged 9 years of age. 
With regard to vaccination status, 261 (39%) were unvaccinated, 208 
(31%) were partially vaccinated, and 197 (30%) had received all of the 
recommended vaccinations. All statistical analyses are based on these 
numbers. 

Acute illness 

Vaccinated children (N=405), combining the partially and fully 

vaccinated, were significantly less likely than the unvaccinated to have 

had chickenpox (7.9% vs. 25.3%, p <0.001; Odds Ratio = 0.26, 95% 

Confidence Interval: 0.2, 0.4) and whooping cough (pertussis) (2.5% 

vs. 8.4%, p <0.001; OR 0.3, 95% CI: 0.1, 0.6), and less likely, but not 

significantly so, to have had rubella (0.3% vs. 1.9%, p = 0.04; OR 0.1, 

95% CI: 0.01, 1.1). However, the vaccinated were significantly more 

likely than the unvaccinated to have been diagnosed with otitis media 

(19.8% vs. 5.8%, p <0.001; OR 3.8, 95% CI: 2.1, 6.6) and pneumonia 

(6.4% vs. 1.2%, p = 0.001; OR 5.9, 95% CI: 1.8, 19.7). No significant 

differences were seen with regard to hepatitis A or B, high fever in 

the past 6 months, measles, mumps, meningitis (viral or bacterial), 

influenza, or rotavirus (Table 2). 

Chronic illness 

Vaccinated children were significantly more likely than the 

unvaccinated to have been diagnosed with the following: allergic 

rhinitis (10.4% vs. 0.4%, p <0.001; OR 30.1, 95% CI: 4.1, 219.3), other 

allergies (22.2% vs. 6.9%, p <0.001; OR 3.9, 95% CI: 2.3, 6.6), eczema/

atopic dermatitis (9.5% vs. 3.6%, p = 0.035; OR 2.9, 95% CI: 1.4, 6.1), a 

learning disability (5.7% vs. 1.2%, p = 0.003; OR 5.2, 95% CI: 1.6, 17.4), 

ADHD (4.7% vs. 1.0%, p = 0.013; OR 4.2, 95% CI: 1.2, 14.5), ASD (4.7% 

vs. 1.0%, p = 0.013; OR 4.2, 95% CI: 1.2, 14.5), any neurodevelopmental 

disorder (i.e., learning disability, ADHD or ASD) (10.5% vs. 3.1%, p 

<0.001; OR 3.7, 95% CI: 1.7, 7.9) and any chronic illness (44.0% vs. 

25.0%, p <0.001; OR 2.4, 95% CI: 1.7, 3.3). No significant differences 

were observed with regard to cancer, chronic fatigue, conduct disorder, 

Crohn’s disease, depression, Types 1 or 2 diabetes, encephalopathy, 

epilepsy, hearing loss, high blood pressure, inflammatory bowel 

disease, juvenile rheumatoid arthritis, obesity, seizures, Tourette’s 

syndrome, or services received under the Individuals with Disabilities 

Education Act (Table 3). 

Partial versus full vaccination 

Partially vaccinated children had an intermediate position between 
the fully vaccinated and unvaccinated in regard to several but not 
all health outcomes. For instance, as shown in Table 4, the partially 
vaccinated had an intermediate (apparently detrimental) position in 
terms of allergic rhinitis, ADHD, eczema, and learning disability. 

Gender differences in chronic illness 

Among the vaccinated (combining partially and fully vaccinated 

children), boys were more likely than girls to be diagnosed with a 

chronic condition – significantly so in the case of allergic rhinitis 

(13.9% vs. 7.2%, p = 0.03; OR 2.1, 95% CI: 1.1, 4.1), ASD (7.7% vs. 1.9%, 

p = 0.006; OR 4.3, 95% CI: 1.4, 13.2), and any neurodevelopmental 

disorder (14.4% vs. 6.7%, p = 0.01; OR 2.3, 95% CI: 1.2, 4.6) (Table 5). 

Use of medications and health services 

The vaccinated (combining the partially and fully vaccinated) were 

significantly more likely than the unvaccinated to use medication for 

allergies (20.0% vs. 1.2%, p <0.001; OR 21.5, 95% CI: 6.7, 68.9), to have 

used antibiotics in the past 12 months (30.8% vs. 15.4%, p <0.001; OR 

2.4, 95% CI: 1.6, 3.6), and to have used fever medications at least once 

(90.7% vs. 67.8%, p <0.001; OR 4.6, 95% CI: 3.0, 7.1). The vaccinated 

were also more likely to have seen a doctor for a routine checkup in the 

past 12 months (57.6% vs. 37.2%, p <0.001; OR 2.3, 95% CI: 1.7, 3.2), 

visited a dentist during the past year (89.4% vs. 80.5%, p <0.001; OR 

2.0, 95% CI: 1.3, 3.2), visited a doctor or clinic due to illness in the past 

year (36.0% vs. 16.0%, p <0.001; OR 3.0, 95% CI: 2.0, 4.4), been fitted 

with ventilation ear tubes (3.0% vs. 0.4%, p = 0.018; OR 8.0, 95% CI: 1.0, 

66.1), and spent one or more nights in a hospital (19.8% vs. 12.3%, p = 

0.012; OR 1.8, 95% CI: 1.1, 2.7) (Table 6). 

 Mean (SD) a

Age (n=407) 40.59 (6.7) 
 Number (%)a

Race  
     White 382 (92.5%)
      Non-White 21 (7.6%)
      Total 413
Education  
       High School Graduate or Less 35 (8.5%)
       Some College 114 (27.5%)
       College Graduate 187 (45.2%)
       Post-Graduates 78 (18.5%)
       Total 414
Total Gross Household Income  
< $49,999 123 (30.8%)
      $50,000-100,000 182 (45.5%)
> $100,000 95 (23.8%)
      Total 400
Religious Affiliation  
       Christianity 375 (91.2%)
      Non-Christianity 36 (8.8%)
      Total 411
Marital Status  
      Married 386 (93.7%)
      Not Married 26 (6.3%)
      Total 412

aMissing observations are excluded. 

Table 1. Characteristics of the respondentsa
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Vaccinated (n=405) Unvaccinated (n=261) Total (n=666) Chi-square P-value Odds Ratio (95% CI)

Chickenpox
     Yes 32 (7.9%) 66 (25.3%) 98 (14.7%)

38.229 < 0.001 0.26 (0.2 - 0.4)
     No 373 (92.1%) 195 (74.7%) 568 (85.3%)

Otitis media
     Yes 80 (19.8%) 16(5.8%) 96 (14.4%)

26.643 < 0.001 3.8 (2.1 - 6.6)
     No 325 (80.2%) 245 (94.2%) 507 (85.6%)

Pneumonia
     Yes 26 (6.4%) 3 (1.2%) 29 (4.4%)

10.585 < 0.001 5.9 (1.8 - 19.7)
     No 379 (93.6%) 258 (98.8%) 637 (95.6%)

Whooping cough
     Yes 10 (2.5%) 22 (8.4%) 32 (4.8%)

12.326 < 0.001 0.3 (0.1 - 0.6)
     No 395 (97.5%) 239 (91.6%) 634 (95.2%)

Rubella 
     Yes 1 (0.3%) 5 (1.9%) 6 (0.9%)

4.951 0.037 0.1 (0.01 - 1.1)
     No 404 (99.6%) 256 (98.1%) 660 (99.1%)

Table 2. Vaccination status and health outcomes – Acute Conditions

Chronic Disease Vaccinated (n=405) Unvaccinated (n=261) Chi-square P-value Odds Ratio (95% CI)

Allergic rhinitis      
Yes 42 (10.4%) 1 (0.4%)

26.21 < 0.001 30.1 (4.1 - 219.3)
363 (89.6%) 260 (99.6%)

Allergies      
     Yes 90 (22.2%) 18 (6.9%)

29.44 < 0.001 3.9 (2.3 - 6.6)
     No 315 (77.9%) 243 (93.1%)
ADHD      
     Yes 19 (4.7%) 3 (1.0%)

6.23 0.013 4.2 (1.2 - 14.5)
     No 386 (95.3%) 258 (99.0%)
ASD      

     Yes 19 (4.7%) 3 (1.0%)
6.23 0.013 4.2 (1.2 - 14.5)

     No 386 (95.3%) 258 (99.0%)
Eczema (atopic dermatitis)      

     Yes 38 (9.5%) 9 (3.6%)
8.522 0.035 2.9 (1.4 - 6.1)

     No 367 (90.5%) 252 (96.4%)
Learning Disability      

     Yes 23 (5.7%) 3 (1.2%)
8.6803 0.003 5.2 (1.6 - 17.4)

     No 382 (94.3%) 258 (98.9%)
Neurodevelopment Disorder      

     Yes 42 (10.5%) 8 (3.1%)
12.198 < 0.001 3.7 (1.7 - 7.9)

     No 313 (89.5%) 253 (96.9%)
Any Chronic Condition      

     Yes 178 (44.0%) 65 (24.9%)
24.8456 < 0.001 2.4 (1.7 - 3.3)

     No 227 (56.0%) 196 (75.1%)

Table 3. Vaccination status and health outcomes – Chronic Conditions

Figure 1. The overlap and distribution of physician-diagnosed neurodevelopmental disorders, based on mothers’ reports

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 45 RECEIVED NYSCEF: 08/24/2020



Mawson AR (2017) Pilot comparative study on the health of vaccinated and unvaccinated 6- to 12-year-old U.S. children

J Transl Sci, 2017         doi: 10.15761/JTS.1000186  Volume 3(3): 6-12

 Unvaccinated (n=261)
 Partially Vaccinated 

(n=208)

Fully Vaccinated 

(n=197)

Total 

(n=666)
Chi-Square P-value

Chronic Conditions       

Allergic rhinitis       
     Yes 1 (0.4%) 17 (8.2%) 25 (12.7%) 43 (6.5%)

29.6306 < 0.001
     No 260 (99.6%) 191 (91.8%) 172 (87.3%) 623 (93.5%)

Allergies       
     Yes 18 (6.9%) 47 (22.6%) 43 (21.8%) 108 (16.2%)

27.4819 < 0.001
     No 243 (93.1%) 161 (77.4%) 154 (78.2%) 558 (83.8%)
ADHD       
     Yes 3 (1.2%) 8 (3.9%) 11 (5.6%) 22 (3.3%)

7.1900 0.075
     No 258 (98.8%) 200 (96.1%) 186 (94.4%) 644 (96.7%)
ASD       

     Yes 3 (1.2%) 11 (5.3%) 8 (4.6%) 22 (3.3%)
6.7109 0.034

     No 258 (98.8%) 197 (94.7%) 189 (95.4%) 644 (96.7%)
Eczema (atopic 

dermatitis)       

     Yes 9 (3.5%) 18 (8.7%) 20 (10.2%) 47 (7.1%)
8.8683 0.012

     No 252 (96.5%) 190 (91.3%) 177 (89.8%) 619 (92.9%)
Learning Disability       

     Yes 3 (1.2%) 11 (5.3%) 12 (6.1%) 26 (3.9%)
8.8541 0.012

     No 258 (98.8%) 197 (94.7%) 185 (93.9%) 640 (96.1%)
NDD       

     Yes 8 (3.1%) 21 (10.1%) 21 (10.7%) 50 (7.5%)
12.2443 0.002

     No 253 (96.9%) 187 (89.9%) 176 (89.3%) 616 (92.5%)
Any Chronic Condition       

     Yes 65 (24.9%) 94 (45.2%) 84 (42.6%) 243 (36.5%)
25.1301 < 0.001

     No 196 (75.1%) 114 (54.8%) 113 (57.4%) 423 (63.5%)

Table 4. Partial versus full vaccination and chronic health conditions

 
Male 

(n=194)

Female 

(n=209)

Total 

(n=403)
Chi-square P-value

Odds Ratio  

(95% CI)

Allergic rhinitis  
     Yes 27 (13.9%) 15 (7.2%) 42 (10.4%)

4.8964 0.0269 2.1 (1.1 - 4.1)
     No 167 (86.1%) 194 (92.8%) 361 (90.0%)

Allergies  
     Yes 50 (25.8%) 40 (19.1%) 90 (22.3%)

2.5531 0.1101 1.5 (0.91 - 2.4)
     No 144 (74.2%) 168 (80. 9%) 313 (77.7%)
ADHD  
     Yes 13 (6.7%) 6 (2.9%) 19 (4.7%)

3.2856 0.0699 2.4 (0.90 - 6.5)
     No 181 (93.3%) 203 (97.1%) 384 (95.3%)
ASD  

      Yes 15 (7.7%) 4 (1.9%) 19 (4.7%)
7.5810 0.0059 4.3 (1.4 - 13.2)

       No 178 (92.3%) 205 (98.1%) 384 (95.3%)
Eczema  
      Yes 19 (9.89%) 19 (9.1%) 38 (9.4%)

0.0582 0.8094 1.1 (0.6 - 2.1)
      No 175 (90.2%) 190 (90.9%) 365 (90.6%)

Learning Disability  
      Yes 14 (7.2%) 9 (4.3%) 23 (5.7%)

1.5835 0.2083 1.7 (0.7 - 4.1)
      No 180 (92.8%) 200 (95.7%) 380 (94.3%)
NDD  

      Yes 28 (14.4%) 14 (6.7%) 42 (10.4%)
6.4469 0.0111 2.3 (1.2 - 4.6)

       No 166 (85.6%) 195 (93.3%) 361 (89.6%)
Any Chronic Condition  

     Yes 94 (48.5%) 83 (39.7%) 177 (43.9%)
3.1208 0.0773 1.4 (1.0 - 2.1)

     No 100 (51.5%) 126 (60.3%) 226 (56.1%)

Table 5. Chronic conditions and gender among vaccinated children

Factors associated with neurodevelopmental disorders 

The second aim of the study focused on a specific health outcome 

and was designed to determine whether vaccination was associated 

with neurodevelopmental disorders (NDD) and, if so, whether the 

association remained significant after adjustment for other measured 
factors. As noted, because of the relatively small numbers of children 
with specific diagnoses, NDD was a derived variable combining 
children with a diagnosis of one or more of ASD, ADHD and a learning 
disability. The close association and overlap of these diagnoses in the 
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study is shown in the figure above (Figure 1). The figure shows that 
the single largest group of diagnoses was learning disability (n=15) 
followed by ASD (n=9), and ADHD (n=9), with smaller numbers 
comprising combinations of the three diagnoses. 

Unadjusted analysis 

Table 7 shows that the factors associated with NDD in unadjusted 

logistic regression analyses were: vaccination (OR 3.7, 95% CI: 1.7, 7.9); 

male gender (OR 2.1, 95% CI: 1.1, 3.8); adverse environment, defined as 

living within 1-2 miles of a furniture manufacturing factory, hazardous 

waste site, or lumber processing factory (OR 2.9, 95% CI: 1.1, 7.4); 

maternal use of antibiotics during pregnancy (OR 2.3, 95% CI: 1.1, 4.8); 

and preterm birth (OR 4.9, 95% CI: 2.4, 10.3). Two factors that almost 

reached statistical significance were vaccination during pregnancy 

(OR 2.5, 95% CI: 1.0, 6.3) and three or more fetal ultrasounds (OR 3.2, 

95% CI: 0.92, 11.5). Factors that were not associated with NDD in this 

study included mother’s education, household income, and religious 

affiliation; use of acetaminophen, alcohol, and antacids during 

pregnancy; gestational diabetes; preeclampsia; Rhogham shot during 

pregnancy; and breastfeeding (data not shown). 

Adjusted analysis 

After adjustment for all other significant factors, those that 
remained significantly associated with NDD were: vaccination (OR 3.1, 
95% CI: 1.4, 6.8); male gender (OR 2.3, 95% CI: 1.2, 4.3); and preterm 
birth (OR 5.0, 95% CI: 2.3, 11.1). The apparently strong association 
between both vaccination and preterm birth and NDD suggested the 
possibility of an interaction between these factors. 

In a final adjusted model designed to test for this possibility, 
controlling for the interaction of preterm birth and vaccination, 
the following factors remained significantly associated with NDD: 
vaccination (OR 2.5, 95% CI: 1.1, 5.6), nonwhite race (OR 2.4, 95% 
CI: 1.1, 5.4), and male gender (OR 2.3, 95% CI: 1.2, 4.4). Preterm birth 
itself, however, was not significantly associated with NDD, whereas 
the combination (interaction) of preterm birth and vaccination was 
associated with 6.6-fold increased odds of NDD (95% CI: 2.8, 15.5) 
(Table 8).

Discussion 

Following a recommendation of the Institute of Medicine [19] for 
studies comparing the health outcomes of vaccinated and unvaccinated 

Vaccinated (n=405) Unvaccinated (n=261) Total (n=666) Chi-square P-value Odds Ratio (95% CI)

Medication Use

Medication for Allergy
      Yes 81 (20.0%) 3 (1.2%) 84 (12.6%)

51.170 < 0.001 21.5 (6.7 - 68.9)
      No 324 (80.0%) 258 (98.8%) 582 (87.4%)

Used antibiotics in the past 12 months 
      Yes 124 (30.8%) 40 (15.4%) 164 (24.7%)

20.092 < 0.001 2.4 (1.6 - 3.6)
      No 279 (69.2%) 220 (84.6%) 499 (75.3%)

Used fever medication 1+ times
      Yes 350 (90.7%) 173 (67.8%) 523 (81.6%)

53.288 < 0.001 4.6 (3.0 - 7.1)
      No 36 (9.3%) 82 (32.2%) 118 (18.4%)

Using fitted ear drainage tubes
      Yes 12 (3.0%) 1 (0.4%) 13 (2.0%)  5.592  0.018 8.0 (1.0 - 66.1)
      No 389 (97.0%) 260 (99.6%) 649 (98.0%)

Used medication for ADHD
      Yes 7 (1.7%) 3 (1.2%) 10 (1.5%)

0.346 0.556 -
      No 398 (98.3%) 256 (98.8%) 654 (98.5%)

Used medication for Seizures
      Yes 4 (1.0%) 1 (0.4%) 5 (0.8%)

0.769 0.653 -
      No 400 (99.0%) 258 (99.6%) 658 (99.2)

Health Services Utilization

Emergency Department visit in the past 12 
months
      Yes 38 (9.5%) 23 (9.0%) 61 (9.3%)

0.047 0.828 -
      No 364 (90.5%) 234 (91.0%) 598 (90.7%)

Sick visit to doctor in the past year
      Yes 145 (36.0%) 41 (16.0%) 186 (28.2%)

31.096 < 0.001 3.0 (2.0 - 4.4)
      No 258 (64.0%) 216 (84.0%) 474 (71.8%)

Ever spent one or more nights in the hospital
      Yes 80 (19.8%) 32 (12.3%) 112 (16.8%)

6.267 0.012 1.8 (1.1 - 2.7)
      No 325 (80.2%) 228 (87.7%) 553 (83.2%)

Seen doctor for checkup in past 12 months
      Yes 233 (57.6%) 97 (37.2%) 330 (49.6%)

26.336 < 0.001 2.3 (1.7 - 3.2)
      No 172 (42.4%) 164 (62.8%) 336 (50.4%)

Seen dentist in the past 12 months
      Yes 362 (89.4%) 210 (80.5%) 572 (85.9%)

10.424 < 0.001 2.0 (1.3 - 3.2)
      No 43 (10.6%) 51 (19.5%) 94 (14.1%)

Table 6. Vaccination status, medication use and health services utilization
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children, this study focused on homeschool children ages 6 to 12 
years based on mothers’ anonymous reports of pregnancy-related 
conditions, birth histories, physician-diagnosed illnesses, medications 
and healthcare use. Respondents were mostly white, married, and 
college-educated, upper income women who had been contacted and 

invited to participate in the study by the leaders of their homeschool 
organizations. Data from the survey were also used to determine 
whether vaccination was associated specifically with NDDs, a derived 
diagnostic category combining children with the diagnoses of learning 
disability, ASD and/or ADHD. 

With regard to acute and chronic conditions, vaccinated 

children were significantly less likely than the unvaccinated to have 

had chickenpox and pertussis but, contrary to expectation, were 

significantly more likely to have been diagnosed with otitis media, 

pneumonia, allergic rhinitis, eczema, and NDD. The vaccinated were 

also more likely to have used antibiotics, allergy and fever medications; 

to have been fitted with ventilation ear tubes; visited a doctor for a 

health issue in the previous year, and been hospitalized. The reason for 

hospitalization and the age of the child at the time were not determined, 

but the latter finding appears consistent with a study of 38,801 reports 

to the VAERS of infants who were hospitalized or had died after 

receiving vaccinations. The study reported a linear relationship between 

the number of vaccine doses administered at one time and the rate of 

hospitalization and death; moreover, the younger the infant at the time 

of vaccination, the higher was the rate of hospitalization and death 

[55]. The hospitalization rate increased from 11% for 2 vaccine doses 

to 23.5% for 8 doses (r2 = 0.91), while the case fatality rate increased 

significantly from 3.6% for those receiving from 1-4 doses to 5.4 % for 

those receiving from 5-8 doses. 

In support of the possibility that the number of vaccinations 
received could be implicated in risks of associated chronic illness, a 

NDD

Vaccination Status
Yes

(N=50)

No

(N=616)

Total*

(N=666)
Chi-Square P-value  OR (95% CI)**

     Vaccinated 42 363 405 
12.198 <0.001

3.7 (1.7 - 7.9)
     Not Vaccinated 8 253 261 Ref 

Race       
     Non-White 9 71 80

1.8208 0.177
1.7 (0.7 - 3.6)

     White 41 544 585 Ref
Child's Gender       

     Male 32 283 315 
5.9471 0.015

2.1 (1.1 - 3.8)
     Female 18 331 349 Ref

Adverse Environment       
     Yes 6 27 33 

5.8706 0.053
2.9 (1.1 - 7.4)

     No 40 523 563 Ref
     Do not know 4 66 70 0.8 (0.3 - 2.3)

Medication during 

Pregnancy - Antibiotics
      

     Yes 10 61 71 
4.950 0.026

2.3 (1.1 - 4.8)
     No 40 555 595 Ref

Medication during 

Pregnancy –Vaccinated
      

     Yes 6 32 38 
3.965 0.057

2.5 (1.0 - 6.3)
     No 44 583 627 Ref

Preterm birth       
     Yes 12 37 49 

22.910 < 0.001
4.9 (2.4 - 10.3)

     No 38 578 616 Ref
Ultrasound       

     None 3 71 74 
5.898 0.052

Ref
     1-3 times 30 419 449 1.7 (0.5 - 5.7)

> 3 times 17 124 141   3.2 (0.92 - 11.5)

*Numbers may not add to column totals due to missing or incomplete data.
**Note that Odds Ratios are the cross-product ratios of the entries in the 2-by-2 tables, and are an estimate of the relative incidence (or risk) of the outcome associated with the 
exposure factor.

Table 7. Unadjusted analysis of potential risk factors for neurodevelopmental disorders

 Adjusted Model (Model 1)                                                               
Adjusted Model with Interaction 

(Model 2)

Vaccination Status   
     Vaccinated 3.1 (1.4 - 6.8) 2.5 (1.1 - 5.6)
     Not Vaccinated Ref Ref
Race   
     Non-White 2.3 (1.0 - 5.2) 2.4 (1.1 - 5.4)
     White Ref Ref
Child's Gender   
     Male 2.3 (1.2 - 4.3) 2.3 (1.2 - 4.4)
     Female Ref Ref
Preterm birth  

NS     Yes 5.0 (2.3 - 11.1)
     No Ref
Preterm birth 

and Vaccination 

interaction

  

No interaction

Not in the model
Ref

Preterm and 

Vaccinated
6.6 (2.8 - 15.5) 

*Number of observation read 666, number of observations used 629. NDD=47, Not NDD 
= 582

Table 8. Adjusted logistic regression analyses of risk factors and NDD*
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comparison of unvaccinated, partially and fully vaccinated children in 
the present study showed that the partially vaccinated had increased but 
intermediate odds of chronic disease, between those of unvaccinated 
and fully vaccinated children, specifically for allergic rhinitis, ADHD, 
eczema, a learning disability, and NDD as a whole. 

The national rates of ADHD and LD are comparable to those of 
the study. The U.S. rate of ADHD for ages 4-17 (twice the age range of 
children than the present study), is 11% [31]. The study rate of ADHD 
for ages 6 to 12 is 3.3%, and 4.7% when only vaccinated children are 
included. The national LD rate is 5% [32], and the study data show 
a rate of LD of 3.9% for all groups, and 5.6% when only vaccinated 
children are included. However, the ASD prevalence of 2.24% from a 
CDC parent survey is lower than the study rate of 3.3%. Vaccinated 
males were significantly more likely than vaccinated females to have 
been diagnosed with allergic rhinitis, and NDD. The percentage of 
vaccinated males with an NDD in this study (14.4%) is consistent with 
national findings based on parental responses to survey questions, 
indicating that 15% of U.S. children ages 3 to 17 years in the years 
2006-2008 had an NDD [28]. Boys are also more likely than girls to be 
diagnosed with an NDD, and ASD in particular [29].

Vaccination was strongly associated with both otitis media and 
pneumonia, which are among the most common complications of 
measles infection [56,57]. The odds of otitis media were almost four-
fold higher among the vaccinated (OR 3.8, 95% CI: 2.1, 6.6) and the 
odds of myringotomy with tube placement were eight-fold higher than 
those of unvaccinated children (OR 8.0, 95% CI: 1.0, 66.1). Acute otitis 
media (AOM) is a very frequent childhood infection, accounting for 
up to 30 million physician visits each year in the U.S., and the most 
common reason for prescribing antibiotics for children [58,59]. The 
incidence of AOM peaks at ages 3 to 18 months and 80% of children 
have experienced at least one episode by 3 years of age. Rates of AOM 
have increased in recent decades [60]. Worldwide, the incidence of 
AOM is 10.9%, with 709 million cases each year, 51% occurring in 
children under 5 years of age [61]. Pediatric AOM is a significant 
concern in terms of healthcare utilization in the U.S., accounting for 
$2.88 billion in annual health care costs [62]. 

Numerous reports of AOM have been filed with VAERS. A search 
of VAERS for “Cases where age is under 1 and onset interval is 0 or 
1 or 2 or 3 or 4 or 5 or 6 or 7 days and Symptom is otitis media” [63] 
revealed that 438,573 cases were reported between 1990 and 2011, 
often with fever and other signs and symptoms of inflammation 
and central nervous system involvement. One study [64] assessed 
the nasopharyngeal carriage of S. pneumoniae, H. influenzae, and 
M. catarrhalis during AOM in fully immunized, partly immunized 
children with 0 or 1 dose of Pneumococcal Conjugate Vaccine-7 
(PCV7), and “historical control” children from the pre-PCV-7 era, 
and found an increased frequency of M. catarrhalis colonization in 
the vaccinated group compared to the partly immunized and control 
groups (76% vs. 62% and 56%, respectively). A high rate of Moraxella 
catarrhalis colonization is associated with an increased risk of AOM [65]. 

Successful vaccination against pneumococcal infections can lead to 
replacement of the latter in the nasopharyngeal niche by nonvaccine 
pneumococcal serotypes and disease [66]. Vaccination with PCV-7 has 
a marked effect on the complete microbiota composition of the upper 
respiratory tract in children, going beyond shifts in the distribution 
of pneumococcal serotypes and known potential pathogens and 
resulting in increased anaerobes, gram-positive bacteria and gram-
negative bacterial species. PCV-7 administration also correlates highly 
with the emergence and expansion of oropharyngeal types of species. 

These observations have suggested that eradication of vaccine serotype 
pneumococci can be followed by colonization of other bacterial species 
in the vacant nasopharyngeal niche, leading to disequilibria of bacterial 
composition (dysbiosis) and increased risks of otitis media. Long-term 
monitoring has been recommended as essential for understanding 
the full implications of vaccination-induced changes in microbiota 
structure [67]. 

The second aim of the paper focused on a specific health outcome 
and sought to determine whether vaccination remained associated 
with neurodevelopmental disorders (NDD) after controlling for 
other measured factors. After adjustment, the factors that remained 
significantly associated with NDD were vaccination, nonwhite race, 
male gender, and preterm birth. The apparently strong association 
between both vaccination and preterm birth and NDD suggested the 
possibility of an interaction between these factors. This was shown in a 
final adjusted model with interaction (controlling for the interaction of 
preterm birth with vaccination). In this model, vaccination, nonwhite 
race and male gender remained associated with NDD, whereas preterm 
birth itself was no longer associated with NDD. However, preterm birth 
combined with vaccination was associated with a 6.6-fold increased 
odds of NDD.

In summary, vaccination, nonwhite race, and male gender 
were significantly associated with NDD after controlling for other 
factors. Preterm birth, although significantly associated with NDD 
in unadjusted and adjusted analyses, was no longer associated with 
NDD in the final model with interaction. However, preterm birth and 
vaccination combined was strongly associated with NDD in the final 
adjusted model with interaction, more than doubling the odds of NDD 
compared to vaccination alone. Preterm birth has long been known as 
a major factor for NDD [68,69], but since preterm infants are routinely 
vaccinated, the separate effects of preterm birth and vaccination 
have not been examined. The present study suggests that vaccination 
could be a contributing factor in the pathogenesis of NDD but also 
that preterm birth by itself may have a lesser or much reduced role in 
NDD (defined here as ASD, ADHD and/or a learning disability) than 
currently believed. The findings also suggest that vaccination coupled 
with preterm birth could increase the odds of NDD beyond that of 
vaccination alone.

Potential limitations 

We did not set out to test a specific hypothesis about the association 
between vaccination and health. The aim of the study was to determine 
whether the health outcomes of vaccinated children differed from 
those of unvaccinated homeschool children, given that vaccines have 
nonspecific effects on morbidity and mortality in addition to protecting 
against targeted pathogens [11]. Comparisons were based on mothers’ 
reports of pregnancy-related factors, birth histories, vaccinations, 
physician-diagnosed illnesses, medications, and the use of health 
services. We tested the null hypothesis of no difference in outcomes 
using chi-square tests, and then used Odds Ratios and 96% Confidence 
Intervals to determine the strength and significance of the association. 

If the effects of vaccination on health were limited to protection 
against the targeted pathogens, as is assumed to be the case [21], no 
difference in outcomes would be expected between the vaccinated and 
unvaccinated groups except for reduced rates of the targeted infectious 
diseases. However, in this homogeneous sample of 666 children there 
were striking differences in diverse health outcomes between the 
groups. The vaccinated were less likely to have had chickenpox or 
whooping cough, as expected, but more likely to have been diagnosed 
with pneumonia and ear infections as well as allergies and NDDs. 
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What credence can be given to the findings? This study was not 
intended to be based on a representative sample of homeschool 
children but on a convenience sample of sufficient size to test for 
significant differences in outcomes. Homeschoolers were targeted for 
the study because their vaccination completion rates are lower than those 
of children in the general population. In this respect our pilot survey was 
successful, since data were available on 261 unvaccinated children. 

To eliminate opportunities for subjectivity or opinion in the data, 
only factual information was requested and the questions involved 
memorable events such as physician-diagnosed diseases in a child. 
With regard to minimizing potential bias in the information provided 
by mothers, all communications with the latter emphasized neutrality 
regarding vaccination and vaccine safety. To minimize recall bias, 
respondents were asked to use their child’s vaccination records. 
To enhance reliability, closed-ended questions were used and each 
set of questions had to be completed before proceeding to the next. 
To enhance validity, parents were asked to report only physician-
diagnosed illnesses. 

Mothers’ reports could not be validated by clinical records because 
the survey was designed to be anonymous. However, self-reports about 
significant events provide a valid proxy for official records when medical 
records and administrative data are unavailable [70]. Had mothers been 
asked to provide copies of their children’s medical records it would 
no longer have been an anonymous study and would have resulted 
in few completed questionnaires. We were advised by homeschool 
leaders that recruitment efforts would have been unsuccessful had we 
insisted on obtaining the children’s medical records as a requirement 
for participating in the study.

A further potential limitation is under-ascertainment of disease in 
unvaccinated children. Could the unvaccinated have artificially reduced 
rates of illness because they are seen less often by physicians and would 
therefore have been less likely to be diagnosed with a disease? The 
vaccinated were indeed more likely to have seen a doctor for a routine 
checkup in the past 12 months (57.5% vs. 37.1%, p < 0.001; OR 2.3, 
95% CI: 1.7, 3.1). Such visits usually involve vaccinations, which non-
vaccinating families would be expected to refuse. However, fewer visits 
to physicians would not necessarily mean that unvaccinated children 
are less likely to be seen by a physician if their condition warranted it. 
In fact, since unvaccinated children were more likely to be diagnosed 
with chickenpox and whooping cough, which would have involved a 
visit to the pediatrician, differences in health outcomes are unlikely to 
be due to under-ascertainment.

Strengths of the study include the unique design of the study, 
involving homeschool mothers as respondents, and the relatively 
large sample of unvaccinated children, which made it possible to 
compare health outcomes across the spectrum of vaccination coverage. 
Recruitment of biological mothers as respondents also allowed us to 
test hypotheses about the role of pregnancy-related factors and birth 
history as well as vaccination in NDD and other specific conditions. 
In addition, this was a within-group study of a demographically 
homogeneous population of mainly white, higher-income and college-
educated homeschooling families in which the children were all 6-12 
years of age. Information was provided anonymously by biological 
mothers, obviously well-informed about their own children’s vaccination 
status and health, which likely increased the validity of the reports. 

Conclusions 

Assessment of the long-term effects of the vaccination schedule on 

morbidity and mortality has been limited [71]. In this pilot study of 

vaccinated and unvaccinated homeschool children, reduced odds of 

chickenpox and whooping cough were found among the vaccinated, 

as expected, but unexpectedly increased odds were found for many 

other physician-diagnosed conditions. Although the cross-sectional 

design of the study limits causal interpretation, the strength and 

consistency of the findings, the apparent “dose-response” relationship 

between vaccination status and several forms of chronic illness, and 

the significant association between vaccination and NDDs all support 

the possibility that some aspect of the current vaccination program 

could be contributing to risks of childhood morbidity. Vaccination 

also remained significantly associated with NDD after controlling for 

other factors, whereas preterm birth, long considered a major risk 

factor for NDD, was not associated with NDD after controlling for 

the interaction between preterm birth and vaccination. In addition, 

preterm birth coupled with vaccination was associated with an apparent 

synergistic increase in the odds of NDD above that of vaccination 

alone. Nevertheless, the study findings should be interpreted with 

caution. First, additional research is needed to replicate the findings 

in studies with larger samples and stronger research designs. Second, 

subject to replication, potentially detrimental factors associated with 

the vaccination schedule should be identified and addressed and 

underlying mechanisms better understood. Such studies are essential 

in order to optimize the impact of vaccination of children’s health.
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Abstract

Febrile seizures represent a recognized serious adverse event following measles, mumps, and 

rubella (MMR) vaccination. We conducted a series of genome-wide association scans comparing 

children with MMR-related febrile seizures, children with febrile seizures unrelated to 
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vaccination, and controls with no history of febrile seizures. Two loci were distinctly associated 

with MMR-related febrile seizures, harboring the interferon-stimulated gene IFI44L (rs273259; P 

= 5.9×10−12 vs. controls; P =1.2×10−9 vs. MMR-unrelated febrile seizures) and the measles virus 

receptor CD46 (rs1318653; P = 9.6×10−11 vs. controls; P = 1.6×10−9 vs. MMR-unrelated febrile 

seizures). Furthermore, four loci were associated with febrile seizures in general implicating the 

sodium channel genes SCN1A (rs6432860; P = 2.2×10−16) and SCN2A (rs3769955; P = 

3.1×10−10), a TMEM16 family gene (TMEM16C; rs114444506; P = 3.7×10−20), and a region 

associated with magnesium levels (12q21.33; rs11105468; P = 3.4×10−11). Finally, functional 

relevance of TMEM16C was demonstrated with electrophysiological experiments in wild-type and 

knockout rats.

Vaccination is one of the most effective public health interventions and modern vaccines 

have an excellent safety record. However, on rare occasions some individuals experience 

serious adverse events. Investigating the underlying causes of such events is essential to 

maintain public confidence in vaccination and may help improve vaccine safety. Fever is a 

common reaction to immunization, and febrile seizures occasionally occur after vaccination, 

especially with live-virus vaccines such as the measles, mumps, and rubella (MMR) vaccine. 

Although generally well-tolerated, MMR vaccination almost triples the risk of febrile 

seizures in the second week following vaccination, resulting in an estimated 3 to 16 

additional febrile seizure cases per 10,000 vaccinated children1, 2. Overall, febrile seizures 

occur in 2–5% of children of European ancestry before 5 years of age3, often induced by 

fever from viral infections4.

Genetic studies of epileptic disorders with concomitant febrile seizures have identified a 

number of risk variants, particularly in ion channel genes5, 6. However, the vast majority of 

children with febrile seizures do not develop epilepsy7, and while family and twin studies 

suggest a strong genetic component to isolated febrile seizures8–10, little is known about 

specific genetic variants. It is also unknown whether distinct variants influence the risk of 

febrile seizures occurring as an adverse effect of MMR vaccination, or whether the MMR 

vaccine is just one of many possible stimuli that may trigger febrile seizures in susceptible 

individuals.

Here, we address these questions using a series of genome-wide association scans and 

replication genotyping, cell-based overexpression assays, and electrophysiological 

recordings of brain slices from wild-type and knockout rats.

RESULTS

Our study design is illustrated in Supplementary Figure 1. In the discovery stage, we 

conducted four genome-wide association scans: (1) MMR-related febrile seizures versus 

controls (2) MMR-related febrile seizures versus MMR-unrelated febrile seizures; (3) 

MMR-unrelated febrile seizures versus controls; and (4) febrile seizures overall versus 

controls. Sample characteristics and inclusion criteria are given in Supplementary Table 1. 

After imputation based on reference data from the 1000 Genomes Project, approximately 8.1 

million variants were included in each of the four association scans. Genomic inflation 

factors were 1.01, 1.00, 1.02, and 1.03 for the four scans, respectively, indicating minimal 
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population stratification. Quantile-quantile and Manhattan plots are shown in Supplementary 

Figure 2. Based on the discovery stage results, we selected 23 SNPs representing 16 loci for 

replication stage genotyping (Supplementary Fig. 3). Furthermore, we conducted analyses 

conditioning on the selected SNPs, but no additional SNPs fulfilling the selection criteria 

were identified. We applied a genome-wide significance threshold of P < 1.25×10−8 since 

four association scans were conducted. Six independent genetic loci were replicated and 

reached genome-wide significance in one or more of the combined analyses (Table 1 and 

Supplementary Table 2).

Distinct associations for MMR-related febrile seizures

Four loci reached genome-wide significance in the analysis of MMR-related febrile seizures 

versus controls. Out of these, two also reached genome-wide significance in the analysis of 

MMR-related febrile seizures versus MMR-unrelated febrile seizures while not showing any 

effect in the analysis of MMR-unrelated febrile seizures versus controls (Table 1). In 

agreement with this, a genetic risk score based on these two loci showed no association in a 

logistic regression analysis of MMR-unrelated febrile seizures versus controls (P = 0.42) 

while being highly significant in comparisons of MMR-related febrile seizures versus 

controls (P < 2×10−16) and versus MMR-unrelated febrile seizures (P < 2×10−16). Both loci 

were thus distinctly associated with febrile seizures following MMR vaccination. We found 

no evidence of interaction between the two top SNPs. There was also no interaction between 

either of the two SNPs and the four SNPs for febrile seizures overall in Table 1 and their 

effect estimates were not changed by conditioning on the four top SNPs for febrile seizures 

overall (results not shown). We considered all 48 genotyped or imputed variants (SNP and 

indels) with P < 1×10−5 at these two loci and searched for functional predictions. These 

variants were all in linkage disequilibrium (LD) with the top SNP at the given locus (r2 

between 0.47 and 1; Supplementary Table 3).

At the first locus for MMR-related febrile seizures on chromosome 1p31.1, the associated 

SNPs fall in a sharply defined 45-kb LD block containing the gene IFI44L (Fig. 1a). Among 

25 variants with P < 1×10−5, two were missense mutations (Supplementary Table 3). One of 

these, rs273259 (c.218A>G [p.His73Arg]; Ensembl transcript ENST00000370751), ranked 

among the lowest in P value at the locus and was selected for replication genotyping. It 

showed genome-wide significant association in MMR-related febrile seizures versus 

controls (odds ratio (OR) = 1.41, 95% confidence interval (CI) = 1.28–1.55; P = 5.9×10−12) 

and versus MMR-unrelated febrile seizures (OR = 1.42, 95% CI = 1.27–1.59; P = 

1.2×10−9). It was not predicted to be damaging by MutationTaster or PolyPhen-2, but 

appears to affect relative levels of splice isoforms. The risk allele, rs273259-A, for MMR-

related febrile seizures corresponds to decreased expression of exon 2 (of 

ENST00000370751 transcript), in which it resides, in lymphoblastoid cell lines11 and 

corresponds to decreased expression of IFI44L-001 (ENST00000370751) and increased 

expression of IFI44L-002 (ENST00000486882) relative to other transcripts11. In peripheral 

blood, rs273259-A is associated with decreased expression of the neighboring gene IFI4412. 

IFI44L and IFI44 belong to the group of interferon-stimulated genes (ISGs), and are both 

transcriptionally induced by type I interferon signaling. The expression of IFI44L (in 

dendritic cells) is significantly up-regulated following measles virus infection13. In a large-

Feenstra et al. Page 3

Nat Genet. Author manuscript; available in PMC 2015 June 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 46 RECEIVED NYSCEF: 08/24/2020



scale antiviral screen of ISGs, IFI44L modestly inhibited hepatitis C virus replication14. We 

tested whether IFI44L impacts replication of a recombinant measles virus expressing green 

fluorescent protein (GFP). Using a lentiviral ectopic expression assay14, three tested IFI44L 

variants had no effect on measles virus replication in immortalized human fibroblasts 

lacking STAT1 (Supplementary Fig. 4). Under these experimental conditions, IFI44L 

variants are not sufficient to confer direct antiviral protection against measles virus. Other 

cellular backgrounds or host factors may be important for a functional antiviral phenotype.

The most significant SNP at the second locus on chromosome 1q32.2, rs1318653 (OR = 

1.43, 95% CI = 1.28–1.59; P = 9.6×10−11 versus controls and OR = 1.48, 95% CI = 1.30–

1.67; P = 1.6×10−9 versus MMR-unrelated febrile seizures) lies between CD46 and CD34 

(Fig. 1b). None of the 23 variants with P < 1×10−5 at the locus were coding, nor were they 

reported in the GWAS catalog or as eQTLs (Supplementary Table 3). However one of these 

variants, rs2724384, which is intronic in CD46 and highly correlated with rs1318653 (r2 = 

0.95) has been reported in candidate gene studies to associate with immune response after 

MMR15, 16 and measles virus vaccination17. The variant rs2724384 was therefore also 

genotyped in the replication stage and reached genome-wide significance versus both 

controls and MMR-unrelated febrile seizures (Supplementary Table 2). The risk allele, 

rs2724384-A, for MMR-related febrile seizures corresponds to increased measles-specific 

IgG antibody levels15–17 and reduced IL-6, IFN-α, and TNF-α secretion following 

stimulation with vaccine-strain measles virus18. Furthermore, rs2724384-A is associated 

with increased expression of exons 7 and 8 of CD46 (ENST00000358170 transcript) in 

lymphoblastoid cell lines as well as increased expression of CD46-004 

(ENST00000367042) relative to other transcripts and increased overall expression of the 

gene11. CD46 encodes a type I membrane protein that is a regulatory part of the complement 

system, induces proliferation and differentiation of regulatory T cells19, and acts as a 

cellular receptor for measles virus20, 21, primarily vaccine-strain virus22.

Associations for febrile seizures in general

Variants at four loci reached genome-wide significance in the analysis of febrile seizures 

overall versus controls, and none of these differed between MMR-related febrile seizures 

and MMR-unrelated febrile seizures (Table 1 and Supplementary Table 2). A genetic risk 

score based on these four loci thus showed no effect in a logistic regression analysis of 

MMR-related febrile seizures versus MMR-unrelated febrile seizures (P = 0.22), but was 

highly significant in comparisons of MMR-related febrile seizures, MMR-unrelated febrile 

seizures, or febrile seizures overall versus controls (P < 2×10−16 in all three analyses). In the 

febrile seizures overall versus controls analysis, the 10% of children with the highest genetic 

risk scores were at almost 4 times higher risk than the 10% of children with the lowest risk 

scores (OR = 3.73, 95% CI = 3.06–4.56). We found no evidence of interaction between the 

four top SNPs and their effect estimates were also not changed by conditioning on the two 

SNPs for MMR-related febrile seizures in Table 1 (results not shown). The loci that were 

genome-wide significant in the febrile seizures overall versus controls analysis were also 

selected for genotyping in an auxiliary replication set of febrile seizures patients with 25 or 

more years of follow-up without any epilepsy diagnosis. Three out of four loci were 

replicated (Preplication < 0.05 and Pcombined < 1.25×10−8) when using this smaller alternative 
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replication set (Supplementary Table 4). The febrile seizure cases in our main analysis were 

followed in the Danish National Patient Register until a median age of 15 years for the 

discovery stage cases and 10 years for the replication stage cases. In this time period 92 out 

of 1,999 discovery stage cases (4.6%) and 53 out of 1,443 replication stage cases (3.7%) had 

an epilepsy or non-febrile seizure diagnosis. We performed a sensitivity analysis excluding 

those cases and found very similar results compared with the main analysis (Supplementary 

Table 5). Next, we considered all 347 genotyped or imputed variants (SNP and indels) with 

P < 1×10−5 at the four loci and searched for functional predictions for these variants. 

Correlations with the top SNP at each locus ranged from r2 = 0.09 to 1 (Supplementary 

Table 6).

Two loci harboring sodium channel genes

At the first locus for febrile seizures overall on chromosome 2q24.3, rs3769955 yielded the 

lowest P value (OR = 1.22, 95% CI = 1.15–1.30; P = 3.1×10−10). This SNP is intronic in 

SCN2A and lies in an LD block stretching into the neighboring gene CSRNP3 (Fig. 2a). 

None of the 41 variants with P < 1×10−5 at the locus were coding (Supplementary Table 6), 

nor were they reported in the GWAS catalog or as eQTLs. SCN2A encodes the voltage-gated 

Na+ channel alpha-subunit NaV1.2, which plays an essential role in the initiation and 

propagation of action potentials in neurons. NaV1.2 is located with high density in the axon 

initial segment of excitatory cortical and hippocampal neurons23. Rare missense mutations 

in SCN2A are reported to cause benign familial neonatal and infantile seizures (BFNIS)24 by 

a gain-of-function mechanism that increases excitability of these neurons25. Furthermore, a 

febrile increase in temperature from 37°C to 41°C has been shown to directly increase 

NaV1.2 channel excitability in HEK-293T cells, supporting a role for SCN2A in febrile 

seizure genesis23.

The second locus is also on chromosome 2q24.3 in a region containing SCN1A, TTC21B and 

the non-coding transcripts LOC100506124 and LOC100506134 (Fig. 2b and Supplementary 

Table 6). Four SNPs at the locus were genotyped in the replication stage, all reaching 

genome-wide significance (Supplementary Table 2). The lowest P value was seen for 

rs6432860 (OR = 1.34, 95% CI = 1.25–1.43; P = 2.2×10−16), a synonymous SNP in SCN1A 

and an eQTL for TTC21B in the liver26. Among 238 variants with P < 1×10−5 at the locus, 

rs7587026 was reported to associate with mesial temporal lobe epilepsy with hippocampal 

sclerosis with febrile seizures27 in a recent GWAS meta-analysis, with the reported risk 

allele, rs7587026-A, corresponding to increased risk of febrile seizures in our data 

(Supplementary Table 6). Another associated SNP at the locus, rs3812718, affects 

alternative splicing of SCN1A in brain tissue27, 28, and was significantly associated with 

febrile seizures in general in two relatively small sample sets, but not in a third27. Again, the 

reported risk allele, rs3812718-A, corresponded to increased risk of febrile seizures in our 

data (Supplementary Table 6). SCN1A encodes the voltage-gated Na+ channel alpha-subunit 

NaV1.1, which is expressed predominantly in the axon initial segment of inhibitory 

interneurons29. Rare mutations in SCN1A cause a wide spectrum of epilepsy syndromes, 

including genetic epilepsy with febrile seizures plus (GEFS+) and Dravet syndrome (DS, 

also known as severe myoclonic epilepsy of infancy)5, depending on the nature of the 

mutation and possible genetic modifiers on other genes30.
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In the larger region encompassing both loci, rs3769955 and rs6432860 are 660 kb apart in 

different LD blocks with r2 = 0.02 and D’ = 0.24 between the two SNPs based on the 

replication stage genotypes. Conditioning on either SNP left little residual association signal 

in its own LD block while only mildly attenuating the signal in the other block 

(Supplementary Fig. 5a,b). In an analysis conditional on both top SNPs, no SNP in the 

region achieved P < 5×10−4. (Supplementary Fig. 5c).

Large-effect variants at TMEM16C locus

The most significant SNP at the third locus for febrile seizures overall on chromosome 

11p14.2, rs114444506 (OR = 2.09, 95% CI = 1.79–2.44; P = 3.7×10−20), lies in the first 

intron of the TMEM16C (also known as ANO3) splice variant ANO3-201 

(ENST00000537978) (Fig. 2c). None of the 30 variants with P < 1×10−5 at the locus were 

coding (Supplementary Table 6), nor were they reported in the GWAS catalog or as eQTLs. 

TMEM16C (ANO3) belongs to the TMEM16 (anoctamin) protein family, a group of ten 

homologous transmembrane proteins that includes at least two Ca2+-activated chloride 

channels and other members about which less is yet known31. Rare TMEM16C missense 

mutations have been found to segregate with autosomal dominant craniocervical dystonia 

and high expression of the gene in human striatum, hippocampus and cortex has been 

documented32. It was recently demonstrated that Tmem16C (Ano3−/−) knockout rats exhibit 

hyperexcitability of nociceptive neurons and a decreased threshold for pain33. Below, we 

investigate the potential role of TMEM16C in seizure genesis through electrophysiological 

recordings in brain slices from wild-type and knockout rats.

A locus associated with serum magnesium levels

At the fourth locus for febrile seizures overall, the top SNP, rs11105468 (OR = 1.25, 95% 

CI = 1.17–1.33; P = 3.4×10−11), is located in an intergenic region on chromosome 12q21.33 

(Fig. 2d). All 38 variants with P < 1×10−5 at the locus were intergenic (Supplementary 

Table 6); none were eQTLs, but several were reported in a GWAS of serum magnesium 

levels, with P = 3.8×10−12 for rs1110546834. For these SNPs, the allele associated with 

lower magnesium levels was associated with increased risk of febrile seizures in our data. It 

is well established that magnesium deprivation can lead to seizures in laboratory animals35 

and humans36, and in vitro experiments have shown that magnesium deficiency results in 

spontaneous epileptiform discharges in rat hippocampal brain slices37. At the molecular 

level, Mg2+ blocks the channel pore of excitatory N-methyl-D-aspartate (NMDA) receptors 

under basal conditions. The Mg2+ blockade is relieved by cellular depolarization thus 

allowing Ca2+ and Na+ to enter the postsynaptic neuron as potassium exits38. To explore the 

role of other variants associated with magnesium levels, we looked up the top SNP at all 9 

confirmed and suggestive loci for serum magnesium levels34, but apart from the 12q21.33 

locus these loci were not associated with febrile seizures (Supplementary Table 7).

Electrophysiology, TMEM16C knockout rats

We performed electrophysiological recordings in brain slices of wild-type and Tmem16C 

knockout rats33 to investigate potential mechanisms involving TMEM16C in febrile seizure 

genesis. Given the role of anterior hypothalamic nucleus (AHN) in thermoregulation39, we 
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first performed whole-cell patch-clamp recordings of AHN neurons to determine the effect 

of TMEM16C on spontaneous action potential (SAP) firing patterns at different 

temperatures. Recordings were done in slices from postnatal day (P) 10 to 12 male rats at 

33°C, 36.5°C, and 40°C, and we found a significantly lower proportion of heat sensitive 

neurons (increased SAP firing with increasing local brain temperature) in Tmem16C 

knockout rats compared to wild-type rats (Fig. 3, Fisher’s exact test, P = 0.005, n = 30 for 

each group; see Supplementary Fig. 6 for the distribution and comparable membrane 

properties of AHN neurons from wild-type and Tmem16C knockout rats).

The hippocampus is often the focus of seizures; hence, we next examined whether 

TMEM16C influences hippocampal neuronal excitability. We performed whole-cell current 

clamp recordings of hippocampal pyramidal neurons from P14 male wild-type and 

Tmem16C knockout rats at different temperatures. Slice recordings from CA1 pyramidal 

neurons revealed that the resting membrane potential (Vm) is more depolarized by 4–5 mV 

in Tmem16C knock-out rats compared with wild-type controls at room temperature 

(Supplementary Fig. 7a, Student’s t-test, P < 0.05, n = 9–11). Furthermore, current step 

injections revealed that neurons from knockout rats fire more action potentials than wild-

type neurons at the same amount of injected current (Supplementary Fig. 7e,f). To mimic 

body temperature shifts in fever, we performed similar experiments at 36.5°C and 40°C and 

found hippocampal neurons without Tmem16C to display increased excitability at both 

temperatures (Fig. 4, two-way ANOVA, P < 0.01).

DISCUSSION

In this work, designed to investigate both the genetics of an adverse vaccination effect and 

of febrile seizures, we demonstrated that two loci were distinctly associated with febrile 

seizures as an adverse event following MMR vaccination and that four additional loci were 

associated with febrile seizures in general. Further, in the absence of TMEM16C, 

hypothalamic neurons were less responsive to heat, which could lead to impaired 

homeostatic control when body temperature rises, and hippocampal neurons became 

hyperexcitable, which could possibly contribute to febrile seizure genesis.

Our findings, implicating loci harboring the innate immune system genes IFI44L and CD46, 

represent a first step in understanding the biological mechanisms underlying febrile seizures 

as an adverse effect of MMR vaccination. An important next step will be to elucidate the 

pathways by which the identified variants influence the immune response and contribute to 

the development of fever, seizures, or both. One possibility might be that the pathogenic 

mechanism of MMR-related febrile seizures involves two independent steps: febrile 

response influenced by the distinct MMR-related febrile seizure variants, and then, given 

fever, seizure response influenced by the general febrile seizure variants. A genetic study of 

children with detailed information about febrile response after MMR vaccination would be 

needed to reveal if the IFI44L and CD46 variants are associated with specific fever patterns 

also in individuals who are not susceptible to febrile seizures. Other future investigations are 

required to identify the precise identity of causal variants at the loci and to determine 

whether the variants are associated with response to other vaccines or to live virus 
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infections. Eventually such knowledge may translate into improved vaccine design or 

personalized vaccination strategies.

Concerning febrile seizures in general, SCN1A and SCN2A are strong functional candidates 

at the two independent 2q24.3 loci, since variants in these genes have been linked to a range 

of epilepsy syndromes, some involving febrile seizures5, 6. Some observations are worth 

noting. First, variants affecting SCN2A function are likely to show age-dependent changes in 

effect, since NaV1.2 channels are expressed early in development at the axon initial segment 

of principal neurons, but are gradually replaced by NaV1.6 channels during maturation. This 

has been suggested as a possible explanation for the age-dependent remission of seizures in 

BFNIS25, and might also play a role in the spontaneous remission of febrile seizures around 

6 years of age, if a causal link with SCN2A function underlies the febrile seizure association 

seen in our data. Second, given the predominant expression of NaV1.1 and NaV1.2 channels 

in the axon initial segment of inhibitory interneurons and excitatory pyramidal neurons, 

respectively, it is conceivable that the SCN1A variants affect risk of febrile seizures through 

decreased activity of the inhibitory circuitry, whereas the SCN2A variants act directly by 

increasing the activity of excitatory neurons. Third, rare SCN1A missense mutations are 

commonly found in DS and GEFS+, two epilepsy syndromes that include febrile seizures as 

part of the clinical presentation. Mice that are heterozygous for SCN1A loss-of-function 

mutations show a severe phenotype resembling DS29, 40, whereas mice heterozygous for 

GEFS+ SCN1A missense mutations only have partial loss of function and show a much less 

severe phenotype40, 41. In line with this pattern, we expect future investigations to uncover 

more subtle effects of the SCN1A variants identified here on febrile seizure susceptibility, 

e.g., involving decreased gene expression or altered regulation of alternative splicing.

The 12q21.33 association indicates that revived research into the role of magnesium 

deficiency in seizure susceptibility is warranted. In clinical practice, magnesium sulphate 

has long been used as an effective treatment for the seizures of neonatal tetany42 and 

eclampsia43, and oral magnesium supplementation has been suggested as an adjunct therapy 

in patients with drug resistant epileptic seizures44, 45. We note that other previously reported 

magnesium-related loci were not associated with febrile seizures. However, these findings 

were based on serum concentrations measured in adult participants34, and different loci may 

regulate different aspects of magnesium metabolism, such as tissue-specific bioavailability, 

over a lifetime.

The implication of TMEM16C variants in general febrile seizure susceptibility opens novel 

avenues for future research in the field of seizure disorders. Compared to typical GWAS 

findings in other complex diseases, the odds ratio estimate of 2.09 is unusually high, which 

together with the supportive electrophysiological results underline the importance of 

TMEM16C as a target for further inquiry. In nociceptive dorsal root ganglion neurons 

TMEM16C acts indirectly by modulating the properties of the sodium activated potassium 

(KNa) channel KCNT1 (SLACK)33, but it is unclear whether this is also the case in central 

neurons, e.g., hippocampal and hypothalamic neurons. Rare KCNT1 mutations have been 

reported in two early onset epileptic disorders46, 47, and it will be interesting to determine if 

the mechanism underlying the association with febrile seizures reported here involves 

altered cellular excitability through interaction between TMEM16C and KCNT1.

Feenstra et al. Page 8

Nat Genet. Author manuscript; available in PMC 2015 June 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 46 RECEIVED NYSCEF: 08/24/2020



Given the occurrence of febrile seizures in several epilepsy syndromes, one might speculate 

whether our association findings for general febrile seizures could be driven by the presence 

of infants who would later develop epilepsy, e.g., GEFS+ or DS. We consider this scenario 

highly unlikely since only a small fraction of febrile seizure cases is expected to later 

develop epilepsy7. Thus, an epilepsy variant would need to have an extremely large effect in 

this set and to be in strong LD with the top SNP at one of the loci for general febrile seizures 

in order to drive the association. However, among common SNPs at the four loci, the effect 

size for the only previously reported genome-wide significant epilepsy related SNP, 

rs7587026, was modest (OR = 1.42)27, and it is implausible that rare large-effect variants in 

SCN1A and SCN2A known to cause familial epilepsies can explain the associations with the 

common SNPs (risk allele frequencies > 0.4) reported here48. Furthermore, we found that 

results did not change when excluding febrile seizure cases who later developed epilepsy 

(Supplementary Table 5) and that three out of four loci replicated when using an auxiliary 

set of febrile seizure cases with more than 25 years of follow-up without any records of 

epilepsy (Supplementary Table 4) with the association signal for rs376995 at the last locus 

being consistent with the replication stage result in the main analysis (Table 1).

Our study was restricted to individuals of Danish descent, and further studies are needed to 

examine effects of the identified variants in populations of different ancestry. Several of the 

6 SNPs in Table 1 show substantial differences in allele frequency, particularly between 

East Asian and other populations (Supplementary Fig. 8). The incidence of febrile seizures 

varies considerably in different populations across the world. In Japan, 6–9% of children 

experience febrile seizures compared to 2–5% in children of European descent3, 49, and 

genetic studies in East Asian or other populations might reveal different febrile seizure loci. 

Further studies are also required to identify the functionally relevant variants at each locus 

and examine their effects in thoroughly characterized febrile seizure samples across the 

entire phenotypic spectrum; from isolated febrile seizures (simple or complex) to febrile 

seizures occurring in specific epilepsy syndromes, such as GEFS+ or DS.

In conclusion, using detailed health register information on vaccinations and febrile seizure 

episodes, we identified common variants at two loci associated with febrile seizures as an 

adverse event following MMR vaccination. From a public health perspective, it is essential 

to study the underlying causes of any serious adverse event of the MMR vaccine, a 

preventive pharmaceutical product given to millions of children each year, and our findings 

provide important leads for further research in the fields of immunogenetics and 

vaccinology. Concomitantly, we identified four loci associated with febrile seizures in 

general, which together with supporting evidence from electrophysiological experiments 

underline the importance of altered ion channel function in this common childhood disorder. 

Further functional studies will illuminate the biological mechanisms behind the associations 

reported here and might also provide more general insights into mechanisms of 

epileptogenesis and neuronal hyperexcitability.
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ONLINE METHODS

Subjects

The cases for both the discovery and replication stages were identified from the Danish 

National Patient Register, which includes individual-level information from all hospitals in 

Denmark including physician-assigned diagnoses and dates of hospital contact50. The 

register includes information on all inpatient admissions since 1977 and all emergency and 

outpatient hospital contacts since 1995 with diagnostic information coded according to the 

International Classification of Diseases (ICD, version 8 through 1993 and version 10 from 

1994). The positive predictive value of a diagnosis of febrile seizures (ICD-8 and ICD-10) 

recorded in the register is 93%51. Information on other medical conditions was similarly 

obtained from the Danish National Patient Register. Data on gestational age at birth were 

derived from the Danish Medical Birth Register, which records detailed information on all 

births in the country52. Information on vaccination status and date of vaccination was 

obtained from the Childhood Vaccination Database at Statens Serum Institut53. Two brands 

of MMR vaccine have been in use in Denmark through the period during which cases were 

recruited to the study. MMR II (Sanofi Pasteur MSD, Lyon, France [in the United States: 

Merck&Co, Whitehouse Station, NJ]) was used through October 17, 2008; this contains the 

Enders’ Edmonston measles strain, the Jeryl Lynn mumps strain, and the Wistar RA27/3 

rubella strain. From October 18, 2008, Priorix (GlaxoSmithKline Biologicals, Rixensart, 

Belgium) has been used; this contains the Schwarz measles strain, the Jeryl Lynn mumps 

strain, and the Wistar RA27/3 rubella strain. Varicella immunization is not included in the 

national vaccination program in Denmark. De-identified information was linked between 

these sources of data, which all have nationwide coverage, through the use of unique 

personal identifiers.

Cases for the discovery stage were identified from a background population of children born 

in Denmark between January 1, 1991, and December 31, 2008, with follow-up for an index 

event of febrile seizures between January 1, 1992, and January 1, 2010. Following 

identification of febrile seizure cases associated with MMR vaccination, cases of febrile 

seizures with no association to MMR vaccination were matched according to calendar year 

of index event. Cases for the replication stage were identified from a background population 

of children born in Denmark between January 1, 1991, and September 30, 2011, with 

follow-up for an index event of febrile seizures between January 1, 1992, and September 30, 

2012. ICD-8 code 78021 and ICD-10 code R560 were used for case identification. A 

vaccine-associated case was defined as a case of febrile seizures that occurred in a risk 

window of 9 to 14 days following the date of MMR vaccination1. A febrile seizures case 

with no association to vaccination was defined as a case that occurred 6 weeks or more after 

vaccination or in an infant with no vaccine exposure (the risk of febrile seizures increases 

transiently after MMR vaccination and is back to baseline risk by 4 weeks following 

vaccination1, 2; our definition of cases with no association to vaccination was thus 

conservative with regard to the time window after vaccination). All cases were required to 

be between 1 and 2 years of age at the index date of the febrile seizure event, and were 

allowed to have experienced additional febrile seizure events either before 1 year of age or 

after the index event. Follow-up information from the Danish National Patient Register was 
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available until 11 January 2014. At the end of the follow-up period, the febrile seizure cases 

were between 5.1 and 23.0 years old (median 15.1 years) in the discovery stage and between 

2.6 and 23.0 years old (median 10.0 years) in the replication stage. As a sensitivity analysis, 

we conducted association testing excluding all febrile seizure cases who had an epilepsy or 

non-febrile seizure diagnosis code during follow-up. Furthermore, an independent set of 

febrile seizures cases with 25 or more years of follow-up without any epilepsy diagnosis 

were included in an additional replication stage analysis.

Population controls (n = 4,118) for the discovery stage were selected from individuals with 

GWAS data from various Illumina Omni Arrays generated in other research projects at 

Statens Serum Institut, excluding individuals with febrile seizures or epilepsy diagnosis 

codes in the Danish National Patient Register. Controls for the replication stage were 

randomly selected among children from the Danish National Birth Cohort54, who had 

participated in all surveys including the 11 year follow-up investigation, and who did not 

have any febrile seizure or epilepsy diagnosis code. Sample characteristics and inclusion 

criteria for cases and controls are shown in Supplementary Table 1.

To ensure a high degree of genetic homogeneity in the genotyped sample, we obtained 

birthplace information from the Civil Registration System55, and only included subjects who 

were born in Denmark and whose parents and grandparents were not born outside of 

northwestern Europe. The study was approved by the Scientific Ethics Committee for the 

Capital City Region (Copenhagen) and the Danish Data Protection Agency. The Scientific 

Ethics Committee also granted exemption from obtaining informed consent from 

participants (H-3-2010-003) since the study was based on biobank material.

Sampling, Amplification and Genotyping

All samples were drawn from the Danish Newborn Screening Biobank and the Danish 

National Birth Cohort biobank, both of which are part of the Danish National Biobank. All 

cases and controls were sampled using two 3mm punches from dried blood spot samples. 

Genomic DNA was extracted using the Extract-N-Amp kit (Sigma-Aldrich, St. Louis, MO, 

USA) and then whole-genome amplified in triplicate using the Repli-g kit (Qiagen, Hilden, 

Germany) at Statens Serum Institut as previously described56. All 6,117 samples in the 

discovery stage of the GWAS were genotyped with Illumina Omni Bead Arrays and 

Genome Studio software; febrile seizure cases (n = 1,999) were genotyped using the 

HumanOmniExpressExome-8 v1.1 array; controls were genotyped using the 

HumanOmniExpressExome-8 v1.1 array (n = 1,931), the HumanOmniExpress-12v1_H 

array (n = 1,173), or the HumanOmni1-Quad v1.0 (n = 1,014). For the replication stage, we 

sampled 408 cases with febrile seizures following MMR vaccination, 1,035 febrile seizure 

cases unrelated to vaccination, 1,647 controls and 515 febrile seizure cases with 25 years of 

follow-up without any epilepsy diagnosis. Genomic DNA was extracted from punches of 

dried blood spot samples and amplified using the same protocol as in the discovery stage. 

Genotyping for the selected replication stage SNPs was performed using competitive allele-

specific PCR (KASP) chemistry (LGC Genomics, Hoddesdon, UK).

Feenstra et al. Page 11

Nat Genet. Author manuscript; available in PMC 2015 June 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 46 RECEIVED NYSCEF: 08/24/2020



Data cleaning and Imputation

The data cleaning process was initiated by aligning all genotypes to the forward strand and 

restricting the data to the 615,786 SNPs that were available on all three different Omni 

arrays in the study. Next, we excluded individuals that (i) had more than 4% missing 

genotypes, (ii) had an autosomal heterozygosity rate deviating more than 2.5 standard 

deviations from the mean, (iii) had discordant sex information, or (iv) were more than 6 

standard deviations away from the mean of any of the first 5 principal components in a 

principal component analysis. We then excluded SNPs based on a missing rate >2%, minor 

allele frequency <0.01, and deviations from Hardy-Weinberg Equilibrium (P < 10−6). 

Finally, we excluded SNPs that showed differential missingness between arrays, differences 

in allele frequencies between arrays, or differences in allele frequencies between male and 

female subjects. The remaining 548,642 SNPs were used for imputation. We used a two-step 

procedure to impute unobserved genotypes using phased haplotypes from the integrated 

Phase I release of the 1000 Genomes Project57. In a first pre-phasing step, we used 

SHAPEIT58 to estimate haplotypes for our study samples. In a second step, we imputed 

missing alleles for additional SNPs directly onto these phased haplotypes using 

IMPUTE259. We chose imputed SNPs or insertion/deletions (indels) with minor allele 

frequencies (MAFs) of >1% and SNPTEST60 info value of >0.8 for further analyses. 

Depending on the analysis, this yielded 8,129,553 (febrile seizures overall versus controls), 

8,129,524 (MMR-related febrile seizures versus controls), 8,129,384 (MMR-unrelated 

febrile seizures versus controls), or 8,129,288 (MMR-related febrile seizures versus MMR-

unrelated febrile seizures) imputed genetic variants. To further assess imputation accuracy 

of the six genome-wide significant SNPs in Table 1, these were genotyped in a subset of 762 

discovery stage samples (181 MMR-related febrile seizure cases, 202 MMR-unrelated 

febrile seizure cases, 379 controls) using KASP assays. The concordance between observed 

allele counts and imputed allele dosages was high (all six SNPs had r2 > 0.96) indicating 

that imputation was accurate for these SNPs.

Association Analysis

We used logistic regression to test for differences in allele dosages between cases and 

controls under an additive genetic model. We carried out combined analysis of the discovery 

and replication stage data using the inverse variance method applying genomic control61 to 

the discovery stage results. Genomic inflation factors were 1.01, 1.00, 1.02, and 1.03 for the 

four scans (MMR-related febrile seizures versus controls; MMR-related febrile seizures 

versus MMR-unrelated febrile seizures; MMR-unrelated febrile seizures versus controls; 

and febrile seizures overall versus controls), respectively, indicating minimal population 

stratification. In line with this, association results were essentially unchanged when 

adjusting for the first five principal components from our principal components analysis. We 

therefore report results where test statistics were scaled by genomic control using the 

genomic inflation factors, but where no further adjustment was made based on principal 

components. We estimated heterogeneity between discovery and replication results using the 

I2 statistic62. In order to explore possible allelic heterogeneity, we conducted analyses 

conditioning on the top SNP at each of the selected loci. Using the combined discovery and 

replication data, we tested for interaction effects between the two loci associated with febrile 
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seizures following MMR vaccination and also between the four loci associated with febrile 

seizures in general by including risk allele count at each locus in a logistic regression model 

together with pairwise interaction terms. We evaluated the combined impact of the 

associated loci by constructing genetic risk scores for all individuals in the discovery and 

replication samples. For each SNP, a weight (log(OR)) was multiplied by the number (or 

dosage) of risk alleles. The genetic risk scores were then calculated by summation over the 

two SNPs associated with MMR-related febrile seizures, or by summation over the four 

SNPs associated with febrile seizures overall. We used the weighted risk scores in logistic 

regression analyses. The association analyses were conducted using SNPTEST, METAL63, 

and R (http://www.r-project.org/) software.

Power analysis

For each of the four scans, we estimated the power of the discovery sample at a significance 

threshold of P < 1×10−6 (Supplementary Table 8), since this threshold was used to select 

SNPs for replication genotyping (Supplementary Fig. 3). Power estimates are presented at 

representative and relevant odds ratios (ORs) (OR = 1.25, OR = 1.4, OR = 1.5 and OR = 

2.0) and risk allele frequencies (0.05, 0.20, 0.30, 0.40 and 0.70). The power analyses were 

performed using the Genetic Power Calculator64.

Bioinformatics analysis

For each locus with genome-wide significant SNPs, we explored possible functional effects 

of the associations by considering all genotyped or imputed variants with P < 1×10−5 at the 

locus. We searched the National Human Genome Research Institute (NHGRI) GWAS 

catalog (www.genome.gov/gwastudies) and the National Center for Biotechnology 

Information (NCBI) Genotype-Tissue Expression (GTEx) database (http://

www.ncbi.nlm.nih.gov/gtex/GTEX2/gtex.cgi) for previously reported trait or eQTL 

associations for these variants using P value thresholds of 5×10−8 and 1×10−4, respectively. 

Furthermore, we searched the blood eQTL browser12 (http://genenetwork.nl/

bloodeqtlbrowser) for cis and trans eQTL associations in peripheral blood, and the 

GEUVADIS data browser11 (http://www.ebi.ac.uk/Tools/geuvadis-das) for exon and 

transcript level eQTL associations in lymphoblastoid cell lines. Ensembl (release 74; http://

www.ensembl.org) IDs were used for annotation of transcripts. MutationTaster65 and 

PolyPhen-266 were used to predict deleteriousness of missense mutations.

Cell-based assays

Assays to assess the impact of ectopic ISG expression on virus infection have been 

described previously14, 67. Briefly, SCRPSY lentiviral vectors (provided by P. Bieniasz) 

were used to express the IFI44L variants or an empty cassette as control. Lentiviral-

transduced STAT1−/− fibroblasts (originally from the lab of J.-L. Casanova) were infected 

with 1.0 MOI Edmonston strain measles-GFP (provided by R. Cattaneo)68. Cells were 

harvested 24 h post-infection and the percentage of infected cells was quantified by flow 

cytometry. Tests for mycoplasma contamination of the cells were conducted on multiple 

occasions (before and after completion of the experiments) and were all negative.
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Brain slice preparation

Tmem16C knockout rats and wild-type litter mates were bred at University of California, 

San Francisco (UCSF) as reported previously33, and used for whole-cell patch-clamp 

recordings; they were maintained under a 12:12 hour light/dark schedule, and they 

consumed food and water ad libitum. All protocols were approved by the IACUC at UCSF, 

and are fully compliant with NIH guidelines for humane treatment of animals.

Postnatal day 10–14 rats were anesthetized with isoflurane and decapitated. Brains were 

removed and submerged in ice-cold sucrose slicing solution (in mM): 2.5 KCl, 10 

MgSO4-7H2O, 0.5 CaCl2-2H2O, 1.25 NaH2PO4-H2O, 26 NaHCO3, 11 glucose, 234 

sucrose, pH 7.2–7.4, saturated with 95% O2/5% CO2. 350-µm-thick coronal slices 

containing anterior hypothalamic nucleus (AHN) or hippocampal CA1 neurons were 

prepared using Leica VT1000s vibratome and transferred to a holding chamber containing 

artificial cerebral spinal fluid (ACSF, in mM): 126 NaCl, 2.5 KCl, 2 MgCl2, 2 CaCl2, 1.25 

NaH2PO4, 26 NaHCO3, 10 glucose, pH 7.2–7.4 saturated with 95% O2/5% CO2 at 37°C for 

20 min for the slices to recover from the treatment in the ice-cold solution, and further 

incubated for at least 1 hour at room temperature before recording at various temperatures.

Electrophysiology

Whole-cell patch electrodes had pipette tip resistances of 4–6 MΏ, and were filled with a 

solution containing (in mM): 122 K-gluconate, 13 KCl, 0.07 CaCl2, 1.0 MgCl2, 0.1 EGTA, 

10.0 HEPES, 4.0 Na-ATP, 0.4 Na-GTP, pH 7.3, and osmolality 290–300 mOsm/L. 

Recordings were performed using a Multiclamp 700B amplifier (Molecular Devices, 

Sunnyvale, CA). Signals were sampled at 10 kHz, low-pass filtered at 10 kHz using a 

Digidata 1440 digitizer, and stored on computer for subsequent analyses using pClamp 

software (Molecular Devices, Sunnyvale, CA). Liquid junction potential was corrected in 

reported results. In patch-clamp recordings, access resistance (<15 MΩ) was continuously 

monitored throughout each experiment. If the fluctuation deviated more than 20% from the 

baseline values, the cell was regarded as unhealthy or unsuccessful patch, and the recording 

was excluded. The investigators were blinded to the host animal's genotype while 

performing electrophysiological recordings.

Whole-cell patch recording was initiated by breaking into the cell under current-clamp 

mode, followed with current-steps (duration 400 ms) from −100 pA to 120 pA, with a 20 pA 

increment; the basic membrane properties (at 36.5°C for AHN neurons; at room 

temperature, 36.5°C, and 40°C for hippocampal neurons) including resting membrane 

potential (Vm), input resistance (Rin), membrane capacitance (Cm) and time constant (τ) 

were obtained. Specifically, the Vm was obtained directly at holding current 0 pA; Rin was 

determined from the slope of the current-voltage (I–V) relationship at 0 pA holding current 

by linear regression; τ was determined from the voltage response to −20 pA current injection 

by exponential regression; Cm was calculated as τ/−Rin.

In hippocampal recordings, we compared the frequency of action potentials elicited by 

injection of various amounts of current into wild-type and Tmem16C knockout neurons, at 

room temperature, 36.5°C and 40°C. In hypothalamic recordings, firing rate was monitored 
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following the shifts of bath temperature between 33°C and 40°C. The bath temperature was 

controlled using an inline heater (Warner, SC-20). Spontaneous action potentials (SAPs) 

were counted at the corresponding temperature, and neurons were classified based on their 

responses: temperature-insensitive neurons have the same frequency of SAP at 33°C, 36.5°C 

or 40°C; heat-sensitive neurons exhibit a decrease of firing rate during cooling and an 

increase of SAP firing rate during warming; cold-sensitive neurons show the opposite 

temperature dependence; silent neurons do not discharge SAPs during the duration of 

recording.

Fisher’s exact test, Student’s t-test, or two-way ANOVA followed by Tukey’s post-hoc 

honestly significant difference (HSD) test was used to compare the recordings of wild-type 

with Tmem16C knockout neurons from the hippocampus and the hypothalamus. All 

comparisons were based on a sample size of n > 5 in line with common practice in single 

cell electrophysiological recordings.

Supplementary Material

Refer to Web version on PubMed Central for supplementary material.
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represented by a purple diamond, and that from the discovery stage analysis by a purple 

circle.
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Figure 2.

Discovery stage results from the febrile se~r~es overall versus controls scan. (a-4) Regional
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locus and (d) 12q21.33 locus. SNPs ~sDX~n (x-axis) and disease association (â€”log10 P

value; left y-axis) are shown, and the colors reflect linkage disequilibrium of each SNP with

the top SNP at the locus. 12ec"-"4 â€”"-n rates are from HapMap (right y-axis). The P value
O

for the top SNP in the combined analysis is representPd by a purple =--:-=-==:--", and that from

the discovery stage analysis by a purple circle.

Nut Genet. Author manuscript; available in PMC 2015 June 01.

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 46 RECEIVED NYSCEF: 08/24/2020



Figure 3. 

TMEM16C is involved in hypothalamic neurons’ temperature response. Neurons in the 

anterior hypothalamic nucleus (AHN) were classified based on their temperature responses 

as heat-sensitive (red), cold-sensitive (blue), temperature-insensitive (light orange), or silent 

(white). Proportion of each type of neurons in AHN from (a) wild-type (WT) or (c) 

knockout (KO) rats. Firing frequencies of each individual neurons from (b) WT or (d) KO 

rats recorded at 33°C, 36.5°C or 40°C. A lower proportion of heat-sensitive neurons were 

Feenstra et al. Page 22

Nat Genet. Author manuscript; available in PMC 2015 June 01.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 46 RECEIVED NYSCEF: 08/24/2020



detected in Tmem16C knockout slices (n = 30 recorded neurons), compared with wild-type 

(n = 30; P = 0.005, Fisher’s exact test).
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Figure 4.
Hippocampal CA1 pyramidal neurons exhibit hyperexcitâ'Gilit, in the absence of

TMEM16C. (a-d) Basic membrane properties (*, P < 0.05, two-way ANOVA fallswed by

HSD test), namely (a) resting sc=brse potential (Vm), (b) input resistance (Rin), (c)

membrane capacitance (Cm) and (d) time constant (1) at 36.5°C and 40°C, for wild-type

(WT) vs., Tmem16C knockout (KO) neurons (n = 7-8). (e) Sample traces of ñcarcñal

responses to 40, 80, and 120 pA current injections in wild-type vs. kn~+~1t CA1 pyramidal

neurons at 36.5°C. (f) Current-steps elicit more action potentials in kñ0ckout ne-r
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compared to wild-type controls (n = 7–8; **, P < 0.01, *, P < 0.05, WT vs. KO, two-way 

ANOVA). Error bars indicate s.e.m.

Feenstra et al. Page 25
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Table 1

Discovery, replication and combined results for six loci associated with febrile seizures following MMR vaccination and overall. Results with P < 

1.25×10−8 are marked in bold. “MMR+” represents MMR-related febrile seizure cases and “MMR−” represents MMR-unrelated febrile seizure cases. 

“Ctrls” in the MMR-related vs. unrelated febrile seizure analyses are febrile seizure cases unrelated to MMR vaccination. Ctrls, controls. CI, confidence 

interval. FS, febrile seizures., I2, heterogeneity estimate., Phet, P value from Cochran Q test of heterogeneity.

Discovery
(MMR-related FS, n = 929,

MMR-unrelated FS, n = 1,070,
FS overall, n = 1,999,
Controls, n = 4,118)

Replication
(MMR-related FS, n = 405 to 408,

MMR-unrelated FS, n = 1,030 to 1,034,
FS overall, n = 1,435 to 1,442,
Controls, n = 1,625 to 1,645)

Combined
(MMR-related FS, n = 1,334 to 1,337,

MMR-unrelated FS, n = 2,100 to 2,104,
FS overall, n = 3,434 to 3,441,
Controls, n = 5,743 to 5,863)

Chromosome
Position (bp)

Effect Allele
requency

Odds Ratio
Effect Allele
Frequency

Odds Ratio Odds Ratio

SNP (effect/
alternative

allele)
Analysis Cases Ctrls (95% CI) P Cases Ctrls (95% CI) P (95% CI) P I2 Phet

Loci for MMR-related FS

1
79093818
rs273259

A/G) MMR+ vs ctrls 0.767 0.702 1.40 (1.25–1.57) 1.4 × 10−8 0.754 0.683 1.42 (1.19–1.69) 9.2 × 10−5 1.41 (1.28–1.55) 5.9 × 10−12 0 0.91

MMR+ vs MMR− 0.767 0.694 1.46 (1.26–1.69) 2.0 × 10−7 0.754 0.692 1.36 (1.13–1.64) 0.00096 1.42 (1.27–1.59) 1.2 × 10−9 0 0.57

MMR− vs ctrls 0.694 0.702 0.97 (0.87–1.07) 0.52 0.692 0.683 1.04 (0.92–1.17) 0.53 1.00 (0.92–1.08) 0.95 0 0.36

All FS vs ctrls 0.728 0.702 1.14 (1.05–1.24) 0.0027 0.709 0.683 1.13 (1.01–1.26) 0.028 1.14 (1.06–1.21) 0.0002 0 0.91

1
208014922
rs1318653

T/C) MMR+ vs ctrls 0.828 0.774 1.41 (1.24–1.60) 2.1 × 10−7 0.831 0.767 1.49 (1.22–1.82) 8.8 × 10−5 1.43 (1.28–1.59) 9.6 × 10−11 0 0.64

MMR+ vs MMR− 0.828 0.771 1.44 (1.23–1.68) 5.9 × 10−6 0.831 0.761 1.55 (1.25–1.91) 4.1 × 10−5 1.48 (1.30–1.67) 1.6 × 10−9 0 0.59

MMR− vs ctrls 0.771 0.774 0.98 (0.87–1.10) 0.74 0.761 0.767 0.96 (0.85–1.10) 0.58 0.97 (0.89–1.06) 0.54 0 0.84

All FS vs ctrls 0.797 0.774 1.15 (1.05–1.26) 0.0037 0.781 0.767 1.08 (0.96–1.22) 0.22 1.12 (1.04–1.21) 0.0023 0 0.41

Loci for FS overall

2
166234632
rs3769955

(T/C) MMR+ vs ctrls 0.455 0.4 1.26 (1.13–1.39) 1.4 × 10−5 0.451 0.417 1.15 (0.99–1.34) 0.076 1.22 (1.12–1.33) 4.2 × 10−6 0 0.35

MMR+ vs MMR− 0.455 0.462 0.97 (0.86–1.10) 0.64 0.451 0.444 1.03 (0.87–1.21) 0.74 0.99 (0.90–1.09) 0.87 0 0.59
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Discovery
(MMR-related FS, n = 929,

MMR-unrelated FS, n = 1,070,
FS overall, n = 1,999,
Controls, n = 4,118)

Replication
(MMR-related FS, n = 405 to 408,

MMR-unrelated FS, n = 1,030 to 1,034,
FS overall, n = 1,435 to 1,442,
Controls, n = 1,625 to 1,645)

Combined
(MMR-related FS, n = 1,334 to 1,337,

MMR-unrelated FS, n = 2,100 to 2,104,
FS overall, n = 3,434 to 3,441,
Controls, n = 5,743 to 5,863)

Chromosome
Position (bp)

Effect Allele
requency

Odds Ratio
Effect Allele
Frequency

Odds Ratio Odds Ratio

SNP (effect/
alternative

allele)
Analysis Cases Ctrls (95% CI) P Cases Ctrls (95% CI) P (95% CI) P I2 Phet

MMR− vs ctrls 0.462 0.4 1.30 (1.17–1.43) 2.1 × 10−7 0.444 0.417 1.12 (1.00–1.25) 0.047 1.22 (1.13–1.31) 1.9 × 10−7 73 0.05

All FS vs ctrls 0.459 0.4 1.28 (1.18–1.38) 7.9 × 10−10 0.446 0.417 1.13 (1.02–1.25) 0.02 1.22 (1.15–1.30) 3.1 × 10−10 72 0.06

2
166897864
rs6432860

(G/A) MMR+ vs ctrls 0.777 0.704 1.48 (1.31–1.66) 1.0 × 10−10 0.754 0.709 1.26 (1.06–1.50) 0.01 1.41 (1.27–1.55) 1.0 × 10−11 53 0.14

MMR+ vs MMR− 0.777 0.744 1.20 (1.04–1.39) 0.014 0.754 0.771 0.91 (0.75–1.10) 0.33 1.08 (0.96–1.22) 0.18 80 0.02

MMR− vs ctrls 0.744 0.704 1.22 (1.10–1.36) 0.00024 0.771 0.709 1.38 (1.22–1.57) 5.6 × 10−7 1.29 (1.19–1.40) 1.7 × 10−9 52 0.15

All FS vs ctrls 0.76 0.704 1.33 (1.22–1.45) 1.2 × 10−10 0.767 0.709 1.35 (1.20–1.51) 3.4 × 10−7 1.34 (1.25–1.43) 2.2 × 10−16 0 0.87

11
26346831

rs114444506
(C/T) MMR+ vs ctrls 0.06 0.028 2.26 (1.76–2.89) 1.1 × 10−10 0.049 0.028 1.81 (1.24–2.64) 0.002 2.11 (1.72–2.60) 1.5 × 10−12 0 0.34

MMR+ vs MMR− 0.06 0.055 1.11 (0.84–1.46) 0.46 0.049 0.054 0.91 (0.63–1.32) 0.61 1.03 (0.83–1.29) 0.77 0 0.4

MMR− vs ctrls 0.055 0.028 2.07 (1.62–2.64) 5.0 × 10−9 0.054 0.028 1.99 (1.50–2.64) 1.3 × 10−6 2.03 (1.69–2.45) 4.8 × 10−14 0 0.83

All FS vs ctrls 0.058 0.028 2.18 (1.79–2.64) 5.2 × 10−15 0.052 0.028 1.94 (1.49–2.52) 6.9 × 10−7 2.09 (1.79–2.44) 3.7 × 10−20 0 0.49

12
90328833

rs11105468
(A/T) MMR+ vs ctrls 0.342 0.292 1.26 (1.13–1.40) 3.2 × 10−5 0.359 0.296 1.33 (1.14–1.57) 0.0005 1.28 (1.17–1.40) 6.5 × 10−8 0 0.56

MMR+ vs MMR− 0.342 0.338 1.02 (0.90–1.16) 0.76 0.359 0.339 1.09 (0.92–1.29) 0.31 1.05 (0.94–1.16) 0.39 0 0.54

MMR− vs ctrls 0.338 0.292 1.23 (1.11–1.36) 7.6 × 10−5 0.339 0.296 1.22 (1.08–1.37) 0.0009 1.23 (1.14–1.33) 2.4 × 10−7 0 0.92

All FS vs ctrls 0.34 0.292 1.24 (1.15–1.35) 2.0 × 10−7 0.345 0.296 1.25 (1.12–1.39) 3.9 × 10−5 1.25 (1.17–1.33) 3.4 × 10−11 0 0.92
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Conflicts of Interest in Vaccine Policy Making 
Majority Staff Report 

Committee on Government Reform 
U.S. House of Representatives 

June 15, 2000 

Section I 
Introduction 
In August 1999, the Committee on Government Reform initiated an investigation into Federal 
vaccine policy. Over the last six months, this investigation has focused on possible conflicts of 
interest on the part of Federal policy-makers. Committee staff has conducted an extensive review of 
financial disclosure forms and related documents, and interviewed key officials from the Department 
of Health and Human Services, including the Food and Drug Administration and the Centers for 
Disease Control and Prevention. 

This staff report focuses on two influential advisory committees utilized by Federal regulators to 
provide expert advice on vaccine policy: 
1. The FDA's Vaccines and Related Biological Products Advisory Committee (VRBPAC); and
2. The CDC's Advisory Committee on Immunizations Practices (ACIP).

The VRBPAC advises the FDA on the licensing of new vaccines, while the ACIP advises the CDC 
on guidelines to be issued to doctors and the states for the appropriate use of vaccines. 

Members of the advisory committees are required to disclose any financial conflicts of interest and 
recuse themselves from participating in decisions in which they have an interest. The Committee's 
investigation has determined that conflict of interest rules employed by the FDA and the CDC have 
been weak, enforcement has been lax, and committee members with substantial ties to 
pharmaceutical companies have been given waivers to participate in committee proceedings. 
Among the specific problems identified in this staff report: 

§ The CDC routinely grants waivers from conflict of interest rules to every member of its advisory
committee.

§ CDC Advisory Committee members who are not allowed to vote on certain recommendations due
to financial conflicts of interest are allowed to participate in committee deliberations and advocate
specific positions.

§ The Chairman of the CDC's advisory committee until very recently owned 600 shares of stock in
Merck, a pharmaceutical company with an active vaccine division.

§ Members of the CDC's advisory Committee often fill out incomplete financial disclosure
statements, and are not required to provide the missing information by CDC ethics officials.

§ Four out of eight CDC advisory committee members who voted to approve guidelines for the
rotavirus vaccine in June 1998 had financial ties to pharmaceutical companies that were developing
different versions of the vaccine.

§ 3 out of 5 FDA advisory committee members who voted to approve the rotavirus vaccine in
December 1997 had financial ties to pharmaceutical companies that were developing different
versions of the vaccine.

A more complete discussion of specific conflict of interest problems identified by Government 
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Reform Committee staff can be found in Sections 4 and 5 of this report. To provide focus to the 
discussion, this report examines the deliberations of the two committees on one specific vaccine -- 
the Rotavirus vaccine. Approved for use by the FDA on August 31, 1998, the Rotavirus vaccine was 
pulled from the market 13 months later after serious adverse reactions to the vaccine emerged. 
Financial disclosure forms and waivers granted to committee members who participated in these 
meetings were analyzed, along with their votes and actions taken during the meetings. 
 
Section II 
Laws and Regulations 
Laws Governing Advisory Committees 
Federal law requires that advisory committees be balanced in terms of points of view of their 
members and that they conduct their business in public. The law also requires that advisory 
committee members disclose their financial interests and recuse themselves from matters in which 
they have an interest. The following is a brief description of the requirements of these laws: 
1. Federal Advisory Committee Act (FACA)[i]: 
The FACA, signed into law by President Richard Nixon in 1972, regulates advisory committees, task 
forces and councils established by either the President, the federal agencies or Congress. These 
increasingly influential advisory bodies have been considered by many to be the A fifth branch of 
government.[ii] It is important to note, however, that the FACA does not address the conflict of 
interest of committee members; these are addressed in a separate statute and dealt with by 
individual agencies in the Code of Federal Regulations.[iii] The FACA's most significant 
requirements fall into three basic categories: 
 
a.) Scope of Committees: The statute clearly states that the function of advisory committees is to 
be Advisory only. They provide advice and recommendations that may or not may be adopted. The 
final determination is to be made by the official or agency involved.[iv] 
 
b.) Requirement of Openness: The second important issue addressed by the FACA is the need for 
openness in the proceedings of advisory committees. With very few exceptions, all advisory 
committee meetings are to be open to the public and the materials distributed at the meetings, 
including working papers, studies agendas, etc…, are to be made available to the public for 
inspection.[v] 
 
c.) Balanced Representation: Perhaps the most controversial provision of the FACA is the need for 
a membership that is Afairly balanced in terms of the points of view represented and the functions of 
the committee.[vi] The statute specifically forbids the committees to be inappropriately influenced by 
special interests.[vii] 
 

2. Conflicts of Interest Statutes [viii]: 
The ethics guidelines for the advisory committees are set by the agencies in accordance with federal 
statute, specifically 18 U.S.C. ''202-209. Under the statute, advisory committee members are 
considered ASpecial Government Employees (SGEs). SGEs provide temporary services to the U.S. 
government, not to exceed 130 days a year. As SGEs, advisory committee members must comply 
with Federal conflict of interest laws. 18 U.S.C. ''202-209 broadly prohibits employees, including 
SGEs, from participating in a decision-making process when they have a personal interest in the 
matters discussed, absent a waiver from the relevant parties .[ix] The types of waivers found in the 
statute are: 
 
a.) (b)(1) waivers: The employee may participate when the appointing official determines that the 
financial interest is not substantial as to be deemed likely to affect the integrity of the services that 
the Government may expect.[x] 
 
b.) (b)(2) waivers: Employee may participate if the interest is so remote or inconsequential that it 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 47 RECEIVED NYSCEF: 08/24/2020



will not have a special or distinct effect on the employee or his employer.[xi] 
 
c.) (b)(3) waivers: specifically applicable to advisory committee members, this waiver will allow them 
to participate in matters for which he would have been disqualified, if it is determined that the need 
for the employees services outweigh the potential conflict of interest created by the employees 
financial interest.[xii] Factors that may be considered include: type of interest, identity of the person, 
uniqueness of the individuals qualifications, difficulty of locating a similarly qualified individual without 
a disqualifying interest, the dollar value of the interest- including its value relevant to the members 
assets, and the extent to which the financial interest will be affected by the actions of the committee. 
 
3. Code of Federal Regulations (CFR) & Office of Government Ethics (OGE): 
Since most advisory committee members are considered special government employees, the 
provisions in 18 U.S.C. ''201-219 that address conflicts of interest apply to them. However, the 
statute only provides broad guidelines, so that it is up to the individual agencies to provide the 
specific rules governing conflict of interest.[xiii] In the case of the Department of Health and Human 
Services (DHHS), these regulations can be found at 5 C.F.R. '' 2635 and in 5 C.F.R. ''2640. Under 
the DHHS regulations, an advisory committee member may not participate, absent a waiver, in 
matters in which they have a financial interest. These are divided into the following categories: 
 
a.) Particular matter: includes matters that involve deliberation, decision, or action focused on the 
interests of specific persons, or a discrete and identifiable class of persons.[xiv] 
 
b.) Particular matter involving specific parties: the code defines this term to include proceedings, 
applications, requests for determination, contracts, claims, controversies and/or investigations 
involving specific parties. The term typically involved a specific proceeding affecting the legal rights 
of the parties, or an isolatable transaction or related set of transactions between identified 
parties.[xv] This term will generally refer to the particular issue, vaccine and or company that will be 
directly affected by the advisory committee discussions. 
 
c.) Particular matter of general applicability: the code defines this term as a particular matter that 
is focused on the interests of a discrete and identifiable class of persons, but does not involve 
specific parties.[xvi] This definition becomes relevant in the discussion of companies that may be 
indirectly affected by the proceedings of an advisory committee. In this report, the companies under 
this category will be referred to as affected companies. 
 
d.) A direct and predictable effect on their financial interest: a direct effect on a financial interest 
is defined as a close causal link between any decision or action to be taken in the matter and any 
expected effect of the matter on the financial interest.[xvii] According to the CFR, the effect may 
actually be considered direct even though it does not occur immediately. However, the CFR also 
specifies that the link will not be direct in instances where the chain of causation is attenuated or is 
contingent upon the occurrence of events that are speculative.[xviii] On the other hand, predictable 
is defined in the code as a situation where there is a real possibility that the matter will be affected. 
 
e.) Affected interests: according to the CFR, the disqualifying financial interests include: salary, 
indebtedness, job offer, or any other similar interests that could be affected by the matter 
discussed.[xix] It also includes the interests of persons other than the advisory committee members, 
such as a spouse, children, general partner, place of employment, organizations where the advisory 
committee member serves as officer, director and/or trustee, and prospective employers.[xx] 
 
f.) Interests in securities: The CFR specifically addresses the potential conflicts that may arise out 
of interests in securities, such as stock holdings. The guidelines provided for in the CFR include: 
 
(1) De minimis exemption: This exemption applies to publicly-traded or long-term 
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Federal/municipal securities. The CFR states that persons having holdings in the specific parties 
involved of $5,000 or less or holdings in the affected companies of $25,000 or less will be allowed to 
participate in the proceedings of the advisory committee. (Exhibit 53) These financial interests are 
deemed to be of low involvement and do not require a waiver, but a simple disclosure on the forms 
required by the particular agency or department. 
 
(2) Employment exemption: Under the DFR, SGEs may participate in the advisory committee 
discussions on matters of general applicability so long as the otherwise disqualifying financial 
interest arises only from the committee members non-Federal employment or prospective 
employment and so long as the matter does not have a special or distinct effect on the employee or 
employer other than as part of a class. In other words, under these circumstances, employees will 
be granted an automatic waiver. 
 
g.) Teaching, speaking and writing on subject of meeting: SGEs are prohibited from receiving 
compensation for teaching, speaking, and writing on subjects related to the employees official duties 
in the advisory committee.[xxi] 
The Code also stipulates that an SGE may not participate in matters that are likely to have a direct 
and predictable effect on the financial interests of ...a person with whom he has a covered 
relationship,  including members of his household, close friends or employer.[xxii] This type of 
conflict requires that the member disclose the potential conflict and that said conflict be waived by 
the agency designee. 
 
Section III 
The Rotavirus and the Rotashield Vaccine 
A. What is Rotavirus? 
Rotaviruses cause acute gastroenteritis. Rotavirus gastroenteritis is a self-limiting, mild to severe 
disease characterized by vomiting, watery diarrhea, and low-grade fever. Infantile diarrhea, winter 
diarrhea, acute nonbacterial infectious gastroenteritis, and acute viral gastroenteritis are names 
applied to the infection caused by the most common and widespread "Group A rotavirus." 
 
Person-to-person spread through contaminated hands is probably the most important means by 
which rotaviruses are transmitted in close communities such as pediatric and geriatric wards, day 
care centers and family homes. Group A rotavirus is endemic worldwide. It is the leading cause of 
severe diarrhea among infants and children, and accounts for about half of the cases requiring 
hospitalization. 
 
It is estimated that over 3 million cases of rotavirus gastroenteritis occur annually in the United 
States. In temperate areas, it occurs primarily in the winter, but in the tropics it occurs throughout the 
year. 
 
Group B rotavirus, also called adult diarrhea rotavirus or ADRV, has caused major epidemics of 
severe diarrhea affecting thousands of persons of all ages in China. Group C rotavirus has been 
associated with rare and sporadic cases of diarrhea in children in many countries. However, the first 
outbreaks were reported from Japan and England. 
 
The incubation period ranges from 1-3 days. Symptoms often start with vomiting followed by 4-8 
days of diarrhea. Temporary lactose intolerance may occur. Recovery is usually complete. However, 
severe diarrhea without fluid and electrolyte replacement may result in severe diarrhea and death. 
 
Childhood mortality caused by rotavirus is relatively low in the U.S. Estimates of death resulting from 
complications of rotavirus are from 20[xxiii] to 100 deaths per year. From 1979 through 1985, an 
average of 500 children died annually from diarrhea disease in the United States; an estimated 20% 
of these deaths were caused by rotavirus infection. Death rates for diarrhea disease were highest in 
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the South and among black children less than 6 months of age. Many deaths and hospitalizations 
may be prevented by the aggressive use of oral rehydration therapy, which is underused. Children 6 
months to 2 years of age, premature infants, the elderly, and the immuno-compromised are 
particularly prone to more severe symptoms caused by infection with Group A rotavirus. Outbreaks 
of Group A rotavirus diarrhea are common among hospitalized infants, young children attending day 
care centers, and elder persons in nursing homes.[xxiv] 
 
B. Rotavirus Vaccine Development 
Wyeth Lederle Vaccines and Pediatrics, a subsidiary of American Home Products was the first 
pharmaceutical company to come to market with a rotavirus vaccine. The Rotashield was approved 
by the Food and Drug Administration on August 31,1998. It was a Rhesus monkey-based live oral 
vaccine. Merck was also developing a rotavirus vaccine that was based on bovine cells. The 
National Institute of Allergy and Infectious Diseases was conducting research in rotavirus vaccine 
development. Smith Kline Beecham was also working on a rotavirus vaccine. 
 
Wyeth-Lederle Vaccines and Pediatrics first filed their Investigational New Drug Application in 
August of 1987 for the Rotashield vaccine. This vaccine had an overall relative efficacy of 49% to 
83% for four strains of rotavirus. 
 
C. Timeline for Vaccine Approval and Universal Use Recommendation 
Date Individual or Organization Action August 1, 1987 Wyeth Lederle Filed Investigational New Drug 
(IND) Application to the FDA December 9, 1994 Fred Clark, Paul Offit, Stanley Plotkin (Inventors); 
Wistar Institute of Anatomy and Biology and Children's Hospital of Pennsylvania (Assignees) Filed 
U.S. Patent for Rotavirus reassortant vaccine. Application number 353547 June 1, 1995 Fred Clark, 
Paul Offit, Stanley Plotkin (Inventors); Wistar Institute of Anatomy & Biology and Children's Hospital 
of Philadelphia (Assignees) Filed U.S. Patent for rotavirus reassortant vaccine. Application number 
456906 May 6, 1997 Fred Clark, Paul Offit, Stanley Plotkin (Inventors); Wistar Institute of Anatomy 
and Biology and Children's Hospital of Pennsylvania (Assignees) Awarded U.S. Patent # 5,626,851 
for Rotavirus Reassortant vaccine. December 12, 1997 
 
VRBPAC (FDA) The committee voted to recommend that the FDA license the Rotashield vaccine. 
February 11, 1998 
 
ACIP (CDC) The committee voted to include the statement "Routine Vaccination" in the ACIP 
statement. June 25, 1998 
 
ACIP (CDC) The committee voted to include the short version of the ACIP statement regarding post-
marketing surveillance. August 31, 1998 FDA 
 
FDA approved the Rotashield vaccine. October 1, 1998 Wyeth-Lederle 
 
Distribution of the Rotashield began. October 21-22, 1998 
 
ACIP (CDC) The committee voted to add the rotavirus vaccine to the Vaccines For Children 
Program. January 15, 1999 
 
CDC 
 
ACIP published its recommended immunization schedule in the Morbidity and Mortality Weekly 
Report (MMWR). February 17-18, 1999 
 
ACIP (CDC) The committee voted in favor of recommending immunization of infants who have 
diarrhea at the time presented for immunization. February 17-18, 1999 
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ACIP (CDC) The committee voted to include infants born prematurely under guidelines for routine 
immunization with a precaution to insure the infant was at least six weeks of age, leaving a nursery 
or no longer hospitalized, and clinically stable. March 19, 1999 
 
CDC 
CDC officially adopted recommendation for routine use of rotavirus vaccine as published in MMWR. 
May 1999 
 
FDA 
Ten cases of intussusception reported through the VAERS System. June 17, 1999 
 
ACIP (CDC) The ACIP discussed intussusception reports to the Vaccine Adverse Event Reporting 
System (VAERS) July 16, 1999 
 
CDC 
MMWR published request to suspend use of Rotashield until further analysis of existing reports of 
intussusception. October 15, 1999 Wyeth-Lederle 
 
A subsidiary of American Home Products Manufacturer voluntarily removed Rotashield from the U.S. 
market. October 22, 1999 ACIP (CDC) The Committee voted to rescind the Recommendation of the 
Rotashield Rotavirus Vaccine. 
 
D. Severe Bowel Obstructions Tied to Rotashield Vaccine 
A little more than one year after the Rotashield rotavirus vaccine was licensed by the Food and Drug 
Administration as a safe and effective vaccine, it was removed from the market due to adverse 
events. More than 100 cases of severe bowel obstruction, or intussusception, were reported in 
children who had received the vaccine were reported. 
 
Rotashield was licensed by FDA on August 31, 1998. Distribution began on October 1, 1998. On 
January 1, 1999 there were zero cases of intussusception on the Vaccine Adverse Events Reporting 
System (VAERS). In May 1999 there were ten cases of intussusception reported in the VAERS. 
Data was received from the Northern California Kaiser active surveillance system and from 
statewide data case control in Minnesota in early June that supported a relationship between the 
Rotashield vaccine and intussusception. Dr. Jeffery P. Koplan, Director of the CDC was briefed for 
the first time on June 11, 1999. A subsequent meeting was held with Dr. Koplan and the CDC at 
which a decision was made to postpone any further use of the vaccine until further analysis was 
conducted. This was published in MMWR on July 16, 1999. 
 
As of October 15, 1999, 113 cases of intussusception had been received. Nine of these reported 
cases were determined not to be intussusception. Of the remaining 102 cases of intussusception, 57 
had received the vaccine. Of these, 29 required surgery, seven underwent bowel resection, and one 
five-month-old infant died after developing intussusception five days after receipt of the vaccine.[xxv] 
A case study was conducted that estimated that the risk of intussusception was increased by sixty 
percent among children who received the Rotashield. 
 
It is alarming that it was known during clinical trials and the licensing process that there were 
increased incidences of intussusception in vaccinated infants. The topic was raised at a VRBPAC 
meeting and a reference to intussusception is listed in the ACIP recommendation, however, the 
committee apparently determined that the reported rate of 1 in 2010 was not to be statistically 
significant. The CDC continues to provide inconsistent information on their web site. One fact sheet, 
the Rotavirus Q & A, has not been updated since July 16, 1999 and does not provide a link to a 
more recent fact sheet. The fact sheet significantly plays down the seriousness of the adverse event 
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and asserts that no association has been made.[xxvi] Another Rotavirus Vaccine Fact Sheet was 
updated on February 2, 2000 that indicates that the FDA and CDC confirmed the association 
between Rotashield and intussusception. 
 
During the clinical trials, five children out of a total of 10,054 subjects suffered intussusception.[xxvii] 
If confirmed, the rate of intussusception would be 1 in 2010 children. According to the manufacturers 
package insert, the adverse event was considered statistically insignificant at 0.05%. 
Intussusception had not previously been associated with natural rotavirus infection. 
 
Rotashield rotavirus vaccine was removed from the U.S. market in October 1999. Development of 
other rotavirus vaccines continues by Merck and others. 
 
Section IV 
Food and Drug Administration 
Vaccines and Related Biological Products Advisory Committee 

 
A. Vaccines and Related Biological Products Advisory Committee: 
 

1. Description of the Committee: 
The Vaccines and Related Biological Products Advisory Committee (VRBPAC) advises the 
Commissioner of the Food and Drug Administration in discharging her responsibilities as they relate 
to helping ensure safe and effective biological products, including vaccines.[xxviii] It reviews and 
evaluates the data concerning the safety, effectiveness, and the appropriate use of vaccines and 
related biological products. In short, the VRBPAC advises the FDA on whether or not to license new 
vaccines for commercial use. 
 
2. Membership of the Committee: 
The VRBPAC has 15 voting members, including the Chair, who are selected by the Commissioner of 
the FDA or her designee. The FDA seeks members who are "authorities" in the fields of 
immunology, pediatrics, infectious diseases and related fields. The charter also suggests that there 
be a member who is identified with consumer interests. VRBPAC meets approximately 6 times a 
year. 
 
3. Terms: 
VRBPAC members serve overlapping terms of four years. A member may serve after the expiration 
of the members term until a successor has taken office. Under the DHHS policy, members may not 
serve continuously for more than four years or more than eight years within a twelve year period. 
Additionally, members may not serve on more than one committee within the agency at the same 
time. Vacancies are announced at least once a year in the Federal Register. The selections are 
made by Dr. Linda Suydam, Senior Associate Commissioner of the FDA, who also considers and 
grants all conflict of interest waivers. 
 
4. Temporary voting members: 
Members of other scientific and technical FDA advisory committees -- not to exceed 4 members 
(Exhibit 54) -- may vote on the VRBPAC when: a.) expertise is required that is not available among 
current voting members or, b.) their presence is needed to comprise a quorum. 
 
B. Conflict of Interest Review and Waivers by the FDA 
1. Scope: 
As discussed in Section I of this report, conflict of interest statutes and regulations generally prohibit 
the participation of advisory committee members in official matters where that person has a financial 
interest and their participation will have a direct and predictable effect on that interest.[xxix] Many 
factors are considered by the Department in determining whether a conflict of interest exists and, if it 
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does, whether it may be waived to allow participation. A conflict may either be an actual or apparent 
conflict. An actual conflict is the situation where a direct, identifiable conflict exists. An apparent 
conflict is where there is an appearance of a lack of impartiality.[xxx] 
 
2. Procedure: 
There are many steps in the FDA's procedure to clear potential conflict of interests in VRBPAC. 
 
They include: 
a. Prior to a scheduled VRBPAC meeting, FDA officials will review the agenda and other 
assignments. Entities with a financial interest in the matter to be discussed are identified by the staff 
of the Center for Biologics Evaluation & Research, as are the products to be used in conjunction with 
the product being reviewed, and competing products. 
b. Advisory committee members are required to fill out a Confidential Financial Disclosure Statement 
(FDA form 3410) prior to each meeting. 
c. FDA staff compares financial disclosure information compiled for each VRBPAC member with the 
issues on the agenda for the upcoming meeting to determine who has conflicts. Based on the 
information provided, the member can be found to have: a.) no conflict of interest, b.) a conflict of 
interest that is minimal and thus, justifiable, or c.) a conflict of interest so substantial than recusal or 
a waiver is the only course of action. If there is a substantial conflict of interest, it must be detailed. 
Some of the factors and criteria used in determining whether a waiver is appropriate include: 
 
(i.) Agenda topic: Where the subject of the meeting is of Ageneral scientific presentations and not 
of particular products or to review research with no direct or predictable effect on outside interests, 
waivers are not needed.[xxxi] 
(ii.) Net worth of member: The amount of the financial interest will be considered in relation to the 
net worth of the SGE.[xxxii] 
(iii.) Employment: Situations where the SGE's university employer has a grant or a contract with 
either the sponsoring company or any other affected companies will be taken into consideration 
during the waiver process.[xxxiii] 
(iv.) Amount of grant or contract: The amount of the grant or contract given to the university 
employer of a member, as well as the member=s involvement (i.e. principal investigator, department 
chair) will be considered in whether the financial interest arises to the point of conflict. (Exhibit 53). 
(v.) Competing products: The member's financial interest in competing products or otherwise 
affected companies will be taken into consideration by the agency in determining whether a waiver 
may be granted.[xxxiv] 
(vi.) Potential effect of committee recommendation: Members may not vote on any matter where 
a committee recommendation could benefit financially either the member or his/her immediate 
family. A waiver may not be granted where the member's own research is involved. 
(vii.) Industry consultant or advisor: The level of involvement of the member with either a 
sponsoring or an affected company, as measured by the amount of compensation received, will also 
be considered. (Exhibit 53). 
(viii.) Patents, royalties and trademarks: As in the previous categories, the level of involvement of 
the particular member will be measured by the amount of compensation received from the 
sponsoring or affected companies. (Exhibit 53). 
b. If the Director of the division determines that the member's services are too important, despite a 
substantial conflict of interest, he must provide the necessary justification for a waiver. Where the 
financial interest is relatively large it is essential that the justification be particularly strong.[xxxv] 
c. If a waiver is contemplated, it must be reviewed by FDA's ethics staff who will make a 
recommendation to the approving official regarding the waiver. They may also consult with the Office 
of General Counsel in the Department or the Office of Government Ethics. 
d. Final approval of waivers is given by Dr. Linda Suydam, Senior Associate Commissioner of the 
FDA. In addition to a full participation waiver, the Department may also grant: 
i.) Limited Waivers: This waiver places restrictions on the member's participation, such as no right 
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to vote.[xxxvi] Potentially, a limited waiver could also restrict a member's participation to answering 
factual questions about the matter being discussed by the committee. 
ii.) Disclosure: In cases where the financial interest is not deemed to be substantial, it will be 
disclosed in the public record with the expectation that other participants will take them into 
consideration as they evaluate the opinions expressed by the member. The Agency in some cases 
deems that such disclosure is sufficient in addressing the potential for an actual or apparent conflict 
of interest.[xxxvii] 
iii.) Recusal: Finally, members are expected to recuse themselves from the committee proceedings 
in cases where they deem that the financial interest may interfere with their ability to be impartial. 
 
C. Problems identified with VRBPAC: 
The Committee conducted an in-depth investigation of the VRBPAC from 1995 to present. As noted 
above, the approval and recommendation of the Rotashield vaccine for the treatment of rotavirus 
was chosen as a good example of the concerns that arise from the use of waivers by advisory 
committees. For the purposes of this report, we chose the VRBPAC's December 12, 1997, meeting, 
at which the Rotashield vaccine received its initial approval. 
 
This meeting was attended by 5 VRBPAC committee members, 5 temporary voting members and at 
least 3 consultants, in addition to both the FDA and the sponsor company's representatives. 
Although Wyeth-Ayerst Laboratories (Wyeth Lederle Vaccines and Pediatrics) was the sponsoring 
company for the Rotashield vaccine, several other companies were deemed to be AAffected 
Companies by the FDA. These include: Merck, Virus Research Institute, and National Institute on 
Allergy and Infectious Diseases (NIAID). Advisory committee members, temporary voting members 
and consultants were screened for potential financial conflicts of interest with either the sponsoring 
or the affected companies. The decision to recommend approval of the license for the Rotashield 
was unanimous. The Government Reform Committee's investigation of the VRBPAC's Rotashield 
vaccine approval meeting raised several concerns: 
 
1. Unanimous vote despite concerns raised: At the VRBPAC meeting, several members raised 
concerns about adverse effects that occurred at the rotavirus clinical trials. These included: 
intussusception, infant's failure to thrive, and febrile reactions among others. 
 
A statement by Dr. Fleming, a temporary voting member, summarizes the statements of many of the 
other voting members. He stated: "And as a result, I would ask the FDA to work with the sponsor to 
further quantitate what these serious side effects are -- specifically the adverse effects, driven in 
particular by febrile illness -- is inducing hospitalizations and what is that level of access. I still don't 
feel like I have a good grasp of that at this point." He proceeded to vote for the approval 
recommendation.[xxxviii] 
 
2. Potential conflicts of interest of VRBPAC members: Four out of five members had conflicts of 
interest that necessitated waivers. Perhaps one of the major problems contributing to the overall 
influence of the pharmaceutical industry over the vaccine approval and recommendation process 
may be the loose standards that are used by the agency in determining whether a conflict actually 
exists. (Exhibit 53). In many cases, significant conflicts of interest are not deemed to be conflicts at 
all. 
 
For this particular meeting, two members of the VRBPAC were excluded from the committee 
deliberations: 
 
a.) Dr. Harry Greenberg: Dr. Greenberg was excluded from the deliberations as he is a patent holder 
of the Rotashield, the actual vaccine discussed at the meeting. He may have been present at the 
VRBPAC meeting, but it is not apparent that he participated in any way, including the open public 
session. 
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b.) Dr. Clements-Mann: It is not clear from the waiver process why she was excluded from 
participating in the proceedings.[xxxix] However, while Dr. Clements-Mann did not vote, she was 
present and did participate in the public session of the committee deliberations. Dr. Clements-Mann 
works for the Johns Hopkins University. 
 
Five members out of fifteen members of the advisory committee were present in the deliberations: 
 
c.) Dr. Patricia Ferrieri, Chair: She directed the discussion on the Rotashield vaccine. At the time 
of the proceedings, Dr. Ferrieri owned at about $20,000 of stock in Merck, an affected company and 
manufacturer of an upcoming rotavirus vaccine. This conflict was waived by the FDA as it was 
deemed to be of low involvement (Exhibit 56). Also, Dr. Ferrieri received a $135,000 NIAID grant for 
unspecified research on rotavirus[xl] for 1998-1999, after the committee voted to approve the 
Rotashield vaccine. It is not certain whether this grant was in negotiations at the time of the 
VRBPAC vote on Rotashield. Dr. Ferrieri received a full participation waiver. 
 
d.) Dr. Caroline Hall: At the time of the VRBPAC meeting for approval of Rotashield, Dr. Hall's 
employer, the University of Rochester, had a $9,586,000 contract with the NIAID for a rotavirus 
vaccine. As the original developer of the rotavirus vaccine, the NIAID subsequently licensed to 
Wyeth the rights to further develop the Rotashield vaccine. According to the conflict of interest 
waiver forms, neither Dr. Hall nor the principal investigator of the NIAID contract have evaluated the 
specific Rotashield vaccine. However, the same form states that it is unknown which rotavirus 
vaccine was licensed to Wyeth from NIAID. Dr. Hall was allowed to fully participate in the meeting. 
 
e.) Ms. Rebecca Cole: The consumer representative on the VRBPAC committee at the time, Ms. 
Cole has been an ardent advocate for increased vaccinations after her son died of complications 
from his asthmatic condition and the chicken pox. As an advocate for vaccines, she has received 
both travel expenses and honoraria from Merck, the developer of the chicken pox vaccine, to appear 
in discussions advocating its use. Under the FDA standard, Ms. Cole did not need a waiver for 
participation. 
 
f.) Dr. Kathryn Edwards: Dr. Edwards received a contract from Wyeth Lederle for $255,023 per 
year from 1996 to 1998 for the study of pneumococcal vaccines. She also had numerous grants and 
contracts with the NIAID, an affected company, for the following amounts: $206,750 per year from 
4/1/95 to 3/1/98 to study TB vaccines; $673, 373 a year from 1996-2003 to study mucosal vaccines; 
and $86,279 from 1997-1998 to study acellular pertussis/cell mediate immunity. These contracts and 
grants were deemed to potentially appear to be a conflict, but were subsequently waived. Dr. 
Edwards was allowed full participation in the meeting. 
 
g.) Dr. Mary Estes: At the time of the Rotashield approval meeting, Dr. Estes' employer, Baylor 
College of Medicine, was receiving a large amount of funds for the development of rotavirus 
vaccines, including a $75,000 grant from American Home Products, the parent company of Wyeth-
Lederle Vaccines and Pediatrics, and from the NIAID for $404,000 from 8/93 to 7/98. The FDA 
determined that the amount of funding is not large and represent[ed] a small portion of the 
University's research budget. (Exhibit 61) Accordingly, this conflict was waived. Dr. Estes was also 
listed as the principal investigator for a grant from Merck for the development of a rotavirus vaccine. 
This conflict was also waived and Dr. Estes was given a full participation waiver for the meeting. 
 
3. Use of temporary voting members: 
An additional concern was raised by the liberal use of temporary voting members, particularly in the 
Rotashield approval meeting of VRBPAC. Of the ten (10) members allowed to vote in this meeting, 
only half (5) were standing members. The other half were temporary voting members. The VRBPAC 
charter states that the number of temporary members is normally not to exceed four members.[xli] 
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This is bothersome as a meeting where a quorum cannot be constituted from the duly appointed 
members should be canceled until the quorum can be achieved. The temporary voting members 
appointed for this meeting were: 
 
a.) Dr. Claire Broome: Senior Advisor to the Director for Integrated Health Information Systems at 
the Centers for Disease Control. 
b.) Dr. Dixie Snider: Associate Director for Science at the Centers for Disease Control. Dr. Snider 
was, at the time, the Executive Secretary of the CDC's Advisory Committee on Immunization 
Practices (ACIP). 
c.) Dr. David Karzon: Professor at Vanderbilt University. Dr. Karzon is a frequent consultant and/or 
temporary voting member to the VRBPAC, voting on a variety of issues. While no apparent conflicts 
of interest were reported by Dr. Karzon, his employer, Vanderbilt University, receives extensive 
grants and contracts from pharmaceutical companies. 
d.) Herbert DuPont: Professor at the University of Texas in Houston. No apparent conflicts of 
interest were reported. 
e.) Thomas Fleming: Chair of Biostatistics at the University of Washington, Dr. Fleming has also 
been a frequent temporary voting member or consultant to the VRBPAC. 
 
4. Conflicts of interest of consultants: 
At least three consultants participated in the discussion of the Rotashield vaccine on December 12, 
1997. They were: 
 
a.) Dr. Neal Halsey: Dr. Halsey has been one of the leading investigators and advocates in the area 
of vaccines. In addition to numerous grants and contracts from different vaccine manufacturers, Dr. 
Halsey has received frequent reimbursements for travel expenses and honoraria from companies 
such as Merck. Importantly, at the time of the Rotashield approval meeting, Dr. Halsey was seeking 
start-up funds from most of the vaccine manufacturers for the establishment of an institute for 
vaccine safety at Johns Hopkins University, where he works. He has already received $50,000 from 
Merck and was awaiting funds from Wyeth Lederle (Exhibit 56). Dr. Halsey also participated in the 
rotavirus working group of the ACIP.[xlii] Also, Dr. Halsey was the Chair of the Committee on 
Infectious Diseases and representative of the American Academy of Pediatrics which, in conjunction 
with the CDC, sets and advertises the recommendations for schedules and dosages of 
immunizations. He was granted a waiver for participation,[xliii] participated during the morning 
session and then recused himself at the beginning of the afternoon session due to conflicts that were 
not disclosed in the minutes for the meeting. Finally, Dr. Halsey's employer, Johns Hopkins 
University, is also the employer of Dr. Clements-Mann, who was excluded from the discussions. 
 
b.) Dr. Yvonne Maldonado: No apparent conflicts were listed for Dr. Maldonado. 
 
c.) Dr. John Modlin: At the time of the Rotashield approval meeting, Dr. Modlin owned 
approximately $26,000 in Merck stock, an affected company. He has also served on Merck's 
Immunization Advisory Board from 1996 to the present. These financial interests were waived and 
he was allowed to extensively participate in the meeting although, as a consultant, he was not 
allowed to vote. Also, Dr. Modlin was at the time the Chairman of the ACIP and its rotavirus working 
group. 
 
5. Balanced representation: 
As previously discussed, the statutory requirement of balanced representation is one of the most 
controversial provisions of the FACA. The FDA has interpreted "balance" as diversity of geography, 
ethnicity, disciplines and gender. While it is questionable whether this standard guarantees the 
balance of points of view represented expressly required by the statute, it was interesting to see the 
high concentration of professors in pediatrics represented on the VRBPAC committee, particularly 
during the Rotashield discussion (Dr. Ferrieri, Dr. Karzon, Dr. Edwards, Dr. Modlin, and Dr. Halsey). 
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Also, two of the voting members work for Vanderbilt University (Dr. Edwards & Dr. Karzon), while 
one member Dr. Clements-Mann (who, although excluded from voting, was able to participate in the 
open public hearing part of the meeting) and Dr. Halsey, both come from Johns Hopkins University. 
Two of the voting members (Dr. Broome and Dr. Snider) are CDC Federal employees. The 
overwhelming majority of members, both voting members and consultants, have substantial ties to 
the pharmaceutical industry. 
 
6. Recurrent membership: 
A troubling pattern is the recurrence of members, temporary voting members and consultants, year 
after year, despite term limits, which greatly limits the diversity of opinion that is sought in this type of 
committee.[xliv] After reviewing the VRBPAC rosters of members and consultants for the past few 
years, it becomes apparent that many of the members have frequently participated in committee 
proceedings for many years. Also, it is evident that there is a significant number of people who 
frequently participate in proceedings at both the FDA and the CDC, despite a policy that prohibits the 
simultaneous participation of members in more than one advisory committee within the agency.[xlv] 
In this particular meeting, at least four of the members (Dr. Broome, Dr. Snider, Dr. Modlin and Dr. 
Halsey) were intrinsically involved in the development of recommendations for the CDC. In other 
words, these persons influence the process of vaccine approval and recommendation. Dr. Halsey 
also chaired the American Academy of Pediatrics committee which helps set and advertise the 
schedule and dosage of recommended vaccines. Also, several of the temporary voting members 
frequently participate in VRBPAC's meeting, without actually becoming members, thus severely 
limiting the diversity of participation and opinion.[xlvi] Other members are retained as temporary 
voting members and/or consultants once their four year term on the advisory committee has 
expired.[xlvii] 
 
7. Timing of the proceedings: 
A particularly troubling aspect of the deliberations on the Rotashield vaccine is the sequence of 
events. The ACIP Committee voted to recommend universal vaccinations of infants before the FDA 
licensure of the vaccine. Officials of the CDC acknowledge that they knew of no other instance 
where this has happened. As discussed before, during the December 12, 1997, VRBPAC vote to 
recommend the licensure of the Rotashield vaccine, a number of concerns were raised by some of 
the members with regard to the vaccine and its possible adverse effects. Although the VRBPAC 
unanimously approved the vaccine recommendation, some of the committee members votes were 
conditioned on the FDA's ability to successfully resolve the areas of concern. However, before the 
FDA final licensure of the Rotashield vaccine in August 1998, the ACIP committee - as will be 
discussed in the ACIP section of this report- had already voted to recommend the mandatory 
universal use of the vaccine. This is troubling, not only because the vaccine had not yet been 
approved by the FDA, but because there were several areas of concerns that may not have been 
successfully addressed by the FDA, at the time of the ACIP vote. 
 
Section V 
Centers for Disease Control and Prevention 
The Advisory Committee on Immunizations Practices 
 

A. Practices and Procedures of the Advisory Committee on Immunization Practices (ACIP) 
 
1. Purpose of the ACIP 
ACIP provides advice and guidance on vaccine policy to the Secretary of DHHS, the Assistant 
Secretary for Health, and the Director of CDC. The ACIP develops written recommendations, subject 
to the approval of the Director of the CDC, for the routine administration of vaccines to the pediatric 
and adult populations, along with schedules regarding the appropriate periodicity, dosage, and 
contraindications applicable to the vaccines. 
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The recommendation for routine use of a vaccine is tantamount to a Federal mandate for vaccine 
use. HHS regulations require that all grants for childhood immunizations are subject to the States' 
implementation of procedures to ensure routine vaccination. To receive federal funding the States 
must, among other things, require a plan to systematically immunize susceptible children at school 
entry through vigorous enforcement of school immunization laws.[xlviii] 
 
Additionally, the ACIP has been given a mandate from Congress by the Omnibus Budget 
Reconciliation Act of 1993, to establish and periodically review and, as appropriate, revise a list of 
vaccines for administration to children in the Vaccine For Children Program (VFC), along with 
schedules regarding the appropriate periodicity, dosage, and contraindications applicable to the 
pediatric vaccines.[xlix] The VFC program provides for public purchase of vaccines for children 
without health insurance coverage. Under the VFC program, $474 million has been obligated to pay 
for the purchase of vaccines in fiscal year 2000. 
 
2. Membership of the ACIP 
The ACIP has three different categories of membership consisting of voting members, ex-officio 
members and liaison representatives. 
 
a. Voting Members of the ACIP 
The ACIP has twelve voting members, including the Chair, all approved by the Secretary of DHHS or 
his designee.[l] The ACIP members are selected based upon their expertise in the field of 
immunization practices.[li] The membership consists of U.S. citizens that have multi-disciplinary 
expertise in public health, and expertise in the use of vaccines and immunologic agents in both 
clinical and preventive medicine. The ACIP membership is required by FACA and agency guidelines 
to be fairly balanced in terms of point of view represented and the committee's function. Specifically, 
the CDC attempts to select members from diverse backgrounds including geographic areas, gender, 
ethnic and minority groups, and the disabled. 
 
(i.) Procedure for nomination to the ACIP 
New members are nominated to the ACIP on an annual basis. Suggestions for membership to the 
committee are sought from a variety of sources including current and former ACIP members, 
professional societies, vaccine manufacturers and the general public. A panel of government officials 
screens the candidates for nomination to the committee and submits a slate of possible nominees to 
the director of the CDC. With approval of the CDC director, a nomination package is prepared for the 
Secretary of DHHS who makes the official appointments to the committee. 
 
Committee members are nominated to serve for overlapping four-year terms. Members may serve 
after the expiration of their terms until their successors have taken office.[lii] 
 
b. Ex Officio Members of the ACIP 
The ACIP charter designates seven non-voting ex officio members to the committee from the 
following federal agencies: 
 
1. Deputy Director, Division of Vaccine Injury Compensation, Bureau of Health Professions, Health 
Resources and Services Administration 
2. Deputy Director for Scientific Activities, Office for the Assistant Secretary of Defense 
3. Under Secretary for Health, Department of Veterans Affairs 
4. Director, National Center for Drugs and Biologics, Food and Drug Administration (FDA) 
5. Medical Advisor, Medicaid Bureau, Health Care Financing Administration (HVFA) 
6. Director, Microbiology and Infectious Diseases Program, National Institute of Allergy and 
Infectious Diseases, HHS 
7. Director, National Vaccine Program Office, CDC[liii] 
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Generally, designees of the officials listed above hold the ex officio positions. In contrast to regular 
voting members, who are expected to voice their personal opinions, ex-officio members are 
expected, to the extent possible, to represent the position and views of their sponsoring 
organizations.[liv] 
 
c. Liaison Members: 
In addition to the voting members and ex-officio members, the ACIP charter specifies 16 additional 
non-voting liaison representatives from professional societies and organizations responsible for the 
development and execution of immunization programs for children and adults. Like ex officio 
members, liaison members are expected, to the extent possible, to represent the positions and 
views of their sponsoring organizations. Liaison members are expected to contribute to committee 
discussions when issues of importance to their organizations are being discussed. These members 
can serve as appointed consultants to working groups and subcommittees to provide expert advise 
and apprise the working group of the position their organization endorses.[lv] 
 
The liaison representatives to the ACIP consist of representatives from the following organizations: 
1. American Academy of Family Physicians 
2. American Academy of Pediatrics 
3. American Association of Health Plans 
4. American College of Obstetricians and Gynecologists 
5. American College of Physicians 
6. American Hospital Association 
7. American Medical Association 
8. Association of Teachers of Preventative Medicine 
9. Canadian National Advisory Committee on Immunization 
10. Hospital Infection Control Practices Advisory Committee, CDC 
11. Infectious Diseases Society of America 
12. National Medical Association 
13. Pharmaceutical Research and Manufacturers of America 
14. National Vaccine Advisory Committee 
15. Biotechnology Industry Organization 
16. Secretario de Prevencion y control de Enfermedades, Mexico 
 
3. Decision-Making Process of the ACIP 
a. Working Groups of the ACIP 
When deemed appropriate by the Executive Secretary and the Chair of the ACIP, working groups 
may be formed to prepare draft policy recommendations to be submitted to the full ACIP for its 
consideration. The working groups must: 1) include one or more regular voting members, 2) include 
CDC staff members, 3) may include ex officio members and liaison representatives and other 
consultants. Vaccine manufacturer's official representatives may not serve on working groups but, at 
the discretion of the chair, may be consultants to a working group.[lvi] 
 
Generally, working groups range from six to fifteen members.[lvii] The working group is charged with 
reviewing all pertinent information relative to the recommendation for use of a vaccine. No notice is 
given to the public of working group meetings and discussions of the group are held in private. No 
minutes are taken at the meetings. 
 
Upon drafting a proposed recommendation, the chair will submit the draft proposal to the ACIP for 
consideration. The ACIP members review the proposal and suggest revisions to the working group. 
This process is generally repeated numerous times. The process for making a final recommendation 
to the full ACIP generally takes eighteen to twenty-four months. The work that the working group 
does contributes in large part to the recommendations for use of a vaccine submitted to the Director 
for approval. 
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b. Full Meetings of the ACIP 
Regularly scheduled meetings are usually held three times a year, at the discretion of the CDC, with 
meeting dates announced six to twelve months in advance. Notices of each meeting, along with 
agenda items that may be discussed, are published in the Federal Register in accordance with the 
requirements of FACA. Potential topics for ACIP consideration can be suggested by anyone, but are 
most often proposed by CDC program staff, ACIP members, and vaccine manufacturers.[lviii] 
 
The meetings of the ACIP are held in public and are widely attended by representatives from 
government, industry, and other interested parties. Frequent votes are taken to decide on a given 
policy matter at hand. Whenever six or more members are not eligible to vote by reason of financial 
conflict or interest, the Executive Secretary has the authority to temporarily designate the ex-officio 
members as voting members. 
 
c. Final Recommendations for Vaccine Use 
ACIP recommendations are submitted to the agency for approval. Upon acceptance by the agency, 
ACIP recommendations are published in the Morbidity and Mortality Weekly 

Report Recommendations and Report published by the CDC. While the recommendations by the 
ACIP to the CDC are subject to agency approval, longtime CDC officials do not remember an ACIP 
recommendation that was not approved by the agency.[lix] 
 
B. The ACIP Conflicts of Interest Resolution Process 
1. Disclosure Requirements for ACIP Members As an SGE, every member of the ACIP is 
required to file the standard OGE form 450 confidential financial disclosure report once a year.[lx] 
New members of the ACIP must file a new entrant report no later than 30 days after assuming their 
position. All reports must cover the 12 months preceding the date of filing. 
Members must report specific sources of earned income over $200 for the filer and $1,000 for the 
filer's spouse. ACIP members must report all honoraria received in excess of $200, along with the 
date services were provided. The $1,000 threshold for spousal earned income does not apply to 
honoraria, because of special concerns about that form of income.[lxi] They must also report all 
assets held for investment or the production of income with a fair market value greater than $1,000 
at the end of the reporting period. The filer does not have to report the dollar amount or values for 
any asset or income.[lxii] 
 
2. Reviewer's Responsibilities 
The ACIP Deputy Ethics Officer, Mr. Joseph Carter, is responsible for ensuring that the OGE 450 is 
completely and properly filled out. Specifically, the reviewer is required by the OGE to check for the 
completeness of the financial disclosure form and that each asset and source of income are listed 
separately. 
 
3. ACIP Waiver Process 
Waivers are granted to each and every member of the ACIP whether or not they have conflicts of 
interests listed on their OGE 450. The ACIP issues "limited" 208 (B)(3) waivers on an annual basis to 
members who have potential conflicts of interest. The waivers allow members to participate in all 
matters that come before the ACIP, with the provisos that: (1) members recuse themselves from 
voting on matters involving vaccine-related entities where they have a current direct financial interest 
and (2) that they publicly disclose all relevant financial interests at the beginning of each ACIP 
meeting. 
 
The waiver states that under Section 208(a) the members are under statutory obligation to refrain 
from participating in any deliberation that involves a particular matter having a direct and predictable 
effect on a financial interest attributed to them. They provide that the deputy ethics counselor has the 
authority under 18 U.S.C. §208(b)(3) to grant a waiver permitting the ACIP member to participate in 
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such matters as deemed appropriate.[lxiii] 
 
Waivers are requested by the Executive Secretary of the ACIP, Dr. Dixie Snyder, Jr. CDC Legal 
Counsel Kevin Malone concurs that the waiver is appropriate and the Deputy Ethics Counselor, Mr. 
Joseph R. Carter, is responsible for approving the waiver. In interviewing these individuals, the 
Committee staff was told, "we generally give them to everyone…we give them out freely." The CDC 
representatives explained, it is "the nature of the industry that they will have conflicts…we will allow 
you to participate if you disclose your conflicts…we will let you discuss but not vote."[lxiv] 
 
4. Work Sheets 
The Executive Secretary prepares a work sheet prior to every ACIP meeting detailing the conflicts of 
interest that members may have pertaining to the topics on the agenda. The work sheet is only for 
his use and is not disclosed to the public. The documents are considered informal and are not saved 
by the CDC. 
 

C. Problems Identified During the Committee's Investigation 
The Committee staff's review of the ACIP's consideration of the rotavirus vaccine identified serious 
weaknesses in the CDC's policing of conflicts of interest on this advisory committee. On June 25, 
1998, the ACIP voted to recommend the rotavirus vaccine for routine use in infants. In reviewing the 
minutes of ACIP meetings and the financial disclosure forms of the ACIP members, the Committee 
staff identified a number of troubling issues: 
1. ACIP Members Do Not Fully Disclose Conflicts of Interest 
Examination of ACIP members' financial disclosure forms reveals that many members do not fill 
them out completely. CDC ethics officials conceded to Committee staff that they have been lax in 
compelling the ACIP members to provide complete and thorough information.[lxv] 
a. Dr. Mary (Mimi) Glodé (Exhibits 3-15) 
Dr. Glodé lists reviews of medical legal cases on her OGE 450 for 1996, 1997, 1998, 1099 at 5 per 
year for her and her spouse, but does not detail the law firms or clients for whom they do the legal 
work. She only discloses that the maximum income allowed by University of Colorado is $10,000 per 
year. 
 
Dr. Glodé and her spouse have attended numerous conferences and received honoraria for their 
attendance. However, she does not list who the sponsors were in 1995, 1996, 1997, 1998, 1999. 
She states only that the honoraria given was from $500-$750 Per occurrence and were limited to 
five per year; her spouse does 5-10 per year as well. 
 
On her 1996 FDA financial disclosure form she lists that she was a co-principal investigator on an 
$84,500 grant from Chiron to study the MGNIN C Vaccine, $10,000 of which was a part of her 
salary. The study lasted for fifteen months from 10/96-3/98. But on her CDC financial disclosure 
forms for 1997, 1998, and 1999, this funding was not mentioned as required. Furthermore, the 
conflict was not mentioned on the waivers granted to her by the CDC for the same years. According 
to the Federal conflict of interest statutes she would not be able to participate in any deliberations 
regarding Chiron before the ACIP. 
 
b. Dr. Marie Griffin 
Dr. Griffin doesn't fill out a new form each year. She references previous year's forms instead and 
adds any new items to the current year's form. (Exhibit 18) 
 
She lists "publicly traded stock," but not the specific companies on her 10/6/94, 2/95, 6/9/96, and 
10/20/97 OGE 450. This is not sufficient under the law. (Exhibit 16) 
 
c. Dr. Paul Offit 
Dr. Offit lists that he is a consultant to Merck on an attachment to his OGE 450, but does not 
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disclose whether or not he received any remuneration for his services. (Exhibit 39) 
 
d. Dr. Richard Clover 
Dr. Clover lists legal fees paid by the law firm of O'Bryan, Brown, and Toner, but not their client. 
(Exhibit 1) 
 
The CDC informed the Committee staff that they have been unhappy with the OGE 450 and are 
working on a supplemental form. They stated that they wanted a form that was more specific and 
easier to fill out. Two years ago at the June 24-25, 1998, ACIP meeting, CDC Legal Counsel Kevin 
Malone stated his concerns to the ACIP: 
"The 450 is a very frustrating form. All of us use the same form too and it is very difficult to even 
figure out what it is you should be disclosing. One of the things we've talked about is producing a 
supplementary form that would more explicitly lay out types of issues because certainly if we're 
going to be in a position that we have to be announcing these interests, we would also need to feel a 
little bit more confident, I think that everything is being reported."[lxvi] 
 
However, two years later, the supplemental form has yet to be put into use. 
 
2. Every Member of the ACIP is Granted a 208 (B) Waiver for the Entire Year 
The CDC grants blanket waivers to the ACIP members each year that allow them to deliberate on 
any subject, regardless of their conflicts, for the entire year. In contrast, the FDA grants waivers on a 
meeting by meeting basis, taking into consideration the issues on the agenda and the affected 
companies discussed. Moreover, the FDA provides a list of parties that will be affected by their vote 
so their members clearly understand when they can not participate. 
 
The CDC's policy of issuing annual waivers creates an environment where people do not take the 
conflict of interest issue as seriously as they should. This policy, in concert with sloppy monitoring of 
the completeness of members' financial disclosure statements, allows for a clubby environment 
where ethical concerns are downplayed. 
 
3. ACIP Members are Allowed to Vote on Vaccine Recommendations, Even When They Have 

Financial Ties to Drug Companies Developing Related or Similar Vaccines 
Members of the ACIP are allowed to vote on a recommendation for one company's vaccine even if 
they have financial ties to a competing firm developing a similar vaccine. For example, in the case of 
rotavirus vaccine, the vaccine before the advisory committee was developed by Wyeth-Lederle. 
However, Merck and Smithkline-Beecham had rotavirus vaccines under development. A 
recommendation for Wyeth-Lederle's vaccine would help pave the way for future recommendations 
for the products of Merck and Smithkline-Beecham. 
 
While ACIP members with ties to Wyeth-Lederle were not allowed to vote on recommendations for 
the rotavirus vaccine, those with ties to Merck and Smithkline-Beecham were allowed to vote. This 
stands in stark contrast to the policies of the FDA. In discussions with FDA staff on this specific issue 
they informed the Committee staff that when the VRBPAC is deliberating the licensure of a vaccine, 
a company is considered affected [an affected company is one with a direct interest] if they are direct 
competitors of the manufacturer of the vaccine being considered. They further clarified that that this 
policy was in place because of the competing interest of the affected company and not because of 
concerns about the release of proprietary information. Moreover, if a VRBPAC member has a direct 
interest with a competing firm they are automatically disqualified from participation. 
 
At ACIP meetings from February 11, 1998, through June 17, 1999, there were eight votes related to 
the their approval of the rotavirus vaccine for routine use. Three of these votes were particularly 
notable. They include: (1) June 25, 1998 - The ACIP approved the statement recommending the 
rotavirus vaccine for routine use, (2) October 22, 1998 - The ACIP recommended the rotavirus 
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vaccine be added to the Vaccines for Children Program, and (3) October 22, 1999-the ACIP 
rescinded its earlier decision to recommend the rotavirus vaccine. 
 
a. Dr. John Modlin-Chair beginning 2/11/98 (Exhibits 35-37) 
 
Dr. Modlin owned 600 shares of stock in Merck as listed on his OGE 450. He serves on Merck's 
Immunization Advisory Board but receives no remuneration. Dr. Modlin informed committee staff that 
he divested his shares in Merck some time in 1999. 
 
Dr. Modlin was the Chairman of the Rotavirus working group. He voted yes on eight different matters 
pertaining to the ACIPs rotavirus statement, including recommending for routine use and for 
inclusion in the VFC program. 
 
b. Dr. Paul Offit (Exhibits 38-41) 
Dr. Offit shares the patent on the Rotavirus vaccine in development by Merck and lists a $350,000 
grant from Merck for Rotavirus vaccine development. Also, he lists that he is a consultant to Merck. 
 
Dr. Offit began his tenure on ACIP in October of 1998. Out of four votes pertaining to the ACIP's 
rotavirus statement he voted "yes" three times, including, voting for the inclusion of the rotavirus 
vaccine in the VFC program. 
 
Dr. Offit abstained from voting on the ACIP's rescission of the recommendation of the rotavirus 
vaccine for routine use. He stated at the meeting, "I'm not conflicted with Wyeth, but because I 
consult with Merck on the development of rotavirus vaccine, I would still prefer to abstain because it 
creates a perception of conflict."[lxvii] 
 
c. Dr. Fernando Guerra (Exhibits 30-31) 
Dr. Guerra lists a Contract with Merck Vaccine Division from 2/99-8/99 on his OGE 450, and a 
donation of $25,000 by Merck, Pasteur Merieux Connaught, and Medimmune (5/11/99 supplement 
to OGE 450). Also, he has a Contract with Smithkline-Beecham as a Principal Investigator (pending 
7/99). 
 
Dr. Guerra voted yes on eight different matters pertaining to the ACIP's rotavirus statement, 
including recommending for routine use and for inclusion in the VFC program. 
 
d. Dr. Marie Griffin (Exhibits 16-29) 
Dr. Griffin lists consultant fees (3/21/97) and a salary from Merck relating to her position as Chair of 
Merck's Endpoint Monitoring Committee on her OGE 450 (5/12/98 & 1/22/98). 
 
She also lists consulting fees and travel expenses paid by Merck. (Exhibit 22) 
Her spouse is a consultant for American Cyanamid (5/12/98 disclosure). American Cyanamid and 
Wyeth-Lederle are Subsidiaries/divisions of American Home Products Corporation. 
 
Dr. Griffin voted on seven different matters (yes six times and no once) pertaining to the ACIPs 
rotavirus statement, including recommending yes for routine use and for inclusion in the VFC 
program. 
 
d. Dr. T. Chinh Le (Exhibits 32-34) 
Dr. Le's employer, Kaiser Permanente, is participating in vaccine studies with Merck, Wyeth-Lederle, 
and Smithkline-Beecham. Additionally, Dr. Le owns stock in Merck as reported on his OGE 450. Dr. 
Le abstained from voting on all but one issue related to the Rotavirus. 
 
e. Dr. Richard Clover (Exhibits 1-2) 
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Dr. Clover lists educational Grants from Merck and Smithkline-Beecham on his OGE 450. He voted 
on seven different matters (six times and no once) pertaining to the ACIPs rotavirus statement, 
including recommending voting yes for routine use and for inclusion in the VFC program. 
 
4. Members Who are Not Allowed to Vote on a Recommendation Due to Financial Conflicts 

are Allowed to Fully Participate in the Discussion Leading up to a Vote 
The "limited" 208(B)(3) waiver process enacted by the CDC allowing for discussion in all matters 
before the ACIP by conflicted members appears to be in direct contradiction to common practice at 
other DHHS agencies. 
 
As stated succinctly by the Congressional Research Service, "Clearly, the influence on Government 
policy from advice and persuasion during a "discussion" of a particular recommendation, 
immediately preceding a vote on that recommendation, is significant and is equal under the law, to 
participating in a particular recommendation by way of voting for or against that 
recommendation."[lxviii] 
 
a. Inappropriate Statements by ACIP Members Undoubtedly Influence the Process 
This is evidenced by several exchanges between Dr. T. Chinh Le and members of the ACIP. At one 
point during deliberations on the rotavirus vaccine, he said, "if I were to vote for this, I would vote for 
this routine immunization" and went on to encourage a two-dose regimen for the vaccine.[lxix] 
Moreover, at the June 1998 ACIP, meeting during which they approved the statement for routine use 
of the rotavirus vaccine, he said he "feels very privileged to be able to participate in a discussion that 
he cannot vote on . . . Hopefully, that perhaps what I will say will influence the people who can vote 
[referring to ex officio members] for me if I cannot vote." When Committee staff queried CDC ethics 
officials regarding these statements, they acknowledged that they were inappropriate, and that they 
had discussed the issue with Dr. Le. 
 
Dr. Le abstained from all but one vote related to the rotavirus vaccine because of significant conflicts 
of interest as stated earlier in this report. He did, however participate extensively in deliberations on 
the rotavirus vaccine and was a member of the rotavirus working group. 
 
CDC conflict of interest policies are contrary to those of both the FDA, as cited earlier in this report, 
and that of the National Institutes of Health (NIH). The Office of Federal Advisory Committee Policy 
(OFACP) at NIH clearly states that a 208 (B)(3) waiver "is considered a 'general' waiver, in that it 
allows participation in matters that affect all institutions, or types of institutions, similarly. Even with a 
general waiver, however SGEs must disqualify themselves from participation in all matters that 
specifically and uniquely affect their [particular] financial interest."[lxx] 
 
5. Liaison Representatives Don't have to Disclose Financial Conflicts of Their Organizations 
Liaison representatives to the ACIP are not considered SGEs by the CDC.[lxxi] As such, they are 
exempted from the Federal conflict of interest statues the financial disclosure process. In the 
process of investigating events leading up to the approval of the rotavirus vaccine, the Committee 
staff has learned that the relationship between liaison members and the ACIP is substantially more 
formal than described by the CDC. 
 
ACIP liaison members provide more than the just the opinions of their organization to the advisory 
committee's process. Their role of the liaison representatives is more like that of a de facto SGE than 
an advisory representative. They are central to the process of creating recommendations for vaccine 
use by the ACIP. As official voting members of working groups that write draft recommendations for 
the committee's consideration, they are under routine supervision by CDC staff and have meetings 
in government offices. Moreover, their advice is solicited frequently by CDC personnel on issues 
where their organization has a financial interest. 
In a cursory review of publicly available references and an internet search, the Committee staff was 
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able to find that the following organizations that the ACIP liaison representatives represent have ties 
to numerous vaccine manufacturers. 
 
a. American Academy of Family Pediatrics 
Abbott Laboratories, American Home Products Corporation, Aventis, Bayer Corporation, bioMerieux, 
Boehringer Ingelheim Chemicals Co., Bristol-Myers Squibb Company, Eli Lilly and Company, Forest 
Laboratories, G.D. Searle & Co., Glaxo Wellcome plc, Janssen Pharmaceutica, Lederle 
Laboratories, Merck & Co., Muro Pharmaceuticals, Novartis, Novo Nordisk A/S, Ortho-McNeil 
Pharmaceuticals, Otsuka America Pharmaceutical, Inc., Pasteur Merieux Connaught, Pfizer, Inc., 
Pharmacia, Schering AG, Schwarz Pharma, Inc., SmithKline Beecham, Solvay S.A., Warner-
Lambert Company, and Wyeth-Ayerst Laboratories .[lxxii] 
 
b. American Academy of Pediatrics 
Abbott Laboratories, Astra, Merck & Co., Pasteur Merieux Connaught, Pfizer, Inc., and SmithKline 
Beecham.[lxxiii] 
 
c. American College of Obstetricians and Gynecologists 
Berlex Laboratories, Eli Lilly and Company, Novartis, Ortho McNeil Pharmaceutical, Pharmacia, 
Schering AG, and Wyeth-Ayerst.[lxxiv] 
 
d. American Medical Association 
Aventis, Glaxo Wellcome plc, Merck & Co., Pfizer, and Shering AG.[lxxv] 
e. Infectious Disease Society of America 
Aventis and Bristol-Myers Squibb Company.[lxxvi] 
 
f. Biotechnology Industry Organization 
Merck & Co., Wyeth-Ayerst and many other pharmaceutical companies.[lxxvii] 
 
g. Pharmaceutical Research and Manufacturers of America 
 
6.The Use of Working Groups is Contrary to the FACA (Exhibit 71) 
a. Members of the Rotavirus Working Group of the ACIP 
The ACIP rotavirus work group was responsible for creating the statement recommending universal 
use of the rotavirus vaccine. The working group has ten members, seven of whom have identifiable 
conflicts of interest with vaccine manufacturers or vaccine interest groups. The group's meetings 
were held in private with no minutes or records of the proceedings taken. It appears that members 
who were not allowed to vote because of conflicts of interest with Wyeth-Lederle, such as Dr. Le, 
were allowed to work extensively on the recommendation for a long period of time in the working 
group. 
The broad ability to grant waivers from the federal conflict of interest statutes was specifically 
enacted because of the statutory requirements and safeguards of the FACA. FACA requires that 
advisory committees hold public meetings, except in unusual circumstances. As such, deliberations 
of advisory committees are open to the most exacting public scrutiny. These requirements are to 
ensure public scrutiny of advisory committees operations and ensure that it is not a secretive or 
hidden vehicle for special interest influence.[lxxviii] The ACIPs prolific use of working groups to draft 
vaccine policy recommendations outside the specter of public scrutiny opens the door to undo 
special interest access. 
 
i. John Modlin, M.D., Chairman 
Chinh T. Le, M.D. 
David W. Fleming, M.D 
ACIP Voting Members 
Dr. Le has conflicts with Wyeth Lederle and Smithkline-Beecham and Dr. Modlin has a conflict with 
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Merck as described in this report. 
 
ii. Roger I. Glass, M.D., Ph.D. 
Joseph S. Bresee, M.D. 
Centers for Disease Control and Prevention 
National Center of Viral and Rickettsial Diseases 
National Center for Infectious Diseases 
 
iii. Margaret Rennels, M. D. 
Department of Pediatrics, University of Maryland 
Her employers website states that she participated in virtually all phases of the testing of the 
licensed rotavirus vaccine[lxxix] Also, she is affiliated with U.S. Rotavirus Efficacy Group[lxxx] 
 
iv. Richard Zimmerman, M.D. 
American Academy of Family Physicians (AAFP) 
The AAFP has conflicts with numerous vaccine manufacturers as described in this report. 
 
v. Neal A. Halsey, M.D. 
American Academy of Pediatrics 
At the time of the rotavirus approval meeting, Dr. Halsey was seeking start-up funds from most of the 
vaccine manufacturers for the establishment of an institute for vaccine safety at Johns Hopkins 
University, where he works. He has already received $50,000 from Merck and was awaiting funds 
from Wyeth Lederle. (Exhibit 56) He has received frequent reimbursements for travel expenses and 
honoraria from companies such as Merck. 
 
Dr. Halsey Serves on the advisory board to the Immunization Action Coalition, an advocacy group 
funded by vaccine makers including: Aventis Pasteur, Chiron Corporation, Glaxo Wellcome, Merck & 
Co., Nabi, North American Vaccine, SmithKline-Beecham, Wyeth-Lederle Vaccines.[lxxxi] 
 
vi. Peter Paradiso, Ph.D. 
Lederle-Praxis Biologicals Division 
Wyeth-Lederle Vaccines and pediatrics 
 
vii. Florian Schodel, M.D. 
Office for Clinical Vaccine Research 

Merck Research Labs 
 
7. ACIP is not Fairly Balanced in terms of the Points of View Represented 
According to section 5 of FACA, membership on an advisory committee must be "fairly balanced in 
terms of points of view represented and the functions to be performed . . . " and the advice and 
recommendations of the advisory committee cannot be "inappropriately influenced by the appointing 
authority or by any special interest." 
 
The absence of any consumer advocates on the ACIP has resulted in an advisory committee that is 
inherently not "fairly balanced." It is clear to the Committee that the intent of the FACA was for 
individuals who are affected by the work of the ACIP, in this case vaccine recipients, to have 
significant representation on the committee. 
 
The ACIP's use of ex officio members, who are all government employees, in a voting capacity 
contradicts the notion of an advisory committee. Advisory committees are intended to provide 
independent information and advice to the government. In discussions with CDC staff, the 
Committee was informed that there are no records of an ex officio member ever voting no on an 
issue before the ACIP. This policy encourages a system where government officials make crucial 
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decisions affecting American children without the advice and consent of the governed. 
 
Congress sought to eliminate "the danger of allowing special interest groups to exercise undue 
influence upon the Government through dominance of advisory committees which deal with matters 
in which they have vested interests."[lxxxii] However, the extensive use of working groups, in which 
conflict of interest procedures do not appear to be implemented, and the automatic waivers given to 
every advisory committee member, along with the absence of consumer representation, appear to 
thwart this goal. 
 
Section VI 
Recommendations 
As a result of the review of the ACIP and VRBAC practices, the following Committee has the 
following recommendations to the Department of Health and Human Services: 
1. Individuals who serve on advisory committees involving vaccines should have no financial 
ties to vaccine manufacturers. 

 
2. Public participation on ACIP and VRBAC needs to be increased substantially. 
 

3. Conflict of Interest waivers should be used more stringently. 
 
4. A balance of policy perspectives should be incorporated into consideration of 
appointments of committee members. 

 
5. Any level of stock ownership in vaccine manufacturers should not be allowed by 
committee members. 

 
6. Department personnel need to insure that all documentation is fully and adequately 
completed. 

 
7. Full explanation of participation as expert witnesses in legal cases needs to be a part of 
financial disclosures. 

 
8. Individuals who have patents for vaccines for the same disease under discussion should 
not be allowed to participate in the discussion or vote of ACIP or VRBAC. 
 

9. Individuals who are developing vaccines for the same disease under discussion should be 
not be allowed to participate in the discussion or vote of ACIP and VRBAC. 
 

10. Working groups should be replaced by fully constituted Subcommittees on both the 
VRBAC and ACIP. 
 

11. Individuals should not be allowed to participate on two DHHS advisory committees at the 
same time. 
 

12. Individuals should not serve excessively long terms on a committee. 
 
13. The FDA should reconsider its policy on using temporary voting members. 
 

14. ACIP should not consider making a recommendation on a vaccine until it has been 
licensed by the FDA. 
 

15. CDC should follow the same policy in identifying affected companies for vaccine 
discussions as the FDA does and exclude participation of any individual who has a conflict. 
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16. Organizations who send liaison members to participate in council meetings, should offer 

full disclosure of ties to the pharmaceutical industry. 
 
17. The Department should review its policies and practices regarding conflicts of interest, 

participation on advisory committees, and terms of service, public participation, and balance 
of views and expertise. 
 
[i] 5 U.S.C. app. II (1994). 
[ii]Ensuring Coverage, Balance, Openness and Ethical Conduct for Advisory Committee Members 
Under the Federal Advisory Committee Act, 5 Admin. L.J. 231, Mary Kathryn Palladino, Spring, 
1991. 
[iii]5 U.S.C. app. II '7(c). The guidelines for the Food and Drug Administration=s advisory committee 
are set forth in 5 C.F.R. '2640 (1994) 
[iv]5 U.S.C. app. II '2(b)(6) (1994). 
[v]5 U.S.C., '10 (b). 
[vi]5 U.S.C., '5 (b)(2). 
[vii]5 U.S.C., '5(b)(3). 
[viii]18 U.S.C. ''202-209. 
[ix]18 U.S.C. '208. 
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[xi]18 U.S.C. '208(b)(2). 
[xii]18 U.S.C. '208(b)(3). 
[xiii]FACA amendments of 1989 
[xiv]5 C.F.R. '2640.103(a)(1). 
[xv]5 C.F.R. '2640.102(l). 
[xvi]5 C.F.R. '2640.102(m). 
[xvii]5 C.F.R. '2640.103(a)(3). 
[xviii]Id. 
[xix]Id. at (b). 
[xx]Id. at (c)(5). 
[xxi]5 C.F.R. ' 2635.807. 
[xxii]5 C.F.R. '2635.502. 
[xxiii] Minutes of ACIP meeting, October 22, 1999 at 51. 
[xxiv] Bad Bug Book, U.S. Food & Drug Administration, Center for Food Safety & Applied Nutrition, 
Foodborne Pathogenic Microorganisms and Natural Toxins Handbook, Chapter 33 
http://vm.cfsan.fda.gov/~mow/chap33.html. 
[xxv] Minutes of ACIP meeting, October 22, 1999, 56-57. 
[xxvi] CDC's Rotavirus Q&A http://www.cdc.gov/nip/Q&A/genqa/Rotavirus.htm. 
[xxvii] Rotashield Package Insert, Wyeth-Ayerst, 13. 
[xxviii]VRBPAC charter, DHHS, 12/21/99. 
[xxix]5 C.F.R. '2640.103(a). 
[xxx]Waiver Criteria Document 2000, FDA, 2. (Replacing the AWaiver Criteria Document (1994).@) 
[xxxi]Id. at 19. 
[xxxii]Id. at 23. 
[xxxiii]Id. at 20. Where the grant or contract relates to the subject matter of the committee 
discussion, an actual conflict may arise. In situations where the grant or contract is unrelated to the 
product at issue, an appearance problem may arise. In either situation the conflict of interest may be 
waived and the member allowed to participate. 
[xxxiv]Id. at 17. 
[xxxv]Policy and Guidance, Handbook for FDA Advisory Committees, 12. 
[xxxvi]Waiver Criteria Document (2000), FDA, 19. 
[xxxvii]Id. 
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[xxxviii] VRBPAC "Rotashield" rotavirus vaccine approval meeting transcript, page 210, December 
12, 1997. 
[xxxix]A copy of the waiver forms have not been provided to the Committee. 
[xl]The NIAID is the original developer of the Rotashield and other rotavirus vaccines. According to 
the FDA, as stated in Dr. Caroline Hall's Conflict of Interest Waiver form, Wyeth received the rights 
to further develop the Rotashield from NIAID and it is unknown which rotavirus vaccine was licensed 
to Wyeth by the NIAID. 
[xli]Please see VRBPAC Charter. Exhibit 54 
[xlii]See further discussion of the ACIP rotavirus working group in the ACIP section of this report. 
Section IV 
[xliii]Consultants may be allowed to participate in the committee's discussion, but may not vote, 
unless designated a temporary voting member in advance of the meeting. 
[xliv]According to the DHHS policy, members cannot serve for more than eight combined years 
within a period of 12 years. 
[xlv]Letter from Mr. David Doleski, FDA, to the Government Reform Committee (March 30, 2000), 
stating that the DHHS policy states that Federal advisory committee members will not: ..serve on 
more than one committee within an agency at the same time. 
[xlvi]Some of the frequent temporary members and consultants in the past few years include: Dr. 
Fleming (at least 4 meetings from 7/96 to 12/97); Dr. Karzon (at least 5 meetings between 4/96 until 
9/99); Dr. Snider (at least 4 meetings in 1997, before becoming a standing member in 1998); Dr. 
Broome ( 8 meetings from 4/96 to 12/97); Dr. Diane Finkelstein (consultant in at least 5 meetings 
from 4/96 to 12/97, when she became a standing member); Dr. Theodore Eickhoff (consultant on at 
least 8 meetings from 4/96 to 9/99); Dr. Rob Breiman (4 meetings from 11/98 to 9/99). 
[xlvii] For example, Dr. Ferrieri (at least 4 meetings past her appointment ); Dr. Gregory Poland (at 
least 2 meetings past his appointment); Dr. Alison O'Brien ( at least 3 meetings past her 
appointment) and Ms. Rebecca Cole (1 meeting past her appointment). 
[xlviii] 42 C.F.R. §51b.204 
[xlix] Section 1928 of the Social Security Act (42 U.S.C. § 1396s), as added by Section 13631 of the 
Omnibus Budget Reconciliation Act of 1993 
[l] ACIP Charter, May 3, 1998 as approved by Claire Broome, Acting Director CDC (Exhibit 72) 
[li] ACIP Charter, May 3, 1998 as approved by Claire Broome, Acting Director CDC, 2 
[lii] ACIP Charter, May 3, 1998 as approved by Claire Broome, Acting Director CDC, 3 
[liii] ACIP Charter, May 3, 1998 as approved by Claire Broome, Acting Director CDC, 2 
[liv] The Advisory Committee on Immunization Practices, Centers for Disease Control and 
Prevention, Policies and Procedures for Development of Recommendations for Vaccine Use and for 
the Vaccines for Children, January 2000, 4 (Exhibit 73) 
[lv] ACIP Charter, May 3, 1998 as approved by Claire Broome, Acting Director CDC, 4 
[lvi] The Advisory Committee on Immunization Practices, Centers for Disease Control and 
Prevention, Policies and procedures for Development of Recommendations for Vaccine Use and for 
the Vaccines for Children, January 2000. 
[lvii] Telephone interview of Dr. John Modlin (June 9, 2000). 
[lviii] The Advisory Committee on Immunization Practices, Centers for Disease Control and 
Prevention, Policies and Procedures for Development of Recommendations for Vaccine Use and for 
the Vaccines for Children, January 2000. 
[lix] Interview of Dr. Dixie Snider, Mr. Kevin Malone and Mr. Joe Carter (June 1, 2000). 
[lx] 5 C.F.R. § 2634.904(b). 
[lxi] OGE Form 450: A review Guide, U.S. Office of Government Ethics, 15 (September 1996). 
[lxii] OGE Form 450: A review Guide, U.S. Office of Government Ethics, 15 (September 1996). 
[lxiii] Cited from a several examples of waivers provided by the CDC to the Government Reform 
Committee. 
[lxiv] Interview of Dr. Dixie Snider, Mr. Kevin Malone and Mr. Joe Carter (June 1, 2000). 
[lxv] Interview of Dr. Dixie Snider, Mr. Kevin Malone and Mr. Joe Carter (June 1, 2000). 
[lxvi] ACIP Meeting June 24, 1998, 41. 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 47 RECEIVED NYSCEF: 08/24/2020



[lxvii] ACIP Meeting, October 22, 1999. 
[lxviii] Conflicts of Interest and the Disqualification of Federal Advisory Committee Members, 
Congressional Research Service Memorandum, June 6, 2000. 
[lxix] ACIP Meeting Minutes, February 11 and 12, 1998. 
[lxx] Ethics Rules for Advisory Committee Members, for committee members appointed to serve on 
HHS advisory committees as SGEs, NIH Office of Federal Advisory Committee Policy (OFACP), 4, 
http://www1.od.nih.gov/cmo/sge.htm. 
[lxxi] Interview of Dr. Dixie Snider, Mr. Kevin Malone and Mr. Joe Carter (June 1, 2000). 
[lxxii] http://www.aafp.org. 
[lxxiii] http://www.aap.org. 
[lxxiv] http://www.acog.org; http://www.figo2000.com/sponsors.cfm. 
[lxxv] http://www.ama-assn.org. 
[lxxvi] http://www.idsociety.org/pd/grants_toc.htm. 
[lxxvii] http://www.bio.org. 
[lxxviii] Conflicts of Interest and the Disqualification of Federal Advisory Committee Members, 
Congressional Research Service Memorandum, June 6, 2000. 
[lxxix] http://som1.umaryland.edu/research.html. 
[lxxx] ACIP Meeting, February 13, 1997. 
[lxxxi] http://www.immunize.org/admin/funding.htm. 
[lxxxii] FAC Standards ACT, supra note 10, at 6, reprinted in FACA Source Book, supra note 2, at 
276, citing Hearings on H.R. 4383 Before the Legal and Monetary Affairs Subcommittee. Of the 
House Comm. On Government Operations, 92 Cong., 2d Sess., at 13-55 (1971), reprinted in 1972 
U.S. Code Cong. & Admin. News 3434-76. 
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Persons using assistive technology might not be able to fully access information in this file. For assistance, please send 
e-mail to: mmwrq@cdc.gov. Type 508 Accommodation and the title of the report in the subject line of e-mail.

Notice to Readers: Recommended Childhood 
Immunization Schedule -- United States, 2000
Each year, CDC's Advisory Committee on Immunization Practices (ACIP) reviews the recommended childhood 
immunization schedule to ensure it remains current with changes in manufacturers' vaccine formulations, revisions in 
recommendations for the use of licensed vaccines, and recommendations for newly licensed vaccines. This report presents 
the recommended childhood immunization schedule for 2000 (Figure 1) and explains the changes that have occurred since 
January 1999.

Since the publication of the immunization schedule in January 1999 (1), ACIP, the American Academy of Family 
Physicians, and the American Academy of Pediatrics have recommended removal of rotavirus vaccine from the schedule, 
endorsed an all-inactivated poliovirus vaccine (IPV) schedule for polio vaccination, recommended exclusive use of 
acellular pertussis vaccines for all doses of the pertussis vaccine series, and added hepatitis A vaccine (Hep A) to the 
schedule to reflect its recommended use in selected geographic areas (2). Detailed recommendations for using vaccines are 
available from the manufacturers' package inserts, ACIP statements on specific vaccines, and the 1997 Red Book (3). 
ACIP statements for each recommended childhood vaccine can be viewed, downloaded, and printed at CDC's National 
Immunization Program World-Wide Web site, http://www.cdc.gov/nip/publications/acip-list.htm.

Removal of Rotavirus Vaccine from the Schedule

On October 22, 1999, ACIP recommended that Rotashield®* (rhesus rotavirus vaccine-tetravalent [RRV-TV]) (Wyeth 
Laboratories, Inc., Marietta, Pennsylvania), the only U.S. licensed rotavirus vaccine, no longer be used in the United States 
(4). The decision was based on the results of an expedited review of scientific data presented to ACIP by CDC. Data from 
the review indicated a strong association between RRV-TV and intussusception among infants 1-2 weeks following 
vaccination. Vaccine use was suspended in July pending the ACIP data review. Parents should be reassured that children 
who received the rotavirus vaccine before July are not at increased risk for intussusception now. The manufacturer 
withdrew the vaccine from the market in October.

Inactivated Poliovirus Vaccine for All Four Doses

As the global eradication of poliomyelitis continues, the risk for importation of wild-type poliovirus into the United States 
decreases dramatically. To eliminate the risk for vaccine-associated paralytic poliomyelitis (VAPP), an all-IPV schedule is 
recommended for routine childhood vaccination in the United States (5). All children should receive four doses of IPV: at 
age 2 months, age 4 months, between ages 6 and 18 months, and between ages 4 and 6 years. Oral poliovirus vaccine 
(OPV), if available, may be used only for the following special circumstances:

1. Mass vaccination campaigns to control outbreaks of paralytic polio.
2. Unvaccinated children who will be traveling within 4 weeks to areas where polio is endemic or epidemic.
3. Children of parents who do not accept the recommended number of vaccine injections; these children may receive

OPV only for the third or fourth dose or both. In this situation, health-care providers should administer OPV only
after discussing the risk for VAPP with parents or caregivers.

OPV supplies are expected to be very limited in the United States after inventories are depleted. ACIP reaffirms its support 
for the global eradication initiative and use of OPV as the vaccine of choice to eradicate polio where it is endemic.

Acellular Pertussis Vaccine

Notice to Readers: Recommended Childhood Immunization Schedule -- United States, 2… Page 1 of 4
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ACIP recommends exclusive use of acellular pertussis vaccines for all doses of the pertussis vaccine series. The fourth 
dose may be administered as early as age 12 months, provided 6 months have elapsed since the third dose and the child is 
unlikely to return at 15-18 months.

Hepatitis A

Hepatitis A vaccine (Hep A) is listed on the schedule for the first time because it is recommended for routine use in some 
states and regions. Its appearance on the schedule alerts providers to consult with their local public health authority to learn 
the current recommendations for hepatitis A vaccination in their community. Additional information on the use of Hep A 
can be found in recently published guidelines (2).

Hepatitis B

Special considerations apply in the selection of hepatitis B vaccine products for the dose administered at birth (6).

Vaccine Information Statements

The National Childhood Vaccine Injury Act requires that all health-care providers, whether public or private, give to 
parents or patients copies of Vaccine Information Statements before administering each dose of the vaccines listed in this 
schedule (except Hep A). Vaccine Information Statements, developed by CDC, can be obtained from state health 
departments and CDC's World-Wide Web site, http://www.cdc.gov/nip/publications/VIS. Instructions on use of the 
Vaccine Information Statements are available from CDC's website or the December 17, 1999, Federal Register (64 FR 
70914).

References

1. CDC. Recommended childhood immunization schedule--United States, 1999. MMWR 1999;48:12-6.
2. CDC. Prevention of hepatitis A through active or passive immunization: recommendations of the Advisory 

Committee on Immunization Practices (ACIP). MMWR 1999;48(no. RR-12).
3. American Academy of Pediatrics. Active and passive immunization. In: Peter G, ed. 1997 Red book: report of the 

Committee on Infectious Diseases. 24th ed. Elk Grove Village, Illinois: American Academy of Pediatrics 1997:1-71.
4. CDC. Withdrawal of rotavirus vaccine recommendation. MMWR 1999;48:1007.
5. CDC. Recommendations of the Advisory Committee on Immunization Practices: revised recommendations for 

routine poliomyelitis vaccination. MMWR 1999;48:590.
6. CDC. Recommendations regarding the use of vaccines that contain thimerosal as a preservative. MMWR 

1999;48:996-8.

* Use of trade names and commercial sources is for identification only and does not constitute or imply endorsement by 
CDC or the U.S. Department of Health and Human Services.
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Case 1:18-cv-03215-JMF   Document 18   Filed 07/09/18   Page 1 of 3

UNITED STATES DISTRICT COURT 

SOUTHERN DISTRICT OF NEW YORK 

INFORMED CONSENT ACTION NETWORK, 

Plaintiff, 

-against-

UNITED STATES DEPARTMENT OF HEALTH 

AND HUMAN SERVICES 

Defendant. 

USDCSDNY 

DOCUMENT 

ELECTRONICALLY FILED 

DOC#: _______ _ 

DATE FILED: ____ _ 

STIPULATION 

18-cv-03215 (JMF) 

WHEREAS, 42 U.S.C. § 300aa-27, entitled "Mandate for safer childhood vaccines," 

provides as follows: 

(a) General rule 

In the administration of this part and other pertinent laws under the 

jurisdiction of the Secretary [ of the Department of Health and Human 

Services], the Secretary shall-

(1) promote the development of childhood vaccines that result in 

fewer and less serious adverse reactions than those vaccines on the 

market on December 22, 1987, and promote the refinement of such 

vaccines, and 

(2) make or assure improvements in, and otherwise use the 

authorities of the Secretary with respect to, the licensing, 

manufacturing, processing, testing, labeling, warning, use 

instructions, distribution, storage, administration, field 

surveillance, adverse reaction reporting, and recall of reactogenic 

lots or batches, of vaccines, and research on vaccines, in order to 

reduce the risks of adverse reactions to vaccines. 

(c) Report 

Within 2 years after December 22, 1987, and periodically thereafter, 

the Secretary shall prepare and transmit to the Committee on Energy 

and Commerce of the House of Representatives and the Committee on 

Labor and Human Resources of the Senate a report describing the 

1 
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actions taken pursuant to subsection (a) of this section during the 
preceding 2-year period. 

WHEREAS, on August 25, 2017, Informed Consent Action Network ("ICAN") submitted 

a Freedom of Information Act request (the "FOIA Request") to the Department of Health and 

Human Services ("HHS" or the "Department"), which was assigned control number 2017-01119-

FOIA-OS, that sought the following records: 

Any and all reports transmitted to the Committee on Energy 

and Commerce of the House of Representatives and the 

Committee on Labor and Human Resources of the Senate by the 

Secretary of HHS pursuant to 42 U.S.C. §300aa-27(c). 

WHEREAS, on April 12, 2018, ICAN filed a Complaint for Declaratory and Injunctive 

Relief in the United States District Court, Southern District of New York against HHS seeking 

records, if any, responsive to the FOIA Request; 

WHEREAS, the HHS Immediate Office of the Secretary ("IOS") maintains the official 

correspondence file of the Secretary of HHS, including reports to Congress by the Secretary of 

HHS, and therefore those files were most likely to contain records responsive to the FOIA Request; 

WHEREAS, on June 27, 2018, HHS sent ICAN the following response to the FOIA 

Request: 

The [Department]'s searches for records did not locate any records 

responsive to your request. The Department of Health and Human 

Services (HHS) Immediate Office of the Secretary (IOS) conducted 

a thorough search of its document tracking systems. The Department 
also conducted a comprehensive review of all relevant indexes of 

HHS Secretarial Correspondence records maintained at Federal 
Records Centers that remain in the custody of HHS. These searches 

did not locate records responsive to your request, or indications that 

records responsive to your request and in the custody of HHS are 
located at Federal Records Centers. 

WHEREAS, ICAN believes the foregoing response from HHS now resolves all claims 

asserted in this action; 

2 
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IT IS HEREBY STIPULATED AND AGREED, by and between the parties by and 

through their respective counsel: 

1. That the above-captioned action is voluntarily dismissed, with prejudice, pursuant 

to Federal Rule of Civil Procedure 41 ( a)(l )(A)(ii), each side to bear its own costs, attorney fees, 

and expenses; and 

2. That this stipulation may be signed in counterparts, and that electronic (PDF) 

signatures may be deemed originals for all purposes. 

Dated: July _6_, 2018 

NewYork, New York 

By: 

KENNEDY & MODONNA LLP 

Attorney for Plaintiff 

~¼2---
Robert F. Kennedy, Jr. 

48 Dewitt Mills Road 

Hurley, NY 12443 

(845) 481-2622 

Dated: New York, New York 

July_, 2018 

3 

Dated: July 6_, 2018 

New York, New York 

GEOFFREY S. BERMAN 

United States Attorney 
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-----------------1111l1lii~•~tilli=M-----------------
Persistence of Measles Antibodies After 2 Doses 
of Measles Vaccine in a Postelimination Environment 

Charles W. LeBaron, MD; Judith Beeler, MD; Bradley]. Sullivan, PhD, MD; Bagher Forghani, PhD; 
Daoling Bi, MS; Carol Beck, BA; Susette Audet, BS; Paul Gargiullo, PhD 

Obiectlve: To evaluate the persistence of measles anti
bodies after 2 doses of measles vaccine in a setting where 
exposure to wild-type measles was unlikely. Measles was 
declared eliminated from the United States in 2000, an 
achievement attributed to effective implementation of a rou
tine 2-dose vaccination policy. Some have questioned 
whether measles transmission could resume if immunity 
wanes in the absence of boosting from wild-type measles. 

Design: Prospective, observational, volunteer cohort study. 

Setting: Rural Wisconsin health maintenance organi
zation. 

Participants: Children who received the second measles 
vaccine dose at kindergarten (aged 4-6 years) or middle 
school (aged 10-12 years) in 1994or 1995. Serum samples 
were collected periodically during a 10-year period for 
the kindergarten group and a 5-year period for the middle 
school group. 

Intervention: Second dose of measles vaccine. 

Main Outcome Measure: Measles antibody levels were 
assessed by plaque-reduction neutralization: titers less 
than 8 mlU/mL were considered seronegative and sug
gestive of susceptibility to measles, and titers of 120 
mIU/mL or less were considered low and suggestive of 
potential susceptibility. 

Results: During the study period, no measles was re
ported in the study area. Voluntary attrition reduced the 
study population from 621 at enrollment to 364 (58.6%) 
by study end. Before the second dose, 3.1 % (19/621) had 
low titers, of whom 74% (14/19) were antibody

negative, with geometric mean titers being significantly 
higher in kindergarteners (1559 mIU/mL) than in middle 
schoolers (757 mIU/mL) and rates of negativity signifi
cantly lower (1.0% [3/312] vs3.6% [11/3091). One month 
after the second dose, 0.2% (1/612) had low titers and 

none was seronegative, with geometric mean titers being 
significantly higher in kindergarteners (2814 mIU/mL) 
than in middle schoolers (1672 mIU/mL) . By study end, 
4.9% (18/364) had low titers and none was seronega
tive, with no significant difference in geometric mean ti
ters between kindergarteners (641 mIU/mL) and middle 
schoolers (737 mIU/mL) when both groups were aged 
15 years. Projections suggest that the proportion of per
sons with low antibody levels may increase over time. 

Conclusions: Measles antibody persisted in all vacci
nees available for follow-up 10 years after a second dose 
of vaccine, with no seronegative results detected. De
clining titers suggest the need for vigilance in ensuring 
disease protection for the vaccinated population. 

Arch Pediatr Adolesc Med. 2007;161:294-301 
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B EFORE LI CENSURE OF MEASLES 

vaccine in 1963, approxi
mately 4 million cases , 
50 000 hospitalizations, and 
500 deaths due to measles 

occurred annually in the United States.1 

Within 20 years of vaccine introduction, 
measles incidence had been reduced by 
99%, but transmission continued, particu
larly among schoolchildren who had re
ceived only 1 dose of vaccine.1 In 1989, 
facing a nationwide measles resurgence, 
the Advisory Committee on Immuniza
tion Practices (ACIP) and the American 
Academy of Pediatrics recommended that 
schoolchildren receive a second dose of 
measles-mumps-rubella vaccine (MMR) to 
provide protection to those who had an in
adequate response to the first dose. i,3 Since 

then, the number of MMR doses admin
istered annually has been enough to pro
vide 2 doses to each child in the US birth 
cohort, plus catch-up doses to 4 million 
others.4 By 1993, viral transmission was 
interrupted5 and, by 2000, measles was de
clared eliminated in the United States,6 a 
historic achievement attributed to effec
tive implementation of a routine 2-dose 
measles vaccination policy. 7 

Childhood vaccination levels remain 
high,8 but imported disease remains a 
threat because approximately 40 million 
measles cases occur globally each year.9 

Many studies have suggested that vaccine
induced immunity is persistent, perhaps 
even lifelong, but most were performed in 
an era when boosting from wild-type vi
rus was common.10· 14 Some investigators 
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Table 1. Study Design and Subject Retention 

MMR2 in Kindergarten 

Serum Time From Year 
Age,y No. MMR2 Span 

5 1 Before 1994-1995 

2 1 mo 1994-1995 

3 6mo 1994-1995 

7 4 2y 1996-1997 

10 5 5y 1999-2000 

12 6 7y 2001-2002 

15 7 10 y 2004-2005 

Abbreviation: MMR2, second dose of measles-mumps-rubella vaccine. 
*Percentage of originally enrolled cohort. 

Subjects, 
No.(%)* 

312 (100.0) 

304 (97.4) 
302 (96.8) 

243 (77.9) 
174 (55.8) 

161 (51.6) 
154 (49.4) 

have raised concerns that, in the absence of such boost
ing, waning immunity may produce a population of sus
ceptible persons sufficient to sustain renewed measles 
transmission. 15-21 Because measles tends to be more se
vere clinically among adults,10 progressive waning im

munity might have important clinical and public health 
consequences. 

In 1994, the Centers for Disease Control and Preven
tion began a longitudinal study of the persistence of 
measles antibody levels comparing 2 different measles 
second-dose vaccination schedules. At the time, based 
on then-divergent ACIP and American Academy of Pe
diatrics recommendations,2•3 some states had passed laws 
requiring the second dose for kindergarten entry and oth
ers for middle school entry, although ultimately all re
quired it for school entry at some age. Subsequently, ACIP 
and the American Academy of Pediatrics agreed on a kin
dergarten recommendation,22·23 but many states contin
ued with their original legal requirements. We report the 
findings of this longitudinal study. 

METHODS 

The study was conducted to evaluate short- and long-term an
tibody response after a second dose of MMR vaccine (MMR2) 
in a setting where exposure to wild-type measles was unlikely, 
and to compare schedules in which MMR2 was administered 
at kindergarten vs middle school entry. We hypothesized that 
measles antibody levels would not be significantly lower at high 
school age for children who received the second dose of vac
cine in kindergarten than for those who received it in middle 
school. 

STUDY PARTICIPANTS 

The study population was drawn from patients of Marshfield 
Clinic, the principal health care provider for a rural area of Wis
consin with a low incidence of reported measles. The clinic has 
a longitudinally stable patient population with a low rate of uti
lization of outside care. 

The state of Wisconsin had enacted a law in 1990 requir
ing MMR2 for children entering kindergarten and middle school. 
The computerized files of Marshfield Clinic were reviewed to 
identify 2 groups of MMR2-eligible children: those in kinder-

Serum 
No. 

1 
2 
3 

4 
5 

MMR2 in Middle School 

Time From 
MMR2 

Before 
1 mo 

6mo 
2y 

5y 

Year 
Span 

1994-1995 
1994-1995 

1994-1995 
1996-1997 

1999-2000 

Subjects, 
No.(%)* 

309 (100.0) 

308 (99.7) 
306 (99.0) 

266 (86.1) 

210 (68.0) 

garten (4-6 years old) and those in middle school (10-12 years 
old) . Families were contacted and information was obtained 
about the mother's date of birth, child's date of birth, docu
mented dates of all vaccinations, sex, race-ethnicity as de
clared by the family, history of measles-mumps-rubella dis
ease or exposure, and current state of health. The date of the 
first administration ofMMR (MMRl) was verified by provider 
record check, and children who did not receive MMRl be
tween 12 and 24 months of age were excluded. Candidate study 
subjects were also excluded if they had (1) previously had either 
measles, mumps, or rubella, since different parts of the study 
evaluated immune response to each antigen; (2) lived in the 
same household with anyone who had had these diseases dur
ing the subject's lifetime; (3) previously received any compo
nent of MMR vaccine other than as specified herein; (4) re
ceived any other vaccinations within 30 days before the 
scheduled date of MMR2 administration; (5) any contraindi
cation to MMR vaccination according to ACIP recommenda
tions22; or (6) any condition likely to impair immune response 
to MMR vaccine according to ACIP recommendations. 22 Par
ents of study subjects were provided with informed permis
sion materials, and middle schoolchildren were additionally pro
vided with informed assent materials. The study was approved 
by the Human Subjects Protection offices of Marshfield Clinic, 
the Centers for Disease Control and Prevention, and the Food 
and Drug Administration. 

STUDY DESIGN AND METHODS 

Serum samples were obtained from enrolled children, and the 
second dose (M-M-R II; Merck&: Co Inc, Whitehouse Station, 
NJ) was administered less than 72 hours thereafter, along with 
any other vaccines for which the child was eligible. Adverse 
events in the month after vaccination were examined, as pre
viously reported. 24 Postvaccination serum samples were drawn 
at intervals permitting comparisons of the 2 groups at similar 
ages (Table 1 ) . At each specimen collection, families were ques
tioned concerning measles exposures, vaccinations, and other 
health events. 

Measles antibody levels were evaluated by means of the 
plaque-reduction neutralization (PRN) test, as previously de
scribed. 25 Fourfold serial dilutions of serum were tested in du
plicate starting at 1:8 and ending at 1:8192 and run in parallel 
with the Second World Health Organization International Stan
dard Reference Serum (66/202) . Serum samples with recipro
cal titers ofless than 8 or greater than 8192 were assigned val
ues of 4 and 16 400, respectively. Geometric mean titers were 
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Table 2. Study Population Characteristics 

Characteristic 

Sex, No. (%) F 
Race/ethnicity, No. (%) non-Hispanic white 

Mother's birth year, median (range)*t 
Age at MMR1, median (range), mo 
Time between MMR1 and MMR2, median (range), yt 
Age at MMR2, median (range), yt 
Receipt of other immunizations with MMR2, No. (¾)t 

Kindergarten 
(n = 312) 

153 (49.0) 
305 (97.8) 

1961 (1946-1972) 
15.6 (12.8-24. 7) 
3.7 (2.4-4.8) 
5.1 (4.2-6.1) 

222 (71 .2) 

Group 

Middle School 
(n = 309) 

150 (48.5) 
307 (99.4) 

1957 (1940-1967) 
15.7 (14.1-24.5) 
9.8 (8.4-11 .2) 

11 .2 (10.1-12.5) 
1 (0.3) 

Abbreviations: MMR1 and MMR2, first and second doses of measles-mumps-rubella vaccine, respectively. 
*Birth year of biological mother could not be ascertained for 15 children (5 in the kindergarten group and 10 in the middle school group ) who lived with other 

persons. 
tDifferences between the kindergarten and middle school groups were significant at P<.001 for 4 characteristics (mother's birth year, time between MMR1 

and MMR2, age at MMR2, and receipt of other immunizations with MMR2). Differences were not significant at P< .05 for other characteristics (sex, race, and age 
at MMR1). 

calculated as log-transformed reciprocal neutralizing anti
body titers and reported as back-transformed titers standard
ized against the Second World Health Organization reference 
serum, with 1:8 corresponding to 8 mIU/mL To ensure com
parability of results for assays performed during the 10-year 
course of the study, an assay was considered valid only if the 
end point titer measured for the World Health Organization 
reference serum did not vary by more than 20% from the as
signed titer of 1 :5000. Each serum drawn 1 month after MMR2 
administration was also evaluated for anti-measles IgM by en
zyme immunoassay, as previously described. 26 Serum samples 
with an optical density index of 1.0 or greater were considered 
positive; those at 0.5 to 0.9 were considered indeterminate. 

On the basis of studies comparing preexisting PRN titers 
with subsequent measles attack rates,27•28 serum samples were 
assigned to 1 of 4 categories of antibody level: (1) negative 
( <8 mIU/mL), susceptible to infection and disease; (2) low 
(8-120 mIU/mL), potentially susceptible to infection and dis
ease; (3) medium (121-900 mlU/mL), potentially susceptible 
to infection but not to disease; and ( 4) high (>900 mIU/mL), 
not susceptible to infection or disease. Serum samples were also 
dichotomized as potentially susceptible (:5120 mIU/mL) and 
not susceptible(> 120 mlU/mL). The following potential risk 
factors for antibody levels were examined: sex, mother's birth 
year, age at MMRl, time between MMRl and MMR2, receipt 
of other vaccinations with MMR2, and (for post-MMR2 serum 
samples) pre-MMR2 titer levels. 

STATISTICAL AND MODELING METHODS 

To detect a difference in potential susceptibility of 5% vs 15% 
between the 2 study groups, with 80% power and 95% confi
dence intervals, a sample size of 300 was estimated. Assuming 
50% attrition during the 10-year study, an enrollment goal of 
600 was set. To evaluate the potential impact of attrition on 
study findings, we compared risk factor characteristics and 
antibody levels for those initially enrolled with those of the 
subset who completed the study. In bivariate comparisons, the 
Pearson x2 test was used for categorical variables, the row
mean-scores/Cochran-Mantel-Hansel test for ordinal vari
ables, and the Wilcoxon rank sum for continuous variables. For 
testing the association between continuous variables, mul
tiple linear regression was used. 

To estimate future antibody trends, we restricted analysis 
to the kindergarten group, for whom we had 10 years' data and 
whose dosing schedule followed current US policy. We deter-

mined the 25th percentile, median, and 75th percentile of ti
ters for each serum collection, then fitted linear regression mod
els to the natural logs of these quantiles, and projected future 
values of these percentiles. A linear regression model was also 
fitted to the raw scatter of loge titers to predict the mean loge 
titer beyond the last collection. The predicted mean loge titers 
and mean squared error estimated from this model were used 
as means and variances, respectively, of normal distributions 
for projecting the future proportions of the cohort with low and 
negative titers. This model was previously used by Wool
house et al29 for examining vaccination-induced protection 
against foot-and-mouth disease. Because no postvaccination neu
tralizing titers were below the limit of detection in our study, 
it was not necessary to use the more complicated mixture model 
described by Moulton and Halsey30 for regression analysis of 
antibody response to measles vaccine or that used by Mossong 
et al18•31 for projecting future measles PRN titers of 120 mIU/mL 
or less in the absence of wild-type measles boosting, both of 
which take into account censored observations arising from the 
lower limit of antibody assays. Confidence intervals around our 
predicted proportions of the population with lower than pro
tective antibody titers were obtained by standard statistical meth
ods. As an internal check, we examined how closely the mod
el's "back-estimate" of the prevaccination antibody levels of the 
middle schoolers when they were in kindergarten approxi
mated the measured prevaccination levels of the kindergarten 
study group: the predicted geometric mean titer (1626 mIU/ 
mL) differed by 4% from the measured geometric mean titer 
(1559 mIU/mL). 

RESULTS 

A total of 621 children were enrolled, of whom 608 
(97.9%) provided serum samples through the first 3 col
lections (Table 1). Thereafter, attrition reduced the study 
population to 364 (58.6%) by the final collection. Over
all and within each group, the 364 children who com
pleted the study did not differ significantly from the ini
tially enrolled 621 for available titers or any risk 
characteristic. 

Reflecting the rural Midwestern source population, 
98.6% (612/621) of the overall study population was 
non-Hispanic white (Table 2), with no significant dif
ference between the groups. Middle schoolers' mothers 
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were born significantly earlier than kindergarteners'. 
Specifically more were born before 1957 (presumed im
mune from wild-type virus under US policy22): 43.8% 
(131/299) vs 14.3% (44/307); P<.001. Per study proto
col, all children received MMRl between 12 and 24 
months of age, most within 60 days of 15 months of age, 
with no significant difference between groups. 

POTENTIAL MEASLES EXPOSURES 

The 7 counties surrounding the clinic (2000 popula
tion, 364 187)32 reported 41 confirmed cases of measles 
to the Centers for Disease Control and Prevention from 
1985 (the first year for which county-specific data are 
available) until the start of the study in 1994. Subjects' 
birth years ranged from 1981 to 1991, so local exposure 
to measles was possible before the study start, although 
none was reported by study families. During the study 
period (1994-2005), no measles cases were reported in 
the 7 counties, and no family reported measles expo
sure. According to clinic records, no study subject was 
diagnosed as having measles or received additional measles 
vaccinations from birth through 2005. To assess the ex
tent to which unreported measles exposures may have 
occurred among the study population, we looked for 
4-fold titer increases in drawn serum samples starting 6 
months after MMR2 through the end of the study. Among 
1208 serum pairs, one 4-fold rise was detected. The child's 
family denied any exposure to measles, foreign travel, or 
repeat measles vaccinations. 

TITERS BEFORE AND AFTER MMR2 

Before the second dose, the majority of both groups had 
high titers, and the proportion of potential susceptible 
individuals was small (3.1 % [19/621]), but 74% (14/19) 
of these were antibody-negative (Figure I) . Compared 
with middle schoolers, kindergarteners had higher ti
ters (geometric mean titer, 1559 vs 757 mIU/mL; P<.001), 
fewer potentially susceptible individuals (1.0% [3/312] 
vs 4.9% [15/309]; P= .002), and fewer negative samples 
(1.0% [3/312] vs 3.6% [11/309]; P= .03) . 

One month after MMR2, titers significantly in
creased for each study group, but beyond 6 months ti
ters were not significantly different from pre-MMR2 lev
els (Figure 1). Similarly, a 4-fold rise in titers was observed 
for 11.6% (71/612) of the study population 1 month af
ter MMR2, but this declined to 3.6% (22/608) by 6 months 
and 1.3% (2/154) by 10 years. All 14 children who were 
seronegative ( <8 mIU/mL) before MMR2 maintained 
titers greater than 120 mIU/mL at every post-MMR2 
serum collection. Of these, 6 ( 43%) had positive and 
5 (36%) had indeterminate IgM responses. Titers for the 
5 children with low prevaccination antibody levels 
(8-120 mIU/mL) increased less than did titers for the 14 
children who were seronegative (range of 6-month ti
ters, 104-323 vs 427-16 400 mIU/mL), but all 5 achieved 
titers greater than 120 mIU/mL at their last serum col
lection. None of the 5 had a positive or indeterminate 
IgM response. For the 602 children who had medium or 
high antibody levels before MMR2, titers increased sig
nificantly at 1 month but returned to pre-MMR2 levels 

by 6 months, at which point only 1.0% (6/583) had ti
ters 4-fold higher than at baseline. Of these 602 chil
dren, 1 (0.2%) had a positive IgM response and 4 (0. 7%) 
had an indeterminate response. Kindergarteners had sig
nificantly higher titers than middle schoolers both 1 
month and 6 months after MMR2. 

Of 2428 post-MMR2 specimens tested, 32 (1.32%) 
showed potential susceptibility ( :5120 mIU/mL), but none 
was negative ( <8 mIU/mL) . Titers fell significantly over 
time for the study population overall and, by the final 
collection, 4. 7% (18/382) of children were potentially sus
ceptible, not significantly different from the pre-MMR2 
proportion (3.1% [19/621), though none was negative. 
Of those who were potentially susceptible at the last se
rum collection, none had been potentially susceptible be
fore MMR2. At each serum collection, kindergarteners 
maintained significantly higher titers than middle school
ers but, at equivalent post-MMR2 ages (12 and 15 years), 
antibody levels and rates of susceptibility were not sig
nificantly different between the groups. 

RISK FACTORS FOR 

MEASLES ANTIBODY LEVELS 

For pre-MMR2 titers, shorter time since MMRl was the 
only factor significantly associated with higher titers 
(R2=0.09, P<.001) . Although explaining less than 10% 
of titer variability, this factor was sufficient to explain the 
higher titers in kindergarteners than middle schoolers. 
For each post-MMR2 titer, the dominant factor was higher 
pre-MMR2 titers (R2=0.215-0.318, P<.001) (Figure 2) . 
Of the 18 children who were potentially susceptible on 
the final serum collection, 13 (72%) had been in the low
est quartile of titers before MMR2. With each successive 
collection, length of time since MMRl played a dimin
ishing role in post-MMR2 antibody levels, ultimately add
ing only about 0.1 % to the value of a multivariate linear 
regression model. No other evaluated factor played a sig
nificant role in post-MMR2 antibody levels. 

PROJECTED ANTIBODY LEVELS 

Projection of future antibody levels in the kindergarten 
group suggested a continued slow decline in titers, with 
an increase in the proportion potentially susceptible 
(:5120 mIU/mL) reaching 33% by 20 years after MMR2 
(Figure 3) . However, the proportion seronegative 
( <8 mIU/mL) was not projected to reach 1 % until 30 years 
after MMR2. 

-------1-8'MM11t• •,-------
1n summary, we found that, in a population of children 
who had received 2 doses of measles vaccine at ages and 
intervals consistent with US policy and who were un
likely to have been exposed to wild-type measles, poten
tial susceptibility rates were low for as long as 10 years 
after the second dose. These findings are consistent with 
low rates of 2-dose vaccine failure during US out
breaks33-35 and cross-sectional serosurveys indicating high 
rates of immunity across multiple US age strata.36 How-
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Age,y Kindergarten MiddleSchool P Value

100· 1.Pre-MMR2(n=312)
75· GMT=1559mIU/mL

5 50
1%25

3 OMMR2 0

100 2. 1moAfterMMR2(n=304)
75. GMT=2814mIU/mL
50·

0%
25

100· 3.6moAfterMMR2(n=302)
75· GMT=1811mIU/mL
50·

0%

100· 4.2yAfterMMR2(n=243) Figure 1. Changingdistribution of
75. GMT=1200mIU/mL antibody levels.Numeralsabovebars

7 50· for the 2 lower antibodycategories
0% (negativeand low) indicatethe25·

0 ^ 0 numberof children in eachcategory;0 ' the percentageabovethesenumerals
100· 5.5yAfterMMR2(n=174) 100· 1. Pre-MMR2(n=309) representsthe proportion potentially

GMT=1114mIU/mL 75. GMT=757mIU/mL susceptible(titers, s120 mlU/mL).75·
The boldfacenumeral in the top left

10 50· # 50· .03 corner Ofeachgraph representsthe
25 25·

33A 3 serumcollection; MMR2,second
0 0 - measles-mumps-rubellavaccination;

n, the populationproviding serum
100· 2.1moAfterMMR2(n=308) samplesat that collection;and
75. GMT=1672mIU/mL GMT,geometricmeantiter for that
50. collection. Pvalues are from the

0% Wilcoxon ranksum test indicatingthe
O 1 differencebetweenthe 2 groups inO· MMR2 antibodytiters at equivalentages.

100· 3.6moAfterMMR2(n=306)
75. GMT=1090mIU/mL
50·
25·

0 20·.

100- 6.7yAfterMMR2(n=161) 100 4.2yAfterMMR2(n=266)
75- GMT=970mIU/mL 75 GMT=855mIU/mL

12 50- # 50 .19
1% 4%25- 25 A 10O- 0 . -

100· 7. 10yAfterMMR2(n=154) 100- 5.5yAfterMMR2(n=210)
75· GMT=641mIU/mL 75- GMT=737mIU/mL

15 50 6% # 50-
4% .29

25 O 9
25-

0 9
O 0-. -

Negative Low Medium High Negative Low Medium High
(<8) (8-120)(121-900)(>900) (<8) (8-120) (121-900)(>900)

AntibodyLevels,mlU/mL AntibodyLevels,mlU/mL

ever, the progressive decline in antibody levels suggests ing a vaccine trial in Senegal, 13 of 36 children with ti-

the need for continued vigilance in ensuring disease pro- ters of 40 to 125 mIU/mL acquired measles, compared
tection for the vaccinated population. with 7 of 258 of those with titers greater than 125 mIU/

Two prospective studies27·28 have examined the rela- mL.28 These studies suggest that low antibody levels may
tionship between low PRN titers and risk of measles dis- not be protective against measles disease, and the 120-

ease. On a US college campus where a blood drive had oc- mIU/mL threshold of potential susceptibility used in our
curred before a measles outbreak, 7 of 8 students with PRN study has been used in previous studies modeling pro-

titers of 16 to 120 mIU/mL acquired measles, compared jections of vaccine-induced immunity in the absence of
with 0 of 71 with titers greater than 120 mIU/mL.27 Dur- wild-type measles boosting.18
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A rise in the proportion of persons with low antibody
levels suggests an increase in potential susceptibility, but MMR2
low titers are unlikely to represent the same ris f ill- Sta n

6 1 Percentile)
ness or viral transmission as absent antibodies. In 3000. ,g Q3:3rdQuartile(51-75Percentile)
our study, none of the children with low titers had posi- Q2:2ndQuartile(26-50Percentile)
tive or even indeterminate IgM responses to MMR2, in Q4g

Q1:BottomQuartile(1-25Percentile)

contrast to the majority of those with negative titers, sug- 4000· lill

gesting that those with low titers may generate an an- KMdm;arta
amnestic response to wild-type virus, consistent with pre- 3000-
vious studies.37 39 If ongoing viral transmission requires "

that a substantial portion of the population be antibody-
A"

negative, our data suggest that such a situation may be
F 2000·

several decades away. Furthermore, as demonstrated by
'

Ward et al³7 and Gans et al,*¹ cell-mediated immunity
02 ' '

plays an important role in resistance to measles infec-
1000-

tion, an issue we did not address. This is an area in which 01 •

large-scale prospective studies are needed to provide re- 0 .
liable and quantifiable population-based indicators of cell- Before 1mo 6mo 2y 5y 7y 10y

mediated protection from measles disease. Such studies
would assist clinicians and public health policymakers
to determine the relative importance of measles-specific 5000-

T cells to protection as they encounter an expanding num- MiddleSchool

ber of persons with low, indeterminate, or undetectable
measles antibody levels.

4°°°

In our study, intrinsic regulatory processes appeared
to play an important role in maintenance of specific an- 3000

tibody levels. Persons with starting antibody levels higher E

than those of their peers tended to be boosted higher and

stay higher over time. These data imply a preferred steady
²

state of antibody production for each individual, find-
Q34

ings consistent with those of St Sauver et al42 and Po- 1000.
land and colleagues43

demonstrating an important role 02A "
.

for genetic factors in measles immunity.
~

F or both study groups, MMR2 immediately in- 0
Before 1mo 6mo 2y 5y 7y 10y

creased titers and virtually eliminated potential suscep-

tibility. Although the titer increase lasted no longer than Figure 2. Serialantibody levelsby starting titer in the kindergartengroup (A)
6 months, rates of potential susceptibility did not return and the middle school group (B). Serumcollectionson the x-axis are not
to prevaccination levels until 5 to 10 years later, and chil- correctedfor time scale.The populationwas divided into 4 cohorts basedon
dren with negative antibody levels were not detected at quartile (Q) of antibody levelbeforesecondmeasles-mumps-rubella

vacchat|Gri(MMR2). Linesrepresentgeometricmeantiters for eachcohort
study end. At each collection, kindergarteners tended to at eachserum collection.
have higher titers than middle schoolers but, for equiva-

lent post-MMR2 ages, antibody levels were not signifi-

cantly different. While these data do not suggest a dra- Projecting antibody levels decades into the future is an
matic advantage for either dosing schedule in the high inherently speculative enterprise, in which small changes
school years, those who received the second dose at kin- in slope can result in large alterations in predicted titers.
dergarten were protected through the primary school In the absence of antigenic stimulation, titers can be ex-

years. pected to decline, but the rate of decline may flatten out,
Our findings should be interpreted cautiously. Study producing a steady state of long-term protection rather than

subjects were not representative of the US childhood an increasing number of susceptible individuals. To date,
population: all came from a rural environment, almost 2-dose failure has been relatively rare in US outbreaks, most
all were non-Hispanic white, all were in good health, and which have been associated with 1-dose failure or failure
all received MMR doses at recommended ages. Immu- to vaccinate.33-35

However, because elimimtion of indig-

nocompromised and other children who might not re- enous measles was only declared in 2000, it may be some

ceive, or respond to, MMR were excluded from our study, time before the majority of the US population has measles
and these children may form a growing and important immunity that is attributable to vaccine alone. The resur-

group of susceptible individuals in the future. Attrition gence of pertussis among teenagers and young adults re-

reduced the kindergarten group by more than half and quiring addition of an adolescent booster dose" and re-

the middle school group by almost a third. Our catego- cent outbreaks of mumps among college students who had
rization of antibody levels is based primarily on 2 stud- received 2 doses of MMR45 suggest that it may be risky to
ies. We did not assess cellular-mediated responses to discount the potential threat of diseases that appear on the
measles virus, and low titers are not necessarily equiva- verge of extinction because of highvaccination levels among
lent to lack of immunity. toddlers.
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Abstract
The presence of measles specific antibodies is usually taken as evidence of typical measles in the 
past; in the present study it was regarded as evidence of infection with measles virus, but not 
necessarily of the common disease accompanied by a typical rash. The association between a 
negative history of measles in childhood and certain diseases later in life was investigated by a 
historical prospective method, based on school health records combined with self-reporting in 
adulthood, and tests for specific IgG measles antibody. There was evidence of association between a 
negative history of measles, exposure in early life (possibly injection of immune serum globulin after 
exposure), and development of immunoreactive diseases, sebaceous skin diseases, degenerative 
diseases of bone and cartilage, and certain tumours. It is suggested that the presence of measles 
virus specific antibodies at the time of acute infection interferes with development of specific cytolytic 
reactions, and enables intracellular measles virus to survive the acute infection. If this hypothesis is 
verified, use of immune serum globulin after measles exposure has to be reconsidered.

Article Info
Publication History

Published: 05 January 1985 

MEASLES VIRUS INFECTION WITHOUT RASH IN CHILDHOOD 
IS RELATED TO DISEASE IN ADULT LIFE
Tove RnnePublished: January 05, 1985 • DOI: https://doi.org/10.1016/S0140-6736(85)90961-4

VOLUME 325, ISSUE 8419, P1-5, JANUARY 05, 1985

PlumX Metrics



 

MEASLES VIRUS INFECTION WITHOUT RASH IN CHILDHOOD IS RELATED TO DISE… Page 1 of 4

https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(85)90961-4/fulltext 8/27/2019

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 51 RECEIVED NYSCEF: 08/24/2020



Identification

DOI: https://doi.org/10.1016/S0140-6736(85)90961-4

Copyright

© 1985 

ScienceDirect

Access this article on ScienceDirect

  

THE LANCET JOURNALS

The Lancet

The Lancet Child & Adolescent Health

The Lancet Diabetes & Endocrinology

The Lancet Digital Health

The Lancet Gastroenterology & Hepatology

The Lancet Global Health

The Lancet Haematology

The Lancet HIV

The Lancet Infectious Diseases

The Lancet Neurology

The Lancet Oncology

The Lancet Planetary Health

The Lancet Psychiatry

MEASLES VIRUS INFECTION WITHOUT RASH IN CHILDHOOD IS RELATED TO DISE… Page 2 of 4

https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(85)90961-4/fulltext 8/27/2019

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 51 RECEIVED NYSCEF: 08/24/2020



The Lancet Public Health

The Lancet Respiratory Medicine

The Lancet Rheumatology

EBioMedicine

EClinicalMedicine

CLINICAL

The Lancet Clinic

Commissions

Series

Picture Quiz

GLOBAL HEALTH

Hub

Commissions

Series

Global Burden of Disease

CONNECT

About

Contact Us

Customer Service

ACCESS

Information for Readers

Register

Subscription Options

My Account

MEASLES VIRUS INFECTION WITHOUT RASH IN CHILDHOOD IS RELATED TO DISE… Page 3 of 4

https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(85)90961-4/fulltext 8/27/2019

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 51 RECEIVED NYSCEF: 08/24/2020



We use cookies to help provide and enhance our service and tailor content and ads. By continuing you agree 
to the use of cookies. 

Copyright © 2019 Elsevier Inc. except certain content provided by third parties. 

Privacy Policy Terms and Conditions

Existing Print Subscribers

The Lancet Updates

Recommend Lancet journals to your librarian

The Lancet App

The Lancet Choice

INFORMATION

Authors

Press

Advertisers

Careers

Privacy Policy

Terms and Conditions

Cookies



MEASLES VIRUS INFECTION WITHOUT RASH IN CHILDHOOD IS RELATED TO DISE… Page 4 of 4

https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(85)90961-4/fulltext 8/27/2019

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 51 RECEIVED NYSCEF: 08/24/2020



Exhibit WW 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 52 RECEIVED NYSCEF: 08/24/2020



The Vaccine Adverse Event Reporting System (VAERS) Results

Event Category Year Vaccinated Events Reported Percent (of 1,103)

Hospitalized
2013 268 24.30%

Total 268 24.30%

Emergency Room / Office Visit **
2013 988 89.57%

Total 988 89.57%

Total 1,256 113.87%

Note: Submitting a report to VAERS does not mean that healthcare personnel or the vaccine caused or 
contributed to the adverse event (possible side effect).
** These value are only available from VAERS-1 Report Form, active 07/01/1990 to 06/29/2017.
Notes:

Caveats: DISCLAIMER: VAERS staff at CDC and the Food and Drug Administration (FDA) follow up on all 
serious adverse event reports to obtain additional medical, laboratory, and/or autopsy records to 
help understand the circumstances. However, VAERS public data do not generally change based on 
the information obtained during the follow-up process. There are limitations to VAERS data. A 
report to VAERS does not mean that the vaccine caused the adverse event, only that the adverse 
event occurred sometime after vaccination. Read more about interpreting VAERS data: More 
information.

Some items may have more than 1 occurrence in any single event report, such as Symptoms, 
Vaccine Products, Manufacturers, and Event Categories. If data are grouped by any of these items, 
then the number in the Events Reported column may exceed the total number of unique events. If 
percentages are shown, then the associated percentage of total unique event reports will exceed 
100% in such cases. For example, the number of Symptoms mentioned is likely to exceed the 
number of events reported, because many reports include more than 1 Symptom. When more then 
1 Symptom occurs in a single report, then the percentage of Symptoms to unique events is more 
than 100%. More information.

Data contains VAERS reports processed as of 2/14/2019. The VAERS data in WONDER are updated 
monthly, yet the VAERS system receives continuous updates including revisions and new reports 
for preceding time periods. More information.

Values of Event Category field vary in their availability over time due to changes in the reporting 
form. The "Emergency Room/Office Visit" value was avaliable only for events reported using the 
VAERS-1 form, active 07/01/1990 to 06/29/2017. The "Congenital Anomaly/Birth Defect", 
"Emergency Room", and "Office Visit" values are available only for events reported using the 
VAERS 2.0 form, active 06/30/2017 to present. These changes must be considered when 
evaluating count of events for these categories.

Help: See The Vaccine Adverse Event Reporting System (VAERS) Documentation for more information.

Query Date: Apr 3, 2019 10:32:00 AM

Suggested Citation:

United States Department of Health and Human Services (DHHS), Public Health Service (PHS), Centers for 
Disease Control (CDC) / Food and Drug Administration (FDA), Vaccine Adverse Event Reporting System (VAERS) 
1990 - last month, CDC WONDER On-line Database. Accessed at http://wonder.cdc.gov/vaers.html on Apr 3, 
2019 10:32:00 AM
Query Criteria:

Date Report Received: Jan., 2000 to Dec., 2018
Date Vaccinated: Jan., 2013 to Dec., 2013
Event Category: Hospitalized; Emergency Room / Office Visit **
Vaccine Products: MEASLES AND MUMPS VIRUS VACCINE, LIVE (MM); MEASLES AND RUBELLA VACCINE 

(MER); MEASLES VACCINE (MEA); MEASLES, MUMPS AND RUBELLA VIRUS VACCINE, 
LIVE (MMR); MEASLES, MUMPS, RUBELLA, AND VARICELLA VACCINE (PROQUAD) 
(MMRV)

Group By: Event Category; Year Vaccinated
Show Totals: True
Show Zero Values: False
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Abstract 

Purpose:  To develop and disseminate HIT evidence and evidence-based tools to improve 
healthcare decision making through the use of integrated data and knowledge management. 
 
Scope:  To create a generalizable system to facilitate detection and clinician reporting of vaccine 
adverse events, in order to improve the safety of national vaccination programs. 
 
Methods:  Electronic medical records available from all ambulatory care encounters in a large 
multi-specialty practice were used. Every patient receiving a vaccine was automatically 
identified, and for the next 30 days, their health care diagnostic codes, laboratory tests, and 
medication prescriptions were evaluated for values suggestive of an adverse event. 
 
Results:  Restructuring at CDC and consequent delays in terms of decision making have made it 
challenging despite best efforts to move forward with discussions regarding the evaluation of 
ESP:VAERS performance in a randomized trial and comparison of ESP:VAERS performance to 
existing VAERS and Vaccine Safety Datalink data.  However, Preliminary data were collected 
and analyzed and this initiative has been presented at a number of national symposia. 
 
Key Words:  electronic health records, vaccinations, adverse event reporting 
 

 

The authors of this report are responsible for its content.  Statements in the report should not 
be construed as endorsement by the Agency for Healthcare Research and Quality or the U.S. 
Department of Health and Human Services of a particular drug, device, test, treatment, or 
other clinical service.  
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Final Report 

Purpose 

 This research project was funded to improve the quality of vaccination programs by 
improving the quality of physician adverse vaccine event detection and reporting to the national 
Vaccine Adverse Event Reporting System (VAERS), via the following aims: 
 
 Aim 1.  Identify required data elements, and develop systems to monitor ambulatory care 
electronic medical records for adverse events following vaccine administration. 
 
 Aim 2.  Prepare, and securely submit clinician approved, electronic reports to the national 
Vaccine Adverse Event Reporting System (VAERS). 
 
 Aim 3.  Comprehensively evaluate ESP:VAERS performance in a randomized trial, and in 
comparison to existing VAERS and Vaccine Safety Datalink data. 
 
 Aim 4.  Distribute documentation and application software developed and refined in Aims 1 
and 2 that are portable to other ambulatory care settings and to other EMR systems. 
 
 

Scope 

 Public and professional confidence in vaccination depends on reliable postmarketing 
surveillance systems to ensure that rare and unexpected adverse effects are rapidly identified. 
The goal of this project is to improve the quality of vaccination programs by improving the 
quality of physician adverse vaccine event detection and reporting to the national Vaccine 
Adverse Event Reporting System (VAERS). This project is serving as an extension of the 
Electronic Support for Public Health (ESP) project, an automated system using electronic health 
record (EHR) data to detect and securely report cases of certain diseases to a local public health 
authority. ESP provides a ready-made platform for automatically converting clinical, laboratory, 
prescription, and demographic data from almost any EHR system into database tables on a 
completely independent server, physically located and secured by the same logical and physical 
security as the EHR data itself. The ESP:VAERS project developed criteria and algorithms to 
identify important adverse events related to vaccinations in ambulatory care EHR data, and made 
attempts at formatting and securely sending electronic VAERS reports directly to the Centers for 
Disease Control and Prevention (CDC). 
 Patient data were available from Epic System’s Certification Commission for Health 
Information Technology-certified EpicCare system at all ambulatory care encounters within 
Atrius Health, a large multispecialty group practice with over 35 facilities. Every patient 
receiving a vaccine was automatically identified, and for the next 30 days, their health care 
diagnostic codes, laboratory tests, and medication prescriptions are evaluated for values 
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suggestive of an adverse vaccine event. When a possible adverse event was detected, it was 
recorded, and the appropriate clinician was to be notified electronically.  
 Clinicians in-basket messaging was designed to provide a preview a pre-populated report 
with information from the EHR about the patient, including vaccine type, lot number, and 
possible adverse effect, to inform their clinical judgment regarding whether they wish to send a 
report to VAERS. Clinicians would then have the option of adding free-text comments to pre-
populated VAERS reports or to document their decision not to send a report. The CDC’s Public 
Health Information Network Messaging System (PHIN-MS) software was installed within the 
facilities so that the approved reports could be securely transferred to VAERS as electronic 
messages in an interoperable health data exchange format using Health Level 7 (HL7).  
 
 

Methods 

 The goal of Aim 1: Identify required data elements, and develop systems to monitor 

ambulatory care electronic medical records for adverse events following vaccine administration, 
and Aim 2: Prepare, and securely submit clinician approved, electronic reports to the national 

Vaccine Adverse Event Reporting System (VAERS), was to construct the below flow of data in 
order to support the first two Aims: 
 
 
Figure 1. Overview of the ESP:VAERS project 

 
 
 
 Existing and functioning ESP components are shown on the left, and Aims 1 and 2 on the 
right. ESP:VAERS flags every vaccinated patient, and prospectively accumulate that patient’s 
diagnostic codes, laboratory tests, allergy lists, vital signs, and medication prescriptions. A main 
component of Aim 1 was to Develop AE criteria to assess these parameters for new or abnormal 

values that might be suggestive of an adverse effect.  A reporting protocol & corresponding 
algorithms were developed to detect potential adverse event cases using diagnostic codes, and 
methods were tested to identify prescriptions or abnormal laboratory values that might be 
suggestive of an adverse effect.  These algorithms were designed to seek both expected and 
unexpected adverse effects.  

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 52 RECEIVED NYSCEF: 08/24/2020



5 
 

 This reporting protocol was approved by both internal & external partners.  We initially 
prepared a draft document describing the elements, algorithms, interval of interest after 
vaccination, and actions for broad classes of post-vaccination events, including those to be 
reported immediately without delay (such as acute anaphylactic reaction following vaccination), 
those never to be reported (such as routine check-ups following vaccination) and those to be 
reported at the discretion and with additional information from the attending physician through a 
feedback mechanism. The draft was then widely circulated as an initial / working draft for 
comment by relevant staff in the CDC and among our clinical colleagues at Atrius. In addition to 
review by the internal CDC Brighton Collaboration liaison, this protocol has also received 
review & comment via the CDC’s Clinical Immunization Safety Assessment (CISA) Network. 
 The goal of Aim 2 was the Development of HL7 messages code for ESP:VAERS to ensure 

secure transmission to CDC via PHIN-MS

 The goal of Aim 3 was to Comprehensively evaluate ESP:VAERS performance in a 

randomized trial, and in comparison to existing VAERS and Vaccine Safety Datalink data. 

.  The HL7 specification describing the elements for 
an electronic message to be submitted to Constella, the consultants engaged by CDC for this 
project was implemented.  Synthetic and real test data was been generated and transmitted 
between Harvard and Constella. However, real data transmissions of non-physician approved 
reports to the CDC was unable to commence, as by the end of this project, the CDC had yet to 
respond to multiple requests to partner for this activity. 

 We had initially planned to evaluate the system by comparing adverse event findings to those 
in the Vaccine Safety Datalink project—a collaborative effort between CDC’s Immunization 
Safety Office and eight large managed care organizations.  Through a randomized trial, we 
would also test the hypothesis that the combination of secure, computer-assisted, clinician-
approved, adverse event detection, and automated electronic reporting will substantially increase 
the number, completeness, validity, and timeliness of physician-approved case reports to VAERS 
compared to the existing spontaneous reporting system; however, due to restructuring at CDC 
and consequent delays in terms of decision making, it became impossible to move forward with 
discussions regarding the evaluation of ESP:VAERS performance in a randomized trial, and 
compare ESP:VAERS performance to existing VAERS and Vaccine Safety Datalink data.  
Therefore, the components under this particular Aim were not achieved.  
 Aim 4 Distribution of documentation and application software developed and refined in 

Aims 1 and 2 that are portable to other ambulatory care settings and to other EMR systems has 
been successfully completed. Functioning source code is available to share under an approved 
open source license. ESP:VAERS source code is available as part of the ESP source code 
distribution. It is licensed under the LGPL, an open source license compatible with commercial 
use. We have added the ESP:VAERS code, HL7 and other specifications and documentation to 
the existing ESP web documentation and distribution resource center http://esphealth.org, 
specifically, the Subversion repository available at: 
http://esphealth.org/trac/ESP/wiki/ESPVAERS. 
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Results 

 Preliminary data were collected from June 2006 through October 2009 on 715,000 patients, 
and 1.4 million doses (of 45 different vaccines) were given to 376,452 individuals.  Of these 
doses, 35,570 possible reactions (2.6 percent of vaccinations) were identified.  This is an average 
of 890 possible events, an average of 1.3 events per clinician, per month.  These data were 
presented at the 2009 AMIA conference. 
 In addition, ESP:VAERS investigators participated on a panel to explore the perspective of 
clinicians, electronic health record (EHR) vendors, the pharmaceutical industry, and the FDA 
towards systems that use proactive, automated adverse event reporting. 
 Adverse events from drugs and vaccines are common, but underreported.  Although 25% of 
ambulatory patients experience an adverse drug event, less than 0.3% of all adverse drug events 
and 1-13% of serious events are reported to the Food and Drug Administration (FDA).  
Likewise, fewer than 1% of vaccine adverse events are reported.  Low reporting rates preclude or 
slow the identification of “problem” drugs and vaccines that endanger public health.  New 
surveillance methods for drug and vaccine adverse effects are needed.  Barriers to reporting 
include a lack of clinician awareness, uncertainty about when and what to report, as well as the 
burdens of reporting: reporting is not part of clinicians’ usual workflow, takes time, and is 
duplicative.  Proactive, spontaneous, automated adverse event reporting imbedded within EHRs 
and other information systems has the potential to speed the identification of problems with new 
drugs and more careful quantification of the risks of older drugs. 
 Unfortunately, there was never an opportunity to perform system performance assessments 
because the necessary CDC contacts were no longer available and the CDC consultants 
responsible for receiving data were no longer responsive to our multiple requests to proceed with 
testing and evaluation. 
 

Inclusion of AHRQ Priority Populations 

 The focus of our project was the Atrius Health (formerly HealthOne) provider & patient 
community.  This community serves several AHRQ inclusion populations, specifically low-
income and minority populations in primarily urban settings. 
 Atruis currently employs approximately 700 physicians to serve 500,000 patients at more 
than 18 office sites spread throughout the greater Metropolitan Boston area.  The majority of 
Atruis physicians are primary care internal medicine physicians or pediatricians but the network 
also includes physicians from every major specialty. 
 The entire adult and pediatric population served by Atruis was included in our adverse event 
surveillance system (ESP:VAERS).  Atruis serves a full spectrum of patients that reflects the 
broad diversity of Eastern Massachusetts.  A recent analysis suggests that the population served 
by Atruis is 56% female, 16.6% African American, 4% Hispanic.  The prevalence of type 2 
diabetes in the adult population is 5.7%.  About a quarter of the Atruis population is under age 18. 
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List of Publications and Products 

ESP:VAERS [source code available as part of the ESP 
source code distribution]. Licensed under the GNU Lesser 
General Public License (LGPL), an open source license 
compatible with commercial use. Freely available under an 
approved open source license at: http://esphealth.org. 

Lazarus, R, Klompas M, Hou X, Campion FX, Dunn J, 
Platt R.  Automated Electronic Detection & Reporting of 
Adverse Events Following Vaccination: ESP:VAERS. The 
CDC Vaccine Safety Datalink (VSD) Annual Meeting. 
Atlanta, GA; April, 2008. 

Lazarus R, Klompas M Automated vaccine adverse event 
detection and reporting from electronic medical records. 
CDC Public Health Informatics Network (PHIN) 
Conference August 27, 2008. 

Klompas M, Lazarus R ESP:VAERS  Presented at the 
American Medical Informatics Association Annual 
Symposium; 2009 November 17th. 

Lazarus R, Klompas M, Kruskal B, Platt R Temporal 
patterns of fever following immunization in ambulatory 
care data identified by ESP:VAERS Presented at the 
American Medical Informatics Association Annual 
Symposium; 2009 November 14–18: San Francisco, CA. 

Linder J, Klompas M, Cass B, et al. Spontaneous 
Electronic Adverse Event Reporting: Perspectives from 
Clinicians, EHR Vendors, Biopharma, and the FDA. 
Presented at the American Medical Informatics Association 
Annual Symposium; 2009 November 14–18: San Francisco, 
CA. 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 52 RECEIVED NYSCEF: 08/24/2020



Exhibit XX 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 53 RECEIVED NYSCEF: 08/24/2020



Original article

Spontaneous improvement of intractable epileptic seizures
following acute viral infections

Hitoshi Yamamotoa,*, Tsunekazu Yamanob, Shinichi Niijimac,
Jun Kohyamad, Hideo Yamanouchie

a
Department of Pediatrics, St Marianna University School of Medicine, 2-16-1 Sugao, Miyamae, Kawasaki 216-8511, Japan

bDepartment of Pediatrics, Osaka City University Graduate of Medicine, Osaka, Japan
c
Department of Pediatrics, Juntendo University Izunagaoka Hospital, Izunagaoka, Japan

dDivision of Human Ontogeny and Childhood Development, Graduate School, Tokyo Medical and Dental University, Tokyo, Japan
e
Department of Pediatrics, Dokkyo University School of Medicine, Tochigi, Japan

Received 9 June 2003; received in revised form 4 September 2003; accepted 25 September 2003

Abstract

In general, epileptic seizures become more serious following infections. However, transient and permanent improvement of

epileptic seizures has been observed following acute viral infections, without a recent change in anti-epileptic therapy. Questionnaires

were sent to 73 institutions, throughout Japan, where pediatric neurologists care for children with epilepsy to characterize this

phenomenon through clinician survey. Completed surveys were received from 11 institutions, and 21 cases were selected for the

study. The age of the patients were 6 months to 17 years. The West syndrome or epilepsy subsequent to West syndrome cases were

16 out of 21. Two cases of symptomatic generalized epilepsy and one case each of symptomatic partial epilepsy, continuous spike-

waves of slow sleep and severe myoclonic epilepsy in infancy were also reported. These seizures disappeared within 2 weeks

subsequent to viral infections such as, exanthema subitum, rotavirus colitis, measles and mumps. The disappearance of intractable

epileptic seizures following acute viral infections might be related to the inflammatory processes or the increased levels of antibodies

after viral infections.

q 2003 Elsevier B.V. All rights reserved.

Keywords: Spontaneous improvement; Acute viral infection; Intractable epilepsy

1. Introduction

Epileptic seizures generally become more serious

following infections. However, it is well known that in

rare instances, epileptic seizures, mostly seizures in West

syndrome disappear or decrease in severity after acute viral

infections without changes to anti-epileptic medications.

This evidence has prompted us to analyze clinical data of

this phenomenon through a multi-center survey throughout

Japan. The goal of our study was to better characterize this

phenomenon through clinician survey.

2. Subjects and methods

Questionnaires were sent to Pediatric neurologists in 73

university hospitals, children’s hospitals, and epilepsy

centers in Japan. The questionnaires reported: the type of

epilepsy or epileptic syndrome according to the inter-

national classification of the ILEA, 1989; the infectious

disease that the patient experienced; the start of seizure

remission in relation to the start of the illness; the duration

of remission; any changes in the EEG during the

disappearance of seizures; any changes in the serum

concentrations of anti-epileptic drugs during the disappear-

ance of seizures; any additional medications given for the

illness; recurrence of seizures; and the suspected reasons for

the disappearance of seizures.

0387-7604/$ - see front matter q 2003 Elsevier B.V. All rights reserved.

doi:10.1016/j.braindev.2003.09.012

Brain & Development 26 (2004) 377–379
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3. Results

Completed surveys were received from 11 institutions,

and 21 cases were selected for this study based on the

criteria. The criteria fulfilled the conditions in which

patient’s frequent seizures had disappeared for at least 1

month after viral infections without changes to anti-

epileptic therapy. The age of patients ranged from 6

months to 17 years. The West syndrome or epilepsy

subsequent to West syndrome was diagnosed for 16 out of

21 cases. Two cases were symptomatic generalized

epilepsy. Symptomatic partial epilepsy, continuous spike-

waves of slow sleep (CSWS), and severe myoclonic

epilepsy in infancy (SMEI) were reported concurrently in

another case. Thirteen patients with either West syndrome

or epilepsy subsequent to West syndrome were sympto-

matic, and three patients were cryptogenic in etiology. The

patient’s international classification of epilepsy or epileptic

syndromes are presented in Table 1. The preceding

infections were four cases of exanthema subitum, four

cases of rotavirus gastroenteritis, three cases of measles,

three cases of upper respiratory infections, one case of

mumps and cytomegalovirus infection, and five cases of

probable common cold. The type of infectious disease

encountered was listed in Table 2. Seizures disappeared an

average of 4.5 days, (with a range of 1–14 days) after the

onset of infection. In four patients with West syndrome and

in one patient with CSWS, the seizures did not recur. The

mean duration of follow-up was 34 months with a range

from 3 months to 4 years. In 13 patients, the seizures

recurred. In these patients, the duration of remission had a

median of 7 months and a range from 1 to 30 months.

During the remission, the EEG was improved in two-thirds

of patients including those with CSWS syndrome. No

significant changes were seen in the serum concentrations

of anti-epileptic drugs during the remission. Possible

reasons for the resolution of seizures in these patients

are: (1) an immunologic or inflammatory processes; (2)

increased serum concentration levels of anti-convulsant

due to dehydration with the illness; (3) increased levels of

antibodies after viral infections (similar to immunoglobulin

therapy in intractable epilepsies; (4) suppression of

immunopathological processes by anti-inflammatory cyto-

kines, such as interleukin-10 and transforming growth

factor-b.

4. Discussion

Patients with intractable epilepsy in infancy, particu-

larly West syndrome, rarely show spontaneous remis-

sion of seizures. This aspect of the natural history of

these epilepsies has been insufficiently recognized.

Hrachovy reported that spontaneous remission of West

syndrome may occur as early as 1 month after spasm

onset and the remission rate increased to 25% 12

months after onset without effective therapy, such as

adrenocorticotropic hormone (ACTH) or valproate, but

author did not describe any events triggering spon-

taneous remission [1]. The disappearance of seizures

most often occurs following a viral infection. West first

described in his syndrome a patient with such a

remission after a brief febrile illness [2]. Some patients

with intractable epilepsy respond to the therapy with

immunoregulatory or anti-inflammatory agents such as

high-dose immunoglobulin, ACTH or corticosteroids [3,

4]. The participants of the present survey proposed the

following mechanisms for the disappearance of intract-

able epileptic seizures following acute viral infections:

increased serum concentrations of anti-epileptic drugs

with secondary to dehydration, increased levels of

antibodies after viral infections (similar to immunoglo-

bulin therapy), and the suppression of immunopatholo-

gical processes by anti-inflammatory cytokines, such as

interleukin-10 or transforming growth factor-b.

Increased vascular permeability of blood–brain barrier

under the condition in the intractable epilepsies, such as

West syndrome or Lennox-Gastaut syndrome was

proposed by Ariizumi et al. [5]. The increased vascular

permeability allows immunoglobulins to easily cross the

blood–brain barrier following acute viral infections

(also similar to immunoglobulin therapy). However,

these speculations are not based on the experimental or

laboratory data. In this study, we could not find a

reasonable explanation as to the relationship between

the spontaneous improvement of intractable epilepsies

and acute viral infections. In 2002, Hattori identified the

spontaneous remission of spasms following acute viral

infections in 25 patients with West syndrome on the

base of data analysis of Japanese medical literature

between 1970 and 2000 [6]. In this study, exanthema

subitum was most predominant infectious disease that

Table 1

The classification of epilepsy or epileptic syndromes encountered ðnÞ

West syndrome and subsequent epilepsy post West syndrome (16)

Cryptogenic type (3), symptomatic type (13)

Lennox-Gastaut syndrome (2)

Symptomatic localization-related epilepsy (1)

Severe myoclonic epilepsy in infancy (1)

Continuous spike-waves of slow sleep (1)

Table 2

The types of infectious diseases encountered ðnÞ

Probable common cold (5)

Rotavirus gastroenteritis (4)

Exanthema subitum (4)

Upper respiratory infection (3)

Measels (3)

Mumps (1)

Cytomegalovirus infection (1)

H. Yamamoto et al. / Brain & Development 26 (2004) 377–379378
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leads to resolution of the seizures. He also stated that

these spontaneous remissions following acute viral

infections have not been duly appreciated in the English

medical literature. Better understanding of such mech-

anisms may lead to a new therapeutic approach to

intractable epilepsies in infancy.
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Plaintiffs-Petitioners respectfully submit this Memorandum of Law in support of Plaintiffs-

Petitioners’ Verified Article 78 and Declaratory Judgment (“Petition”), filed concurrently 

herewith. 

PRELIMINARY STATEMENT 

In the spring of 2019, New York City experienced a rise in measles cases.  Measles is a 

childhood infection caused by a virus that, before the 1960s, nearly all children contracted before 

the age of 15.  Most measles cases are benign and are not reported.  (Ex. A).1  The mortality rate 

from measles declined by over 98% between 1900 and 1962 as living conditions improved in the 

United States.  (Exs. A and B).  In 1962, a year before the first measles vaccine, when there were 

approximately 4 million cases of measles each year, the Centers for Disease Control (“CDC”) 

reported a total of 408 deaths from measles in the entire United States.     

Between September 2018 and August 2019, 649 cases of measles were confirmed in New 

York City.  Since 2000, the annual number of reported measles cases for all of the United States 

ranged from 37 people in 2004 to 667 people in 2014.  While 600 cases in New York City alone 

was, relatively speaking, an unexpected increase in cases, it was a very small number in a city of 

over 8,000,000.   While over 1,200 cases of measles were reported in the tri-state area and likely 

far more unreported cases, there were no deaths.  This is the expected result since, for the majority 

of people, measles is a relatively benign childhood infection. 

Despite the small outbreak, the New York City Department of Health (“DOH”) 

overreacted to the 2019 increase in measles cases.  On Friday, April 9, 2019, Oxiris Barbot, the 

then New York City Commissioner of Health and Mental Hygiene (the “Commissioner”) issued 

 
1  All Exhibits referenced in this Memorandum of Law, and in the jointly filed Verified Article 78 and Declaratory 

Judgment Petition and Affirmation of Elizabeth A. Brehm, are exhibits admitted without objection at the OATH 

hearing, described further herein, or are otherwise part of the administrative record.      
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an Order mandating that people receive the M-M-R-II, also known as the measles, mumps, rubella 

vaccine (“MMR”) manufactured and sold by Merck & Co., within forty-eight hours (the 

“Commissioner’s Order”).  (Ex. C).  The Commissioner’s Order though, was limited to only 

selected people in certain zip codes and was not evenly applied across the city. Specifically, the 

Order required MMR vaccination only of certain people: any person “older than six months of age 

who live[d], work[ed], or reside[d] within the 11205, 11206, 11211 and/or 11249 zip codes.”  Id.   

By its terms, the Commissioner’s Order expired on April 17, 2019.  (Ex. D at 56:23-57:7; 

63:23-64:2).  On that day, the Department of Health and Mental Hygiene of the City of New York 

Board of Health (the “Board”) created a resolution which, like the Commissioner’s Order, 

required administration of the MMR, but differed from the Commissioner’s Order in myriad ways.  

These differences included: how it defined what the “nuisance” was that it was targeting, what 

categories of individuals it applied to, the age ranges to which it applied, the penalties for failure 

to vaccinate, and other material differences as detailed below (the “Resolution”).  (Ex. E).   

Between April 23, 2019, and June 14, 2019, the New York City Department of Health and 

Mental Hygiene (“DOH”) issued a Summons to each of the Plaintiffs-Petitioners, asserting that 

each had failed to have one of their minor children injected with the MMR (the “Summonses”).  

The Summonses clearly and prominently alleged that this failure to vaccinate violated the 

Commissioner’s Order, not the Resolution.  However, the DOH issued each of the Summonses 

after the Commissioner’s Order expired, making each Summons facially invalid.   (Ex. F).    

Plaintiffs-Petitioners had a reasonable and well-founded belief that they should not 

administer the MMR to their children (the “children”) for many reasons, including, inter alia:  

The clinical trials conducted on the MMR were severely lacking in adequate safety studies 

because (i) the studies did not test the product against a placebo, (ii) the studies did not test the 
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product on a large enough group of children of an appropriate age range, (iii) the studies did not 

review safety for an adequate time period, and, (iv) during the minimal safety review period, the 

safety studies showed concerning adverse events;  

Medical studies have shown that depriving children of having naturally occurring measles 

increases their risks of other adverse health outcomes; and  

The medical community has documented high rates of hospitalization and emergency room 

visits subsequent to MMR administration.   

Based on these concerns, Plaintiffs-Petitioners made the decision that the risks of the 

product outweigh the benefit, and that administering MMR to their children is not medically 

appropriate.   

Given the facial defects in the Summonses and their well-founded concerns about the 

MMR product, Plaintiffs-Petitioners fought the Summonses in OATH where, despite making 

compelling arguments and presenting unrebutted evidence supporting the above issues, the hearing 

officer upheld the Summonses, and the OATH Appeals Unit affirmed those decisions on April 24, 

2020.  (Ex. G).   

The hearing record, however, reflects that the Summonses should have been dismissed and 

that the Hearing Officer deprived Plaintiffs-Petitioners of full and fair hearings, made errors of 

law, and issued arbitrary and capricious decisions.  (Infra § First Cause of Action.) 

The OATH Appeals Unit should also have dismissed the Summonses in the interest of 

justice pursuant to NYCC § 1049(5)(a) because the undisputed evidence at the hearing 

demonstrated that the risk of administering the MMR to these children outweighed the benefits 

and therefore it was not medically appropriate to inject them with this product.  (Infra § Second 

Cause of Action).   
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By requiring the injection of a product whose risks outweigh the benefits for these children, 

Respondent’s Order and Resolution also violated Plaintiffs-Petitioners’ rights under the United 

States Constitution and New York State Constitution, including the right to bodily integrity, 

informed consent, parental choice, privacy, and other substantive due process and unenumerated 

rights.  (Infra § Third Cause of Action.)  

Plaintiffs-Petitioners thus bring this hybrid petition pursuant to CPLR §§ 7801-7806 to set 

aside and vacate the Summonses. 

ARGUMENT 

The Summonses issued by the DOH should be set aside and vacated, inter alia, as unjust 

and violative of the United States Constitution and the New York State Constitution. 

I. THE DEFENDANT-RESPONDENT ACTED ARBITRARILY, CAPRICIOUSLY, 

AND CONTRARY TO LAW BY UPHOLDING THE SUMMONSES  
 

It is black letter law that a summons must identify the exact law, regulation, or order that 

the charging officer claims the recipient violated.  RCNY § 6-08(c)(2) and (c)(3).  It is equally 

well established that such a law, regulation, or order must be in effect at the time of the alleged 

violation.  Here, the Summonses failed on both accounts.   

The DOH issued the Summonses between April 23, 2019 and June 14, 2019.  The charging 

language of the Summonses provides that Plaintiffs-Petitioners were in violation of the 

Commissioner’s Order.  However, the Commissioner’s Order by its terms expired on April 17, 

2019.  Given this defect, the OATH Appeals Unit reasoned that the Summonses were actually 

issued under the Board’s Resolution, but that is not what the Summonses say, and the Resolution 

is significantly different from the Order in a number of ways.  Thus, the Summons either cite an 

order that had expired, or they cited to the wrong order.  Either way, the Summonses are facially 

deficient and should have been dismissed.   
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The narrative portions of the Summonses specifically reference both the Commissioner’s 

April 9, 2019 Order, which they define as the “Order”, and the Board’s April 17, 2019 resolution, 

defining it as the “Resolution.”  (Ex. F). 2  Nevertheless, the charging language of the Summonses 

identifies the violation as being a violation of the Order, providing in full that: “Respondent has 

failed to vaccinate child [] or otherwise submit acceptable proof of immunity in violation of the 

Order.” Id. (emphasis added.)   As such, the summonses are clear that they allege a violation of 

the Order, and not of the Resolution.  (Ex. F).   

During the hearings on the Summonses, the DOH conceded that the Commissioner’s Order 

expired on April 17, 2019.  (Ex. D at 56:34-57:7; 63:23-64:2).   The Commissioner’s Order 

expired because the New York City Health Code provides that an emergency action “shall be 

effective only until the next meeting of the Board, which meeting shall be held within five business 

days of the Commissioner’s declaration[.]”  Health Code of the City of New York, 24 RCNY 

§ 3.01(d).  The Board convened on April 17, 2019; thus, the Commissioner’s Order expired on 

that date.   

 
2 The full text of the “Violation Description” provides as follows and clearly defines both the Resolution and the 

Commissioner’s Order, recognizing them as separate, but then choose to only state that the Plaintiffs-Petitioners are 

in violation of the Order: “In response to the active measles outbreak in certain parts of Brooklyn, the NYC 

Commissioner of Health declared a public health emergency on April 9, 2019 and published a Commissioner’s Order 

(“Order”) pursuant to Article 3 of the NYC Health Code ordering all persons who live, work or attend school within 

ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against measles within forty eight hours of the Order. On 

April 17, 2019, the NYC Board of Health unanimously approved a Resolution (“Resolution”) continuing the public 

health emergency and requirement that all persons living, working or attending school in these affected ZIP codes be 

vaccinated against measles.  The Resolution further provides that any person who is not vaccinated, or the parent 

and/or guardian of a child who is not vaccinated, shall be fined unless they demonstrate proof of immunity or that 

immunization is not medically appropriate.  A copy of the Order and Resolution are attached to this Summons for 

reference.  A review of Department records shows that Respondent’s child, [initials], who is at least six months old, 

lives at: [address] which is located in one of the affected zip codes listed in the Order.  On [date], a review of the 

Department’s Citywide Immunization Registry, which collects immunization records for all children receiving 

vaccines in NYC and is required to be updated by medical providers, found that child [initials] has no record of measles 

immunization.  Respondent has failed to vaccinate child [initials] or otherwise submit proof of immunity in violation 

of the Order.”  (Ex. F) (emphasis added). 
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The Summonses each listed a “Date and Time of Occurrence” after April 17, 2019.3  (Ex. 

F).  Therefore, the Order had expired by the time the Summonses were issued, and it was an error 

of law for the Hearing Officer and Appeals Unit to affirm the Summonses because the 

Commissioner’s Order had expired by the date of the occurrence listed on the Summonses.  (Exs. 

C and F).  On this basis, the Summonses must be dismissed.   

During the hearing, the DOH argued that despite the fact that the Order expired before the 

Summonses were issued, the Resolution continued the Commissioner’s Order, and thus the 

Commissioner’s Order was still valid on the date of occurrence on the Summons.  This argument 

is plainly incorrect.  The New York City Health Code provides that “the Board may continue or 

rescind” the Order.  Health Code of the City of New York, 24 RCNY § 3.01(d) (emphasis added).  

On its face, that section allows the Board only to continue the order “as is” or to rescind the order 

and issue a new order.  Nothing in that section states that the Board may amend the emergency 

order.   

In this instance, the Board did not continue the Commissioner’s Order.  Even though the 

Resolution acknowledges the Commissioner’s Order in the preamble, nothing in the Resolution 

states it is continuing the Commissioner’s Order.  Instead, the Board allowed the Commissioner’s 

Order to expire and subsequently issued the Resolution, which was a new order, with materially 

different terms.  Even a cursory examination of a few of these terms establishes that the 

Commissioner’s Order and the Resolution, although they address the same topic, are two different 

directives, and as such, one is not a continuation of the other.   

 
3 Plaintiffs-Petitioners’ Summonses listed the following “Date and Time of Occurrence:” Berkowitz Summons: June 

4, 2019; Biederman Summons: April 29, 2019; Englander Summons: May 1, 2019; Fishman Summons: June 12, 2019; 

Fried Summons: May 10, 2019; Friedman Summons: June 4, 2019; Fulop Summons: May 22, 2019; Guttman 

Summons: June 13, 2019; Josef Summons: June 4, 2019; Klein Summons: May 1, 2019; Roth-Tabak Summons: April 

21, 2019.  (Ex. F). 
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First, the Resolution redefines what constitutes a nuisance.  The Order defines the nuisance 

as the presence of a person who was not vaccinated with MMR.4  The Resolution defines the 

nuisance as the measles outbreak.5     

Second, the Resolution materially changed who must receive an MMR vaccination, as well 

as the grounds and method for being excluded from this requirement:  

The Commissioner’s Order does not include children who attend school, preschool, or 

child care in the affected zip codes (it only includes “any child older than six months of age who 

live[], work[] or reside[] within the” affected zip codes), whereas the Resolution explicitly 

includes children who “attend[] school, preschool or child care within the affected zip codes.” (Ex. 

C).   

The Commissioner’s Order applies to children “older than six months,” but the Resolution 

applies to children “six months of age and older.” (Exs. C and E).  Therefore, under the 

Commissioner’s Order, children who were six months old were not required to be vaccinated, 

whereas under the Resolution, six-month-old babies were required to be vaccinated.   

The Commissioner’s Order includes people who “live, work, or reside[]” in the affected 

zip codes, but the Resolution only includes individuals who “live[] or work[]” in the affected zip 

codes.  (Exs. C and E).  The Board’s decision to not include people who “reside” in the zip code 

is important.  Merriam-Webster’s dictionary defines “reside” to mean: “to dwell permanently or 

continuously: occupy a place as one’s legal domicile.”6  Conversely, that same dictionary defines 

 
4 “WHEREAS, I also find that the presence of any person in Williamsburg lacking the MMR vaccine, unless that 

vaccine is otherwise medically contra-indicated or such person has demonstrated immunity against measles, creates 

an unnecessary and avoidable risk of continuing the outbreak and is therefore a nuisance, as defined in New York City 

Administrative Code §17-142[.]”  (Ex. C).   

5 “WHEREAS, the Board of Health regards the aforesaid reports of over 300 cases of measles as sufficient proof to 

authorize the declaration that an outbreak of measles is occurring in Williamsburg that threatens the health and safety 

of New Yorkers and is immediately dangerous to human life and health and constitutes a public nuisance[.]”  (Ex. E).  

6 Merriam-Webster’s Online Dictionary, available at https://www.merriam-webster.com/dictionary/reside.   
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“live” as: “to pass through or spend the duration of[.]”7  Thus, the Commissioner’s Order, by use 

of the term “reside,” includes people who were not actually living in the zip codes at the time of 

the Order, but who maintain their legal domicile there (e.g., people who were away for the summer, 

or who live abroad for a period of time); in contrast, the Resolution is limited to the people who 

are physically present in the area.   

The Commissioner’s Order exempts children whose parents or guardians provide 

documentation showing that MMR is not medically appropriate, whereas the Resolution is more 

onerous and requires that such documentation meet the satisfaction of the DOH.8      

Third, the penalties for the Commissioner’s Order are different than the penalties for the 

Resolution.  The Commissioner’s Order includes a “warning” that “[f]ailure to comply with this 

Order is a violation of §3.05 of the New York City Health Code, and a misdemeanor for which 

you may be subject to civil and/or criminal fines, forfeitures and penalties, including 

imprisonment.”  (Ex. C).  The Resolution, however, did not include this language and opted to 

enhance the civil penalty by adopting the provision of NY City Health Code, 24 RCNY § 3.11 (a), 

and subjecting violators to fines for each family member and for each day a person violates the 

Resolution. This “enhanced” civil penalty did not appear in the Commissioner’s Order but is 

included in the “resolved” language of the Resolution. 9 

 
7 Merriam-Webster’s Online Dictionary, available at https://www.merriam-webster.com/dictionary/live.   

8 The terminology may seem similar between the Commissioner’s Order and the Resolution; however, it has a legal 

distinction.  Otherwise, the Board would not have gone through the effort of amending the language in its Resolution.  

9 “RESOLVED, that any person required by this declaration to be immunized against measles, or any parent or 

guardian required by it to immunize his or her child, shall be violating this order and be subject to the fines authorized 

by applicable law, rule and regulations each day that he, she, or such child continues to reside, work or attend school, 

preschool or child care in any of the affected zip codes without having been vaccinated against measles until such 

time that this outbreak is declared to be over by the Commissioner of the Department of Health and Mental Hygiene.”  

(Ex. E). 
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In sum, the Resolution materially changed the Commissioner’s Order, including the 

prohibited conduct, the population subject to the order, and the penalty.  This is precisely why 

nowhere in the Resolution does it ever state that it is continuing the Commissioner’s Order.  The 

Resolution plainly created a new and distinct order, which means that per the requirements of the 

Health Code of the City of New York, 24 RCNY § 3.01(d) , the Commissioner’s Order expired on 

April 17, 2019.10   Thus, the Board’s assertion that the Plaintiffs-Petitioners violated the Order was 

per se unlawful.  

Despite the clear differences between the Order and the Resolution, the Hearing Officer 

still held in his written decision that the “April 17, 2019 Resolution continued the Commissioner’s 

exercise of emergency authority, which operated to continue the validity of the Commissioner’s 

April 9, 2019 Order.”  (Ex. G).  As shown, this finding is not supported by the facts and law.  The 

Hearing Officer could not even quote any language from the Resolution stating it continues the 

Order, because such language does not exist; that is why he resorted to stating that the “Resolution 

continued the Commissioner’s exercise of emergency authority.”  As noted, that is not what the 

law provides. The Order as it was written must either be continued or rescinded; the Board cannot 

choose to continue the Order in concept while changing most of its terms.   

This case provides a ready example of why the Board was not allowed to amend an existing 

order, because otherwise a summons recipient could be told he or she violated one order, choose 

to mount a defense to that order, but only later learn that they actually are being charged with 

 
10 The Summons issued to one of the Plaintiffs-Petitioners was not properly served.  The Summons issued to Plaintiff-

Petitioner Chava Biederman (“Ms. Biederman”) should be dismissed because Ms. Biederman does not reside at the 

address listed on the Summons as the “Place of Occurrence” and Ms. Biederman was not present at the “Place of 

Occurrence” when the alleged violation took place on April 29, 2019.  Ms. Biederman presented sufficient and reliable 

evidence at the hearing that she did not live or reside at the “Place of Occurrence” as listed on the Summons and was 

not present at that location on the time and date of occurrence.  (Ex. H).  Therefore, it was an error of law for the 

Hearing Officer and Appeals Unit to sustain the Summons because no violation existed as alleged, and thus the 

Summons issued to Ms. Biederman must be dismissed.   
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violating and being punished under a materially different order.  This presents a problem here 

because the Order and the Resolution provided conflicting provisions as to, inter alia, the 

individuals who were required to receive MMR, the penalties for not receiving the MMR, and the 

method and grounds for obtaining a medical exemption.  As a matter of both fact and common 

sense, they both cannot exist in the same time and space.  This bait-and-switch version of justice, 

where a litigant does not have proper notice of what they are accused of, flies in the face of the 

basic presumptions of due process. 

Tellingly, the OATH Appellate Unit did not affirm the OATH Hearing Officer’s flawed 

conclusion that the Resolution continued the Order.  The OATH Appellate Unit apparently found 

it to be without merit.  Instead, the OATH Appellate Unit decided that since the children 

presumably did not have the MMR during the period the Order was in effect (giving no 

consideration to the period after the Order expired), then it would uphold the Summonses by 

effectively rewriting them; instead of the “Date and Time of Occurrence” for the violation listed 

on the Summonses, the OATH Appellate Unit decided it would simply find the Plaintiffs-

Petitioners in violation for a completely different time period: the 48 hours specified in the Order.   

The problem with the OATH Appellate Unit’s decision is that it apparently changed the 

Summonses that were being adjudicated ex post facto - after the hearing record was closed -which 

it cannot do.  

It is elementary and critical to due process that a respondent only be judged on and punished 

for what the summons charges.  Here, that charge was for violation of the Order on a date after it 

expired, not for a violation that occurred on some other date first raised in a decision by an appellate 

body.  That is the antithesis of due process and the orderly manner in which justice is supposed to 

proceed.    
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II. NYCC § 1049(5)(A) CALLS FOR THE DISMISSAL OF THE SUMMONSES IN 

THE INTEREST OF JUSTICE  
 

Section 1049(5)(a) of the NYCC provides:  

An administrative law judge or hearing officer may dismiss a notice 

of violation in the interest of justice when, even though there may be 

no basis for dismissal as a matter of law, such dismissal is 

appropriate as a matter of discretion due to the existence of one or 

more compelling factors, considerations, or circumstances clearly 

demonstrating that finding the respondent in violation of the 

provision at issue would constitute or result in injustice. 11   

 

The Summonses should have been dismissed pursuant to NYCC § 1049(5)(a) because the 

undisputed evidence entered at the hearing reflected that the risk of injecting the MMR into these 

children outweighs any benefits.  Plaintiffs-Petitioners presented significant evidence establishing 

this as a fact, and the DOH never once objected to or refuted any of that evidence.  Therefore, for 

purposes of this matter, it is an established fact that MMR presents greater dangers than the benefits 

it brings.  If the interest of justice does not tip in favor of dismissal when the evidence 

incontrovertibly reflects the injustice of a risk of increased harm to a child, then the safeguard 

afforded by NYCC § 1049(5)(a) is meaningless.   

The first vaccine for measles was licensed in the United States in 1963.  (Ex. A).  According 

to the CDC, the mortality rate from measles declined by over 98% between 1900 and 1962.  (Exs. 

A and B).  In 1962, the CDC reported a total of 408 deaths from measles in the United States.  

(Ex. D at 207:18-21).   The CDC reported a similar total number of measles deaths in the United 

States for a number of years prior to 1962.  (Ex. B).  What this means is that prior to 1962, at a 

time when virtually every American had the measles, the CDC’s data makes clear that the annual 

death rate from measles was 1 in 500,000 Americans.  

 
11http://library.amlegal.com/nxt/gateway.dll/New%20York/charter/newyorkcitycharter?f=templates$fn=default.htm

$3.0$vid=amlegal:newyork_ny (last visited August 17, 2020) (emphasis added). 
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There would likely be even fewer deaths from measles today, since medical care has made 

significant advances since 1962.  But even assuming the same medical care today as in 1962, the 

unrebutted science admitted at the hearing makes clear that the measles vaccine MMR causes more 

deaths every year than the 400 individuals lives it theoretically saves annually. 

Indeed, eliminating measles has demonstrably and measurably increased certain cancer 

rates as well as the risk of heart disease.12  The International Agency for Research on Cancer has 

confirmed that those who never had measles had a 66% increased rate of Non-Hodgkin Lymphoma 

and a 233% increased rate of Hodgkin Lymphoma.  (Exs. L-P).  These two cancers killed 20,960 

Americans in 2018.  Id.  Plaintiffs-Petitioners presented copious evidence supporting this 

conclusion at the hearing without objection and the DOH never attempted to rebut that evidence.   

Likewise, researchers at the Department of Health Care and Epidemiology at the University 

of British Columbia and the Department of Biology at the University of Victoria have confirmed 

that those who never had measles had a 50% increased rate of ovarian cancer, which killed 14,070 

Americans in 2018.  (Exs. Q-R).  Again, this was accepted at the hearing without objection and 

remained unrebutted.   

Even more troubling was the fact that the nation of Japan concluded, after tracking over 

100,000 of its citizens for more than 22 years, that having measles and mumps was “associated 

with lower risks of mortality from heart disease,” which killed 610,000 Americans in 2018.  (Exs. 

S-T).  Once again, Plaintiffs-Petitioners presented the evidence establishing this fact on the record 

without objection, and Defendant-Respondent never once presented anything to rebut that 

evidence. 

 
12 Additionally, Exs. I-K reflect that children who have had measles have far less allergies and atopic diseases, such 

as asthma, and adults who had measles have a reduced risk of Parkinson’s Disease.  It is not medically appropriate or 

just to increase an individual’s risk of allergies, atopic diseases, or Parkinson’s Disease.  
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Until the introduction of the vaccine, measles was considered a mild childhood infection, 

like the chickenpox used to be.  The ecological relationship humans developed with measles over 

millennia did not eliminate measles or ensure that only those that survived were those that were 

immune to the disease because it conferred benefits for survival that exceeded its negative effects.  

Hence, the unrebutted evidence shows that eliminating measles has likely caused far more 

deaths annually in the United States from cancer and heart disease than the potentially few hundred 

lives saved from the elimination of measles.   

The foregoing facts presented at the hearing demand that the Summonses be dismissed 

because the accepted and unrebutted evidence demonstrates an increased, not decreased, risk of 

mortality from complying with the Order.  The DOH was given every opportunity to rebut this 

evidence yet chose not to do so.13   

 
13 The DOH and Dr. Rosen objected to none of the admitted evidence at the hearing nor did they rebut any evidence.  

They had myriad opportunities to oppose, contest, or dispute this evidence being entered into the record and they did 

not: 

MR. LEUNG: Well, let me just say something. These are both hearings and 

attorney statements. When you come in, it is testimony to the extent that your 

introducing these documents. And you can testify in place of your client.  

MR. SIRI: Okay.  

MR. LEUNG: You can testify in place of the client’s doctor. You can testify -- 

triple hearsay is permitted. Whatever you need to say, I’m taking into 

consideration. Everything is testimony  

… 

MR. LEUNG: …. The documents that have been admitted so far all the way up 

to Respondent’s 39. Department of Health, any objections? Any objections to 

those being admitted into evidence?  

MR. MERRILL: No objections.  

MR. LEUNG: Okay. They’re admitted into evidence.  

… 

MR. LEUNG: But you spoke at length and I want to give the Department of 

Health, Mr. Merrill, an opportunity to address all the issues that they have. Is there 

anything else that you want to add?  

MR. MERRILL: No.  

… 

MR. LEUNG: … I have given a chance to the Department of Health to review 

that. Any objection going up to R-45?  

MR. MERRILL: No, your Honor.  

MR. LEUNG: Hearing no objections, these are admitted into evidence. And 

hearing nothing further from either parties; is that correct.  

MR. MERRILL: That’s right.  
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The DOH brought Dr. Jennifer Rosen to the OATH hearings to testify as the agency’s 

physician.14  Dr. Rosen’s resume shows that she had significant training and experience in 

childhood immunization, including through her work at the Howard Hughes Medical Institute and 

the CDC.  Since 2009, Dr. Rosen has been at the New York City Department of Health and is 

currently the Director of Epidemiology and Surveillance for the Bureau of Immunizations.  There, 

she oversees surveillance and outbreak investigations for vaccines and preventable diseases, 

including measles.    

Not only did the DOH and Dr. Rosen not object to, nor provide any evidence to contradict, 

what Plaintiffs-Petitioners presented during the first hearing date, August 28, 2019, but they also 

did not do so when they had a second bite at the apple during the follow-up hearing date, September 

25, 2019.   

The fact that this evidence went unrebutted means that, based on the record presented 

during the hearing, Plaintiffs-Petitioners established that the Order requires Plaintiffs-Petitioners 

to inject a product into their children that has been medically established to increase mortality, and 

will expose their children to far greater risks of a number of conditions later in their lives.   

 
(Ex. D at 211:7-20; 226:24-227:11; 239:2-9; 242:9-243:7). 

 
14 Because of the proven potential for adverse events following this product, and because the Summons calls for a 

fine to Plaintiffs-Petitioners “unless they demonstrate…that immunization is not medically appropriate,” counsel for 

Plaintiffs-Petitioners proffered that cross-examination of the issuing officer was necessary in order to establish 

whether the MMR was medically appropriate for the child and whether proof of a medical exemption was requested 

before the Summons was issued.  “A respondent may request the [issuing officer’s] appearance if it makes an offer 

of proof to refute the allegations on a summons and it persuades the Hearing Officer that cross-examining the 

[issuing officer] about a disputed fact would be helpful.”  NYC v. Vantage Associates, Inc. (Appeal No. 1100746, 

October 27, 2011).  The Defendant-Respondent objected and argued the issuing officer was not necessary since Dr. 

Rosen was available and could answer any questions.  (Ex. D at 9:1-9:20).  Based on same, the Hearing Officer 

declined Plaintiffs-Petitioners’ application to cross-examine the issuing officer, holding that Dr. Rosen was available 

and could answer any questions regarding these disputed facts.  (Ex. D at 14:4-22).   
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In addition, the following facts regarding the harms from this product also remained 

unrebutted.15 

The Order requires injection of M-M-R-II,16 a product which was licensed by the FDA 

based on clinical trials which had a total of 834 children, had no placebo control, and only reviewed 

safety for 42 days after injection.  (Ex. BB).  Putting aside the lack of placebo control, even if the 

clinical trials were properly controlled, they did not have enough individuals to assess safety; nor 

did they review safety for long enough.  They also included children of limited ages: most were 

ages 11 months to 8 years old, while the Order is seeking to have M-M-R-II used by children aged 

6 months.17   

Despite the fact that approximately a third of the children in the clinical trials developed 

gastrointestinal issues and respiratory issues within 42 days of receiving the MMR, due to their 

underpowered size and lack of follow-up, they were able to avoid this being a roadblock to 

licensure.  Despite MMR being licensed, the clinical trials clearly did not, as they could not, 

confirm that the product was safe, and certainly not for any period longer than 42 days, nor for 

even the 42 days they did review safety.  For example, the below table is the safety data from one 

 
15 Physicians have separately detailed the benefits and risks of the MMR in Ex. A. 

16 Ex. V lists the excipient and media contained in the MMR, including but not limited to, chick embryo cell culture, 

WI-38 human diploid lung fibroblasts, human albumin, bovine calf serum, and neomycin.  Exs. W-Y are product 

descriptions and history of the use of these ingredients and excipients.  Ex. Z-AA explain the existence of aborted 

fetal cells’ use in vaccines and the potential adverse effects of such use. 

17 It was, therefore, arbitrary and capricious for the Hearing Officer to sustain the Summonses mandating the MMR 

for a child less than twelve months old.  Plaintiff-Petitioner Judith Fried’s (“Ms. Fried”) child was 9 months old at 

the time of the alleged violation.  (Ex. CC).  However, the Food and Drug Administration (“FDA”) has not licensed 

MMR for children less than twelve months old.   Ms.  Fried presented undisputed evidence at the hearing that the 

MMR is not licensed for this age group and that the “safety and effectiveness of mumps and rubella vaccine in infants 

less than 12 months of age have not been established.”  (Ex. DD).  Therefore, the Summons and the Hearing Officer’s 

order are both saying that Ms. Fried’s child must receive the MMR even though the FDA has not determined that it is 

safe or effective for the child.  This is patently arbitrary and capricious because there is no reasonable basis for the 

Hearing Officer to uphold a violation for failure to inject a child with MMR where the vaccine is not licensed for use 

in the child.  Finally, the Hearing Officer failed to address this argument in his written decision, further making the 

decision arbitrary and capricious.   
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of the largest clinical trials, which had a total of just 102 childreñ injected with MMR, relied upon

to license MMR:

TabL -0
Clinic.,1ca.plaintsItcrortedAmongChl1drenWhoRecotveda D.5M1Ih'scof CombinedLiveMcules-Humaps-Robella(RA27/3)VirusV.secine,tot No.621/c-n763(suuayf441)

ClinicalComplaint DaysPot-Vacci.-.torg No.ulth DavsPost-Vactnatfon N•>.withO-4 5-12 13-18 19-28 2 42 Complant 0-4 5-12 13-18 19-28 29-42Corolaut
Sorenessat Injectionsite

(4.2Z) . (1,0) (3g)
Lymphadenopathy. 2 3 2 2 6 1 2 2 3(2.1) (3.1) (2.1) (2.1) (1.3) (1.5) (3.0) (3.0)
Heastes-LikeRash 1 9 6 1 11 1 7 5 1 9(1.0) (9.4) (6.2) (1.0) (1.5) (10.4) (7.5) (1.5)
Arthralgia

(1.0) (1.0) (1.5) (1.5)
Hyalgia

(1..0) (1.5)
Irritchility 3 . 3 1 1 I 4 2 2 1 1 3(3.0) (3.0) (1.0) (1.0) (1.0) (2.9) (2.9) (1.5) (1.5)
Headache 2 2 2 2 2 2(2.1) (2.1) (3.0) (3.0)

otitis 1 7 2 . 5 4 14 1 4 2 3 2 9(1.0) (7.3) (2.1) (5.2) (4.2) (1.51 (6.0) (3.0) (4.5) (3.0)
ophthalmnpathy 2 3 2 4 2 6 2 3 2 4 2 6(2.1) (3.1) (2.1) (4.2) (2.1) (3.O) (4.5) (3.0) (6.G) (3.0)-aman a a a a a a aeB. -R. .B. •Be ate ... ..a --a --- eme -
Anorexia 13 19 g 10 13 28 10 12 6 9 11 20(13.5) (19.8) (8.3) (10.4) (13.5) (14.9) (17.9) (9.0) (13.4) (16.4) *
Fatigue 1 1 1 1(1.0) (1.3)
Poh-Charing.Diaper.Heat, 4 4 1 4 5 12 3 4 1 3 3 9 •glerpes (4.2) (4.2) (1.0) (4.2) (5.21 (4.5) (5.0) (1.5) (4.5) (4.5)
Allergy,Asthma 1 2 3 2 3 6 1 2 1 3. (1.0) (2.1) (3.1) (2.I) (3.1) (1.5) (3.0) (1.5)
Fever I 1 2 1 4 • 1 1 2(1.O) (1.0) (2.1) (1.01 (1.5) (1.5)
Sudorests 1

(1.0) (1.5)
Teething 3 1

(3.0) (1.0) (3.0) (4.4) (1.5) (4.4)

PersonswithComplaints: 50 50 3) 43 44 78 38 38 29 it 55
Personswithsocomplaints: 6 6] 5 2 18 9 È -3 - ) 9(47.9) (47.9} (65.6) (55.2) (34.2) (43.3) (43.1) (56.7) (52.2) (55.2)NegativePhysician5urveillance 6 6 6 6 6 6 1 1 1 I

5/6/77- - .....----.... ... .. -..._,........

The table above shows that of 102 children injected with MMR, 64 of them, or nearly 63%,

experienced gastrointestinal illness and that 43, or 42%, of the chh-. experienced upper

respiratory illness within the first 42 days fellõwing
=-'-

ation. All of the foregoing was

accepted without objection during the hearing.

The following unrebutted facts confirm that there are also numerous safety issues with this

product that have arisen after liceñsüre.18

18 EXs.EE-H are reports from the IOM which looked at the components of the MMR. The IOM looked at the 22

16
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Federal law expressly provides that the package insert for a vaccine like M-M-R-II should 

include “only those adverse events for which there is some basis to believe there is a causal 

relationship between the drug and the occurrence of the adverse event.”  See 21 C.F.R. 201.57  (Ex. 

D at 217:19-218:16). The package insert for M-M-R-II lists approximately 60 such adverse 

reactions that Merck has identified, many of which are serious and debilitating.  (Ex. DD).  For 

instance, during the hearing, Plaintiffs-Petitioners introduced into evidence two examples of 

Merck recently adding adverse reactions to its M-M-R-II package insert.  The first was the addition 

of “transverse myelitis” (neurological dysfunction of the spinal cord) which was added to the list 

in 2014; and “Henoch-Schonlein purpua” (a vascular disease that primarily affects small blood 

vessels) and “acute hemorrhagic edema of infancy” (a type of leukocytoclastic vasculitis which 

manifests with fever, large palpable purpuric skin lesions, and edema) which were added to the 

list in 2017.  (Ex. JJ).    

The CDC even discloses that MMR can cause deafness, long term seizure, coma, and brain 

damage.19  (Ex. KK).   An example of such an injury involving a $100 million award to the victim 

of an MMR injury was presented at the hearing.  (Ex. LL).  The CDC and FDA also jointly operate 

the Vaccine Adverse Events Reporting System (“VAERS”) which, as an example provided at the 

OATH hearing, reflected 1,256 hospitalizations and/or emergency room visits in one year 

following MMR vaccination.  A report from Harvard researchers, under a federal grant, stated that 

VAERS reflects fewer than 1% of vaccine adverse events.  

 
most commonly claimed serious adverse reactions after the MMR and reported that, for 18 of the 22, the they were 

not able to determine whether or not the MMR components caused them due to a lack of science.  The IOM stated: 

“The lack of adequate data regarding many of the adverse events under study was a major concern to the committee.”   

The IOM further explained that “most individuals who experience an adverse reaction to vaccines have a preexisting 

susceptibility” yet no studies have been conducted to identify those who are susceptible.   

19 And like most vaccines, the MMR has never been evaluated for its potential to cause cancer, to mutate genes, or to 

cause infertility.  (Ex. DD). 
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This high rate of hospitalization and emergency room visits from MMR is likewise 

confirmed in a study conducted by Canadian health authorities of 271,495 children after their 12-

month MMR.  The Canadian health authorities set out to confirm the safety of MMR, but what 

they found instead was that “[t]here was a significantly elevated risk of primary emergency room 

visits approximately one to two weeks following 12- and 18-month vaccination.”  (Ex. MM).  This 

amounted to an additional “one event for every 158 vaccinated” children receiving MMR.  

Extrapolating these figures to the United States, it means that 63,291 additional children would be 

going to the hospital each year from MMR after their MMR vaccine (based on the CDC’s 

representation that, each year in the United States, nearly 10 million doses of MMR are 

distributed).  

Dr. Rosen also did not refute or even dispute any of the evidence regarding post-marketing 

safety issues with MMR at the hearing; in fact, all this evidence was accepted without objection.20 

After the current MMR’s licensure in 1978, its use in children steadily increased and 

lawsuits from injuries from this product also began to snowball.  Indeed, by the mid-1980s – when 

the only two commonly injected childhood vaccines were MMR and DTP – pharmaceutical 

companies were facing crippling liability from their vaccine products due to lawsuits brought by 

parents whose children were injured by these products.  (Ex. D at 184:24-186:18, Ex. NN).  As 

the United States Supreme Court explained in Bruesewitz v. Wyeth LLC, 562 U.S. 223, 227 (2011): 

“by the mid-1980’s … the remaining [vaccine] manufacturer estimated that its potential tort 

liability exceeded its annual sales by a factor of 200.”21   

 
20 See paragraphs 42-45, supra.  Additionally, Dr. Rosen was not able to rebut that the risks outweigh the benefits for 

these children even though most of the hearing time was devoted to the Hearing Officer improperly interjecting to 

protect Dr. Rosen from difficult questions and/or Dr. Rosen refusing to provide responsive answers to questions.  (Ex. 

D at 153:14-18 and generally).   

21 Bruesewitz v. Wyeth LLC, 562 U.S. 223, 227 (2011).   
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Instead of letting the usual market forces drive pharmaceutical companies to develop safer 

vaccines, Congress passed the National Childhood Vaccine Injury Act, codified at 42 U.S.C. §§ 

300aa-1 through 300aa-34 (the “1986 Act”), in 1986, which virtually eliminated economic liability 

for pharmaceutical companies for injuries caused by their vaccine products.22 

While the manufacturers of the MMR and other childhood vaccines have paid billions of 

dollars for misconduct and injuries related to their drug products, these same companies cannot be 

held accountable for misconduct and injuries resulting from their vaccine products, including the 

MMR.  (Ex. OO).  Dr. Jennifer Rosen, the DOH’s physician who testified at the OATH hearing 

and who the DOH said could answer any questions Plaintiffs-Petitioners had, was not aware of 

this fact.23  

When provided an opportunity to rebut any of the foregoing evidence, the DOH declined 

to proffer any evidence in rebuttal, accepted the foregoing evidence without objection, and despite 

prodding from the Hearing Officer, neither the DOH nor Dr. Rosen had any additional argument, 

statement or evidence to present to rebut any of the foregoing.   

Indeed, when provided multiple opportunities to object to any of this evidence, the DOH 

declined to do so.  The Hearing Officer repeatedly asked for objections: “Department of Health, 

any objections?  Any objections to those being admitted into evidence?”  DOH’s attorney 

repeatedly responded: “No objections.”  (Ex. D at 227:6-11).  After additional evidence was 

 
22 42 U.S.C. § 300aa-11 (“No person may bring a civil action for damages in the amount greater than $1,000 or in an 

unspecified amount against a vaccine administrator or manufacturer in a State or Federal court for damages arising 

from a vaccine-related injury or death.”); Bruesewitz v. Wyeth LLC, 562 U.S. 223, 243 (2011) (“we hold that the 

National Childhood Vaccine Injury Act preempts all design-defect claims against vaccine manufacturers brought by 

plaintiffs who seek compensation for injury or death caused by vaccine side effects”). 

23 “Q. So you are not aware that the manufacturer of the MMR vaccine, Merck, cannot be sued for injuries caused by 

their MMR vaccine?  A. I am not familiar with the process for manufacturing companies.  Q. Are you aware -- but are 

you aware that -- if you could answer yes or no on that one.  A. No, I am not aware.  Q. You are not aware of that.  So 

you are not aware that Merck can[not] be sued for injuries caused by the MMR vaccine?  A. No.” (Ex. D at 101:24-

102:12). 
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entered, the Hearing Officer again gave the DOH the chance to object: “Any objection going up 

to R-45?”  DOH’s attorney responded, “No, your Honor.”  (Ex. D at 242:9-17).   

Thus, the undisputed evidence reflects that the mandated MMR was not medically 

appropriate for the children, as the risks of injecting this product into the children outweigh the 

benefits.24  

For these reasons, the record here reflects that the DOH is seeking to mandate injection of 

a liability-free product that has not been proven to be safe and whose risks outweigh any believed 

benefit.  The potential adverse events that can follow the administration of the MMR and the lack 

of support for their benefit overshadow any rash overreaction by the DOH.  Imposing a fine on 

these families for choosing what the evidence reflects is best for their children’s overall health is 

unjust.  The Court should, therefore, find that Respondent’s final determinations are affected by 

an error of law and are arbitrary and capricious.25  

III. REQUIRING INJECTION OF M-M-R-II VIOLATES THE UNITED STATES 

AND THE NEW YORK CONSTITUTIONS  
 

The Commissioner’s Order and Resolution violate the New York and United States 

Constitutions.   

Because the unrebutted record reflects that the risk of injecting a medical product outweigh 

its benefits, including a significant increased risk of mortality from being injected with the product, 

the United States Constitution and New York State Constitution extend their shield of protection 

to prevent the government from requiring such an injection. 

 
24 Indeed, the one study that looked at health outcomes of children who were vaccinated versus children who were not 

vaccinated found that vaccinated individuals had a higher rate of several forms of chronic illness and 

neurodevelopmental disorders than the unvaccinated.  See Ex. PP.  It is not medically appropriate or just to force an 

individual to trade avoidance of a limited infection for a chronic health condition. 

25 Plaintiffs-Petitioners admitted additional, unrebutted evidence at the OATH hearings.  Those exhibits are appended 

at Exs. QQ-XX. 
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Specifically, requiring injection of M-M-R-II into the bodies of the Plaintiffs-Petitioners’ 

children violates both federal and state constitutional rights to substantive due process, bodily 

integrity, informed consent, parental choice, privacy, unlawful search and seizure, other 

unenumerated rights, and the First Amendment protection of freedom of religion.   

A. Substantive Due Process and Fundamental Rights to Life and Liberty 

The United States and the New York State Constitutions guarantee substantive due process 

rights to life and liberty which cannot be infringed upon without a compelling state interest that is 

implemented in the least restrictive means.   

The absence of any effective exemption to the Order or the Resolution denies Plaintiffs-

Petitioners and their children of these rights to life and liberty.  

It is a deprivation of the right to liberty, of both Plaintiffs-Petitioners and their children, to 

coerce a parent, under threat of a violation and civil punishment, to inject their child with a product 

when their informed decision, based on review of the existing literature regarding this product, 

their religious beliefs, and their intimate knowledge of their child, including the child’s medical 

and familial history, is to not inject their child with this product. 

Threatening a violation and civil punishment upon the refusal to inject a product that a 

parent has not consented to, and where the unrebutted science reflects it will increase mortality, 

infringes upon Plaintiffs-Petitioners’ and their children’s substantive right to life.  See Althen v. 

Sec'y of Health & Human Servs., 418 F.3d 1274 (Fed. Cir. 2005) (medical science is “a field bereft 

of complete and direct proof of how vaccines affect the human body.”). 
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B. Fourth Amendment  

The Fourth Amendment to the United States Constitution, as well as the New York State 

Constitution, guarantee Plaintiffs-Petitioners the right “to be secure in their persons…against 

unreasonable searches and seizures.” 

  It is a deprivation of the right to protection from an unreasonable seizure to force an 

injection by piercing the skin in order to inject a product that was licensed without inadequate 

clinical trials. It is an unreasonable seizure of one’s person and one’s naïve immune system when 

a parent’s informed decision – based on review of the existing literature regarding this product, 

their religious beliefs, and their intimate knowledge of their child, including the child’s medical 

and familial history – is to not inject their child with this product. 

Threatening a violation and civil punishment upon the refusal to inject a product that a 

parent has not consented to, and one for which the unrebutted record reflects an increased risk of 

mortality, infringes upon Plaintiffs-Petitioners’ and their children’s right to freedom from 

unreasonable seizure.  

C. Excessive Fines 

Both the United States and New York Constitutions prohibit excessive fines.  “The 

touchstone of the constitutional inquiry under the Excessive Fines Clause is the principle of 

proportionality: The amount of the forfeiture must bear some relationship to the gravity of the 

offense that it is designed to punish.”  United States v. Bajakajian, 524 U.S. 321, 334 (1998). 

The offense alleged here is the refusal of parents to inject their child with a product that a 

parent has not consented to, and one for which the record reflects will increase mortality, was not 

proven safe prior to licensure, and has numerous serious post-licensure adverse reactions.  The 

mandate is not related to any privilege the parents or the children wish to enjoy; it is quite plainly 
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a mandate for them to simply continue existing in their homes with their families.  The civil penalty 

– here, a fine of $1,000 – is a hefty one for Plaintiffs-Petitioners who are working-class families 

and generally live paycheck to paycheck.  The fine bears no relationship to the gravity of the 

offense: existing in their homes without injecting their children.  

D. Unenumerated Rights 

The Ninth Amendment to the United States Constitution guarantees that “the enumeration 

in the Constitution, of certain rights, shall not be construed to deny or disparage others retained by 

the people.” 

1. The Right to Privacy 

One of those unenumerated rights retained by the people is the right to privacy.  Plaintiffs-

Petitioners were issued Summonses at their homes – some with police officers delivering them, 

others with Summonses taped to their doors for all to see – alleging a violation for a private choice 

made by their families or in consultation with their doctors or religious leaders.   

The Commissioner’s Order and the Resolution invaded that privacy, made Plaintiffs-

Petitioners’ children’s vaccination statuses widely known, and attempted to commandeer the 

private decisions of these families.   

Violating Plaintiffs-Petitioners’ right to privacy in their medical and religious decisions is 

a violation of the Ninth Amendment.   

2. The Right to Informed Consent 

Holding the Plaintiffs-Petitioners in violation for simply existing in their homes in the state 

in which they were born and for not injecting their children with a product that is not medically 

appropriate against their informed consent violates additional unenumerated constitutional rights, 

including the right to informed consent under the New York State Constitution and the United 
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States Constitution.  It further violates the long upheld constitutional rights to parental choice and 

bodily integrity under the New York State Constitution and the United States Constitution.  

The United States Constitution and the New York State Constitution guarantee the right to 

informed consent prior to administering a medical procedure.  This right cannot be infringed upon 

without a compelling state interest that is implemented in the least restrictive means. 

Informed consent requires that an individual be informed of the risks and benefits of a 

medical procedure and then be provided the uncoerced discretion to decide whether to consent to 

the medical procedure.  Plaintiffs-Petitioners have reviewed the risks and benefits of the MMR 

and, based on that review and their intimate knowledge of their child, including their child’s 

medical and family history, cannot consent to injecting this product into their children.   

Threatening violations and civil penalties upon the refusal to inject a child with MMR 

where the child’s parent has made an informed decision to not administer this product to their child 

infringes upon the well-established and valuable right to informed consent. 

3. The Right to Parental Choice 

The United States Constitution and the New York State Constitution guarantee the 

recognized right to parental choice, which cannot be infringed upon without a compelling state 

interest that is implemented in the least restrictive means. 

Coercing a parent to vaccinate their child by threatening violations and civil penalties upon 

the refusal to inject the MMR, where the child’s parent has chosen to not administer this product 

to their child, infringes upon their protected right to parental choice.  See Troxel v. Granville, 530 

U.S. 57, 65-66 (2000) (“The Fourteenth Amendment's Due Process Clause has a substantive 

component that ‘provides heightened protection against government interference with certain 

fundamental rights and liberty interests … including the fundamental right of parents to make 
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decisions concerning the care, custody, and control of their children”); see also Parham v. J.R., 

422 U.S. 584, 602 (1979) (a child is not a “mere creature of the State”). 

4. The Right to Bodily Integrity 

The United States Constitution and the New York State Constitution guarantee the right to 

bodily integrity.  That right cannot be infringed upon without a compelling state interest that is 

implemented in the least restrictive means.  See, e.g., Rivers v. Katz, 67 N.Y.2d 485, 494 (1986) 

(“fundamental right to make decisions concerning one’s own body”); Blouin ex rel. Estate of 

Pouliot v. Spitzer, 356 F.3d 348, 359 (2d Cir. 2004) (“fundamental right to bodily integrity”). 

  Plaintiffs-Petitioners are each fully competent and able to make decisions based on the 

best interests of their child.  Based on their intimate knowledge of their child, including their 

child’s individual medical and familial histories, their religious beliefs, and their knowledge 

regarding the MMR, Plaintiffs-Petitioners and their children oppose injecting this product into 

their bodies. 

Threatening violations and civil penalties by way of the Commissioner’s Order and the 

Resolution conditioned upon the injection of MMR, when the child and the child’s parents object 

to this injection, infringes upon the right to bodily integrity. 

E. First Amendment Right to Free Exercise of Religion 

The First Amendment to the United States Constitution unequivocally protects the right to 

the free exercise of religion.  Likewise, the New York State Constitution provides that the free 

exercise of religion “shall forever be allowed in this state to all mankind.”   

The free exercise clauses recognize the right of each person to engage in the free exercise 

of his or her religion and not to be compelled to engage in affirmative acts which violate their 
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religious beliefs.  A key feature of this right is that it grants a religious individual an exemption 

from statutes or regulations which impose a burden on his or her beliefs.     

Many of the Plaintiffs-Petitioners have sincerely held religious beliefs which prevent them 

from engaging in an act that they believe will harm their children.26   

The research has not yet been done to know which children are susceptible to be seriously 

injured or die from this product.  Plaintiffs-Petitioners’ informed assessment is that the risk of 

serious injury or death from this product to their child is greater than the risk of serious injury or 

death from measles and hence, administering this product to their child violates their religious 

beliefs.  

At the time of the supposed violations, many of the Plaintiffs-Petitioners held statutorily 

protected religious exemptions from vaccinations from their children’s schools.   

Mandating an injection that directly contradicts Plaintiffs-Petitioners’ religious beliefs is 

compelling them to act in a manner that plainly violates their right to freely exercise their religion; 

both the United States and the New York State Constitution protect Plaintiffs-Petitioners in 

refraining from an action that their religious beliefs prevent them from taking.  

Indeed, Plaintiffs-Petitioners were held in violation for simply existing in their homes, with 

their families, in the state that God created them. 

 
26 Plaintiffs-Petitioners that hold religious beliefs against vaccination are Plaintiffs-Petitioners Ascher Berkowitz, 

Chava Biederman, Israel Fishman, Judith Fried, Malka Friedman, Chanie Fulop, Rachel Guttman, Simon Josef, and 

Malky Roth-Tabak. 
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CONCLUSION 

Based on the foregoing, Plaintiffs-Petitioners respectfully requests that the Court grant the 

relief requested in their Verified Petition. 

 

Dated: August 24, 2020 

SIRI & GLIMSTAD LLP 

 

_____________________ 

Aaron Siri 

Elizabeth A. Brehm 

200 Park Avenue Seventeenth Floor 

New York, New York 10166 

Tel: (212) 531-1091 

aaron@sirillp.com 

ebrehm@sirillp.com  

 

Counsel for Plaintiffs-Petitioners 

FILED: NEW YORK COUNTY CLERK 08/24/2020 07:52 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 54 RECEIVED NYSCEF: 08/24/2020

30 of 30



,r$i * r*y
SUPREME COURT OF THE STATE OF NEW YORK
COUNTY OF NEW YORK

-x

Ascher Berkowitz, Chava Biederman, Beila Englander,
Israel Fishman, Judith Fried, Malka Friedman, Chanie
Fulop, Rachel Guttman, Simon Josef, Baila Klein, Malky
Roth-Tabak,

Plaintiffs -Petitioners,
-against-

Department of Health and Mental Hygiene of the City Of
New York,

Defendant-Respondent.

x

NOTICE OF CROSS.
MOTION TO DISMISS

Index No.156722/2020

Edmead, J.

IAS 35

Defendant-Respondent Department of Health and
Mental Hygiene of the City of New York, by James

E. Johnson, Corporation Counsel of the City of New
York

February 16,2021, at 9:30 am or as soon thereafter
as counsel can be heard.

New York County Supreme Court Motion Support,
Room 130, 60 Centre Street, New York, NY.

The Affirmation of LOUISE MOED, dated January
4,2021, and the exhibits annexed thereto; and upon
all of the proceedings heretofore had herein.

An Order, pursuant to CPLR g 32ll(2) and 7804(f),
dismissing the proceeding for failure to state a cause
of action, and for such further relief as this Court
may deem just and proper.

Further, in the event that the Court denies this cross-
motion, the undersigned respectfully requests
permission to serve an answer within forty-five (45)
days ofservice ofnotice ofentry ofany such order.

Motion by:

Date of Return:
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Dated:

Answering Papers:

New York, New York
January 4,2021

Elizabeth Brehm
Siri & Glimstad LLP
200 Park Avenue (17th floor)
New York, NY 10166
(212) 532-1091 phone
ebrehm@sirillp.com

Pursuant to CPLR 2214(b) and 2215, answering
papers, if any, are required to be efiled at least

seven days before the return date of this cross-

motion.

JAMES E. JOHNSON
Corporation Counsel of the

City of New York
Attorney for Defendant-Respondent

By:
LOUISE MOED
Assistant Corporation Counsel
100 Church Street (Admin. Law Div.)
New York, NY 10007
(212) 356-2180 offioe phone
working full-time from home
LMOED@LAW.NYC.GOV
(718) 826-1119 home landline
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SUPREME COURT OF THE STATE OF NEW YORK

::v_)T::YYl:T ..........x

Ascher Berkowitz, Chava Biederman, Beila Englander,
Israel Fishman, Judith Fried, Malka Friedman, Chanie
Fulop, Rachel Guttman, Simon Josef, Baila Klein, Malky
Roth-Tabak,

Plaintiffs-Petitioners,
-against-

Department of Health and Mental Hygiene of the City Of
New York,

Defendant-Respondent.

AFFIRMATION IN
SUPPORT OF
DEFENDANT'S CROSS.
MOTION TO DISMISS

Index No. 156722/2020

Edmead, J
IAS 35

x

LOUISE MOED, an attorney admitted to practice law before the courts of the

State of New York, affirms the following to be true pursuant to CPLR 2106 and under the

penalties of perjury:

1. I am an Assistant Corporation Counsel in the Office of James E. Johnson,

Corporation Counsel of the City of New York, attorney for Department of Health and Mental

Hygiene of the City of New York ("DOHMH" or the "Department").

2. I am familiar with the facts and circumstances of the instant proceeding-

action based upon records maintained by agencies of the City of New York, public documents,

and upon statements of City staff.

3. DOHMH hereby cross-moves to dismiss the instant "Article 78 and

Declaratory Judgment Petition" (hereinafter the "petition") in its entirety for failure to state a

cause of action.

4. Petitioners challenge the determinations rendered against each of them at

the New York City Office of Trials and Hearings ("OATH") Hearings Division that found them

in violation of an April 9, 2019 Order of the DOHMH Commissioner (the 'oOrder") and the
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subsequent April 17, 2019 Board of Health Resolution that continued that Order (the

"Resolution").1 Petitioners argue that the determinations were arbitrary, capricious, and contrary

to law. Howevet, petitioners concede herein that they were indeed in violation. They did not

attempt at OATH to disprove DOHMH's allegations that they were in violation of the explicit

mandates of both the Order and the Resolution. Rather, they raised various defenses to the

charges that were not valid, and did not in any way attempt to establish that they were not in

violation.

5. Petitioners also challenge the determinations rendered against each of

them by disputing the validity of the medical science that provided the foundation for the Order

and the Resolution, arguing that the summonses should have been dismissed at OATH in the

interest of justice. Given that the Department was acting upon accepted medical science and the

national medical standards for combatting measles, and that petitioners were relying on non-

mainstream disputes with the national medical standards that are not widely accepted by the

medical establishment, their challenge fails herein as a matter of law.

RELEVANT LAW

New York Citv Charter

6. New York City Charter $ 556 provides, in relevant part, as follows

$ 556 Functions, powers and duties of the department [of Health
and Mental Hygienel.

Except as otherwise provided by law, the department shall have
jurisdiction to regulate all matters affecting health in the city of
New York and to perform all those functions and operations
performed by the city that relate to the health of the people of the
city . . . . The jurisdiction of the department shall include but not
be limited to the following:

1 Petitioners erroneously allege that the determinations were rendered by respondent, i.e.,
DOHMH, and fail to name OATH as a respondent.
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(a) General functions. (1) Enforce all provisions of law
applicable in the area under the jurisdiction of the

department for the preservation of human life, for the care,

promotion and protection of health. . . . .;

(2) supervise the reporting and control of
communicable and chronic diseases and conditions
hazardous to life and health; exercise control over

and supervise the abatement of nuisances affecting
or likely to affect the public health.

xx<*

The New York Citv Administrative Code

7. Administrative Code *17-142 defines a public health "nuisance" in

relevant part, as follows:

The word "nuisance" shall be held to embrace public nuisance, as

known at common law or in equity jurisprudence; whatever is
dangerous to human life or detrimental to health; . . . and whatever

renders the air or hurnan food or drink, unwholesome. All such

nuisances are hereby declared illegal.

The New York Citv Health Code2

8. Health Code $ 3.01 provides General Powers of the Department. Health

Code $ 3.01(c) authorizes DOHMH to "take such action as may become necessary to assure the

maintenance of public health, prevention of disease, or safety of the City and its residents."

g. Health Code g 3.01(d) states, in part: "Where urgent public health action

is necessary to protect the public health against an imminent or existing threat, the Commissioner

may declare a public health emergency. Upon the declaration of such an emergency, the

Commissioner may establish procedures to be followed, issue necessary orders and take such

actions as may be necessary for the health and safety of the City and its residents. ... provided

2 The New York City Health Code is published as part of Title 24 of the Rules of the City of
New York.

Moed Affirmation in Support of
Defendant's Cross-Motion to Dismiss -3-

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 62 RECEIVED NYSCEF: 01/04/2021

3 of 36



that any such exercise of authority or power shall be effective only until the next meeting of the

Board. ..."

10. Health Code $ 3.05(a) states that "[n]o person shall violate an order of the

Board, Commissioner or Department. Pursuant to Health Code $ 3.11, violations of the Code are

subject to civil enforcement, punishable by a civil penalty. Pursuant to Health Code $ 3.I2, the

Administrative Tribunal cstablishcd by thc Board of Hcalth pumuent to City Chartcr $ 558 is

now operated within OATH, and notices of violation or suflrmonses that are issued by DOHMH

are adjudicated at OATH.

New York City Office of
Administrative Trials and Hearines

11. Chapter 45-A of the City Charter establishes the New York City Office of

Administrative Trials and Hearings ("OATH"). City Charter $ 1049-a establishes the

Environmental Control Board ("ECB") as part of OATH. ECB, or the Board, consists of 13

members, including the commissioners of six city agencies - Environmental Protection,

Sanitation, Buildings, Health and Mental Hygiene, Police, and Fire. The Board is chaired by the

chief administrative law judge of OATH. Id. In addition, pursuant to the City Charter, the

Board consists of six people to be appointed by the Mayor who are not otherwise employed by

the City and who have broad general experience in several areas, including water pollution

control, air pollution.control, noise pollution control, real estate, and business, as well as a

member of the general p:ublic. Id.

12. Effective August 7, 2016, 48 RCNY $ 6-02 brought the Environmental

Control Board ("ECB") under the auspices of the OATH Hearings Division, which is the tribunal

charged with adjudicating summonses formerly returnable at the ECB. ECB now consists of

thirteen members, who, among other things, preside over the OATH Appeals Unit and act as

Moed Affirmation in Support of
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final arbiters on all upp? decisions. As such, the Appeals Unit decision referenced throughout

this Memorandum of Law was reviewed, analyzed, and affirmed by the ECB (the Board).

RELEVANT FACTS

A. The 2018-2019 Measles Epidemic in Williamsbure

13. Beginning in early October 2OI8, there was an active measles outbreak in

New York City. By April 2019, the outbreak had resulted in over 300 cases of this vaccine-

preventable disease. The vast majority of these cases were among residents in.Williamsburg zip

codes 11205, 11206, Il2lI, and 11249.

14. The danger of measles and the public health measures being taken by

respondent to combat it in New York City are set forth in the annexed affirmation of Dr.

Demetre Daskalakis dated April 16, 2019 (annexed hereto as Exhibit 1) that was written and

submitted during the epidemic in a case that contemporaneously challenged the Order, C.F. v.

NYC Dept. of Health and Mental Hygiene, Kings Co. Index No. 508356/2019. A decision

dismissing the matter is published at 2019 NY Misc LEXIS 1914 (Sup. Ct. Kings Co. April 18,

2019). That dismissal has just been upheld by the Appellate Division, Second Department, in a

decision dated December 23,2020 (appended to respondent's accompanying Memorandum of

Law as Appendix A).

B. DOHMH Outreach Efforts to Ouell the Outbreak

15. As is set forth in the Daskalakis Affirmation, the Department tried

multiple strategies to end the outbreak. Due to low vaccination rates in the four Williamsburg

zip codes, the outbreak continued despite the Department's outreach efforts. The Commissioner

determined that the presence of people in Williamsburg lacking the Measles-Mumps-Rubella

("MMR") vaccine created an unnecessary and avoidable risk of continuing the outbreak.

Moed Affirmation in Support of
Defendant's Cross-Motion to Dismiss -5-
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C. The DOHMH Commissioner's April9.2019 Order

L6. As a result of the continued outbreak, on April 9, 2019, Oxiris Barbot,

M.D., then Commissioner of DOHMH ("Commissioner"), issued an Order that ordered

vaccination with the MMR vaccine for residents of four zip codes located within the

Williamsburg neighborhood of Brooklyn, New York (the 'oOrder," annexed as Exhibit 2), unless

they could estahlish that they had immunity to measles, or that they should be medically

exempted from the requirement. The Order did not mandate that people be forcibly vaccinated

without consent. Rather, a failure to comply with the Order would subject an individual to civil

penalties. 3 Pursuant to Health Code $ 3.01(d), the Order was to remain in effect until the Board

of Health was to meet on April 17, 2019, at which time the Board would determine whether the

vaccination requirement would be continued or rescinded.

17. The Order read as follows:

WHEREAS, there is an active outbreak of measles among people
residing in the neighborhood of Williamsburg in Brooklyn, New
York who live within zip codes ll2}5, 11206, II2II and II249.
Since September 2018, more than 250 cases of measles have been
documented among people living in Williamsburg and that number
continues to grow as new cases are still occurring; and

WHEREAS, measles is a highly contagious viral disease that can
result in serious health complications, such as pneumonia and
swelling of the brain. About a third of reported measles cases have
at least one complication and in some cases, measles can cause
death. Measles can be serious in all age groups. However, infants,
young children, pregnant persons, people whose immune systems
are weak and adults are more likely to suffer from measles
complications; and

WHEREAS, measles is easily transmitted from a sickened person
to others who lack immunity to the disease. The virus can live for
up to two hours in air or on surfaces where an infected person

3 While the Order warned that a violation of Health Code g3.05 is potentially a criminal offense,
the Department enforced the Order only civilly.
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coughed or sneezed and people who lack immunity are highly
likely to become sick if they are in contact with an infectious
person or near where an infectious person recently has been; and

WHEREAS, although measles is highly contagious, the Measles-
Mumps-Rubella (MMR) vaccine is an effective and safe vaccine
that will prevent its transmission. While measles remains one of
the leading causes of death among young children in parts of the
world where the vaccination is not available, the disease until this
outbreak was largely eliminated in the United States; and

WHEREAS, the measles outbreak persists in Williamsburg
despite other efforts taken by the Department of Health and Mental
Hygiene to stop it, including orders excluding unvaccinated
children from attending preschools and daycare programs, because
a high rate of people living within Williamsburg have not been
vaccinated against measles; and

WHEREAS, pursuant to section 556 of the Charter of the City of
New York, the Department is responsible for controlling
communicable diseases within the City of New York and for
supervising the abatement of nuisances that affect t or are likely to
affect the public health; and

WHEREAS, pursuant to section 3.01 of the New York City
Health code, I am authorized to declare a public health emergency
and issue orders and take actions that I deem necessary for the
health and safe ty of the City and its residents when urgent public
health action is necessary to protect the public health against an

existing threat; and

WHEREAS, I find the ongoing measles outbreak in Williamsburg
to be an existing threat to public health in the City of New York;
and

WHEREAS' I also find that the presence of any person in
Williamsburg lacking the MMR vaccine, unless that vaccine is
otherwise medically contra-indicated or such person has

demonstrated immunity against measles, creates an unnecessary

and avoidable risk of continuing the outbreak and is therefore a

nuisance, as defined in New York City Administrative Code $17-
142; and

WHEREAS, pursuant to New York City Health Code $3.0'7, no
person "shall do or assist in any act which is or may be detrimental
to the public health o to the life or health of any individual... or

Moed Affirmation in Support of
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...shall fail to do any reasonable act or take any necessary
precaution to protect human life and health."

IT IS HEREBY ORDERED, that any person who lives, works or
resides within the 11205, 11206, II2II and/or 11249 zip codes
and who has not received the MMR vaccine within forty eight (48)
hours of this Order being signed by me shall be vaccinated against
measles unless such person can demonstrate immunity to the
disease or document to the satisfaction of the Department that he
or she should be medically exempt from this requirement.

IT IS HEREBY ORDERED, that the parent or guardian of any
child older than six months of age who lives, works or resides
within the 11205, 11206, II2II and/or 11249 zip codes and who
has not received the MMR vaccine within forty eight (48) hours of
this order being signed by me shall cause such child to be
vaccinated against measles unless such parent or guardian can
demonstrate that the child has immunity to the disease or document
to the satisfaction of the Department that he or she should be
medically exempt from this requirement.

THIS ORDER shall remain in effect until the next meeting of the
New York City Board of Health scheduled for April l'7, 2019 at
which time it may be continued or rescinded by the Board.

WARNING

Failure to comply with this Order is a violation of $3.05 of the
New York City Health Code, and a misdemeanor for which you
may be subject to civil and/or criminal fines, forfeitures and
penalties, including imprisonment.

Anyone wishing to object to the order, please write or fax Thomas
G. Merrill, General Counsel, New York City Department of Health
and Mental Hygiene... If you have any questions about how to
comply with this Order, please telephone Jane R. Zucker, M.D.,
M.Sc., Assistant Commissioner, Bureau of Immunization .. ..

D. The Board of Health's April 17. 2019 Resolution

18. On April I7,2019, the Board of Health issued a Resolution (the

"Resolution," annexed as Exhibit 3) ordering all non-immune people who lived, attended school,

or worked in the four Williamsburg zip codes to vaccinate themselves and their children, unless

they could not be vaccinated for medical reasons. Those who failed to vaccinate faced a civil

Moed Affirmation in Support of
Defendant's Cross-Motion to Dismiss -8-

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 62 RECEIVED NYSCEF: 01/04/2021

8 of 36



penalty, unless they could demonstrate a valid medical exemption. The Resolution reiterated

several "Whereas" clauses directly from the Order, and read as follows:

WHEREAS, there is an active outbreak of measles among people
residing in the neighborhood of Williamsburg in Brooklyn, New
York who live within zip codes lI2O5, IIt206, lI2ll and 11249
(the "affected zip codes"); and

WHEREAS, on April 9, 2019 the Commissioner of the
Department of Health and Mental Hygiene determined that an

urgent public health action was necessary to protect the public
from the measles outbreak occurring in the neighborhood of
Williamsburg and declared a public health emergency; and

WHEREAS, pursuant to her authority under Health Code $3.01,
the Commissioner ordered tat anyone who lives, works or resides

in the affected zip codes and any child older than six months or age

living, residing, or working in arly of the affect zip codes be

immunized against measles; and

WHEREAS, the Order subjects a person to a civil fine, unless

such person or, for a child, such person's parent or guardian, can

demonstrate that such person has immunity to the disease or
document to the satisfaction of the Department that such person

should be medically exempt from this requirement; and

WHEREAS, pursuant to Health Code $3.01, the Order issued by
the Commissioner is only in effect until the Board of Health
convenes and either continues or rescinds the Commissioner's
exercise of authority; and

WHEREAS, the Board of Health has taken and filed among it
records and reports that since September 2018 more than 300 cases

of measles have been documented in the City of New York with
the vast majority occurring among people residing in the affected
zip codes and that new cases of measles are still occurring at an

alarming rate; and

WHEREAS, measles is a highly contagious viral disease that can

result in serious health complications such as pneumonia,

encephalitis (swelling of the brain) and death. About a third of
reported measles cases have at least one complication. Measles

can be serious in all age groups. However, infants, young children,
pregnant persons, people whose immune systems are weak and

adults are more likely to suffer from measles complications; and

Moed Affirmation in Support of
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WHEREAS, measles is easily transmitted from a sickened person
to others who lack immunity to the disease. The virus can live for
up to two hours in the air or on surfaces where an infected person
coughed or sneezed and people who lack immunity are highly
likely to become sick if they are in contact with an infectious
person or near where an infectious person recently has been; and

WHEREAS, although measles is highly contagious, the Measles-
Mumps-Rubella (MMR) vaccine is a proven safe and effective
vaccine that will prevent its transmission. While measles remains
one of the leading causes of death among young children in parts
of the world where the vaccination is not available, the disease
until this outbreak was eliminated in the United States; and

WHEREAS, because a high rate of people living within the
affected zip codes in Williamsburg have not been vaccinated
against measles, the measles outbreak persists in Williamsburg
despite other efforts taken by the Department of Health and Mental
Hygiene to stop it, including orders excluding unvaccinated
children from attending preschools and daycare programs; and

WHEREAS' to Board of Health regards the aforesaid reports of
over cases of measles as sufficient proof to authorize the
declaration that an outbreak of measles is occurring in
Williamsburg that threatens the health and safety of New Yorkers
and is immediately dangerous to human life and health and
constitutes a public nuisance; and

WHEREAS, the outbreak is occurring because a large number of
people residing in the affected zip codes have not been vaccinated
against measles; and

WHEREAS, the only way to end the outbreak is to require that
people residing, working or attending school in any of the affected
zip codes be vaccinated against or otherwise have immunity
against measles; and

WHEREAS, personal service or service pursuant to subdivisions
(a) or (b) of $17-148 of the Administrative Code of the Ciry of
New York of orders requiring the abatement of such nuisances and
conditions in effect dangerous to life and health upon each of the
persons who, pursuant to the provisions of Title li of the
Administrative Code of the City of New York, has a duty or
liability to abate such nuisances and conditions, would result in a
delay prejudicial to the public health, welfare, and safety; now,
therefore, be it

Moed Affirmation in Support of
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RESOLVED, that the Board of Health hereby declares that an

outbreak of measles is ongoing in he neighborhood of
Williamsburg and that the outbreak poses a public nuisance

because it is immediately dangerous to life and health; and be it
further

RESOLVED, that the Board of Health hereby declares that any

person who lives or works within the affected zip codes shall be

vaccinated against measles unless such person can demonstrate

immunity to the disease or document to the satisfaction of the

Department that.such person should be medically exempt from this

requirement;

RESOLVED, that the parent or guardian of any child six months

of age or older who lives or attends school, preschool or child care

within the affected zip codes and who has not received the MMR
vaccine shall cause such child to be vaccinated against measles

unless such parent or guardian can demonstrate that the child has

immunity to the disease or document to the satisfaction of the

Department that such child should be medically exempt from this

requirement; and

RESOLVED, that any person required by this declaration to be

immunized against measles, or any parent or guardian required by
it to immunize his or her child, shall be violating this order and be

subject to the fines authorized by applicable law, rule and

regulations each day that he, she, or such child continues to reside,

work or attend school, preschool or child care in any of the

affected zip codes without having been vaccinated against measles

until such time that this outbreak is declared to be over by the

Commissioner of the Department of Health and Mental Hygiene.

RESOLVED further that this resolution shall take effect

immediately and publication shall be in accordance with New

York City Administrative Code $17-148.

(As adopted by the Board of Health on April 17,2OI9)

E. The Civil Enforcement Process

lg. In April, May, and June 2019, the Department issued civil summonses

returnable in OATH's Hearings Division to some parents for failure to comply with the MMR

vaccination requirement with respect to their children who fell within the parameters of the
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Order.a In each summons, the person issuing the summons alleged that a review of the

Department's Central Immunization Registry, which collects immunization records for all

children receiving vaccines in New York City and is required to be updated by medical

providers, found no record of the child who was the subject of the sufirmons having been

vaccinated against measles or having submitted proof of immunity or the need for a medical

exemptiomn. Attached to each summons was a document entitled "Frequently Asked

Questions" (FAQ," annexed as Exhibit 4) that set forth facts about the dangerous nature of

measles, the safety and efficacy of the MMR vaccine, and instructions for how to either prove

immunity to measles or apply for a medical exemption if the MMR vaccine was contraindicated

for a particular child.

20. At issue herein are eleven summonses, each of which was issued by

respondent to one of the eleven petitioners herein for failure to have the MMR vaccine

administered to one of their children who fell within the parameters of the Commissioner's

Order. The petitioners were each found by an OATH Hearing Officer to be in violation, and

those determinations were upheld by the OATH Appeals Unit.

F. Hearines in the OATH Hearines Division

2L Hearings took place before OATH Hearing Officer David Leung.

Attorney Aaron Siri, whose firm represents the petitioners herein, represented those eleven

a The summonses were issued by the following DOHMH staff members, all of whom are
referred to at OATH as the "issuing officer":
Jane Bedell, Medical Director, Bronx Neighborhood Health Action Center (now retired);
Gerald Cohen, Director of Clinical Affairs, Division of Mental Hygiene;
Torian Easterling, First Deputy Commissioner and Chief Equity Officer;
Pooja Jani, Preventative Medicine Resident Fellow, Bureau of Mental Hygiene Community
Engagement, Policy and Practice, Division of Mental Hygiene;
Deborah Kaplan, Assistant Commissioner, Bureau of Maternal, Infant, & Reproductive Health,
Division of Family & Child Health (now retired).
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petitioners at the OATH hearings, where they were respondents and were referred to as such in

the OATH documents annexed herein. To avoid confusion, they will continue to be referred to

herein as petitioners except when directly quoting an OATH document.

22. Petitioners annexed to their petition the following documents pertaining to

each petitioner:

Summonses (Ps' Ex. F, NYSCEF Doc. No.9)

OATH Appeal Decisions (Ps' Ex. G, NYSCEF Doc. No. 10).

23. For the Court's convenience, respondent annexes the documents relevant

to each petitioner in separate exhibits, each containing the summons, the transcript, the Hearings

Division decision, the appeals brief, and the Appeals Unit decision for that petitioner.

24. None of the petitioners appeared at the OATH hearings to testify on their

own behalf but, rather, were represented by their attorney.

25. The Hearing Officer found each of the petitioners in violation. The

decisions each contained the following findings that were common to the defenses interposed in

the first hearing that took place, the hearing on the summons issued to petitioner Tabak, and

subsequently deemed to be interposed in each hearing (see i[37 hereinbelow regarding the Tabak

hearing), as well as individualized findings addressing the particular defenses raised by each

petitioner (set forth separately hereinbelow in the summaries of each hearing, itgl 39-59).

Malkv Tabak hearins (Exhibits 5 and 6)

26. The first such hearing was on the summons issued to petitioner Malky

Tabak. The transcript of that hearing is annexed separately from the other Tabak documents as

Exhibit 5. An agreement was made that the arguments petitioners' attorney was making in this

first hearing and the evidence he was submitting would be deemed "transferred over" to

Moed Affirmation in Support of
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subsequent hearings (Tr 123),s thus constituting a common defense for all eleven petitioners (Tr

205-06).

27. The attorney put on the record that he was not waiving the appearance at

the hearing of the issuing officer. He asserted the right to have the issuing officer testify about

how he or she obtained the information that the child that was the subject of each summons had

not been immunized and whether the MMR vaccine was medically appropriate for that child (Tr

6-8).

28. DOHMH General Counsel Thomas Menill stated that that the summonses

were issued after checking the Central Immunization Registry (Tr 8-9) and that DOHMH's

medical witness, Dr. Jennifer Rosen, Director of Epidemiology and Surveillance for DOHMH's

Bureau of Immunization, could testify about the Department's outreach efforts, explain the

medical necessity of the administration of the MMR vaccine, that the MMR vaccine is safe and

medically appropriate for the vast majority of people, and that there is a review process for

someone seeking a medical exemption where immunization would be medically inappropriate,

but there was no indication that the child who was the subject of the Tabak summons had one of

the rare conditions that would make the vaccine medically contraindicated for that child (Tr 11-

l2). In addition, DOHMH counsel pointed to the FAQ that was served with the Commissioner's

Orders, which included information about the provision for submitting either proof of immunity

or proof in support of a medical exemption (Tr 15). He stated that the Department's

immunization registry had been checked for this child, and it contained no proof for this child of

immunization. Nor did Department records contain documentation of immunity or medical

exemption. (Tr 19-20). When questioned by petitioners' attorney as to whether she knew

5 References to transcripts are denoted by "Tr" followed by the relevant page numbers.
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whether the subject child had medical contraindications against the MMR vaccine, Dr. Rosen

testified that Department of Health records did not contain documentation of any

contraindication for the subject child to receive the MMR vaccine and that the petitioner was

notified that if there were medical contraindications, documentation should be submitted (Tr 98-

103).

29. OATH Hearing Officer Leung pointed to OATH's liberal hearsay rules,

and ruled that the hearing would go forward without the issuing officer. His basis was that what

the issuing officer wrote on the summons established the primafacie case (Tr 12-13)'

30. Petitioners' attorney first moved to dismiss the summons on the basis that

the April g,20lg Order expired when the Board of Health met on April 17, 2019, that the Board

did not say it was "continuing or rescinding" the Order, and thus the Tabak summons that

alleged failure to comply with the Order on April 21,2019 was alleging violation of an Order no

longer in existence. DOHMH General Counsel pointed to Health Code $ 3.05, which made it a

violation to violate any order, and that the Resolution was also an order. The Board of Health

continued the Commissioner's Order by its Resolution, and slight differences in the language

used did not change the validity of the Board of Health's Order. There was extensive oral

argument on this issue (Tr 22-63).

31. Petitioners' attorney also pointed to the fact that the Order contained a

section entitled "'Warning," which recited the possible consequences of failing to comply with

the Order, which, pursuant to Health Code $ 3.05, can be charged as a misdemeanor and can lead

to forfeiture, criminal fines, or imprisonment (Tr 42-44), which remedies are not provided for in

the Resolution. DOHMH's attorney pointed to the fact that that languale about possible

consequences for violating a Health Department Order was included in all orders, and that the
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Department's intention was to enforce the vaccination order civilly (Tr 49). He also pointed to

the fact that the Resolution comprised an order (Tr 50).

32. Petitioners' attorney argued that the summons wasn't proper because the

Board of Health's Resolution wasn't published for three days prior to the issuance of the

summons as set forth in Admin. Code $ 17-148(c) (Tr 64). The Resolution was published on

April 22 through 24, but the summons was issued to Tabak on April 21, thus providing less

notice to the respondent than was mandated. DOHMH's General Counsel argued that the Order

was continued by the Resolution and was still in effect on April 21. He further argued that if

petitioners' counsel took take the position that the meeting of the Board of Health on April 17,

2Ol9 and the adoption of the Resolution extinguished the Order and also argued that the

Resolution was not in effect until April 24, he was arguing for leaving a gap in the Department

being able to address the health emergency (Tr 66-68). The argument returned to the issue of

whether the Board of Health Resolution continued the Order (Tr 68-76). DOHMH's General

Counsel argued that the remedial action of mandating vaccination continued to be in effect,

whether by the Commissioner's Order or by the Board of Health's Resolution (Tr 76-78) and he

pointed to the Resolution's own language that it was to take effect immediately.

33. Petitioners' attorney then presented constitutional arguments, while

acknowledging that those issues were beyond the jurisdiction of OATH (Tr 78-80). He raised

the issue of the right to informed consent, parental choice, bodily integrity, free exercise of

religion, substantive due process, procedural due process, the Ninth Amendment to the federal

constitution, and the protection against cruel and unusual punishment. He put on the record his

assertion that the Commissioner's Order was in excess of jurisdiction, an error of law, arbitrary

and capricious, and an abuse of discretion (Tr 80). He also said he sought to depose the
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Commissioner and a member of the Board of Health, his purpose being to challenge the

Commissioner with respect to the safety and efficacy of the MMR vaccine (Tr 80-82). The

Hearing Officer pointed out that DOHMH physician Dr. Rosen was at the hearing prepared to

testify as a representative of the Department. DOHMH's General Counsel argued that a

deposition would not address issues of constitutionality. He pointed out that the Commissioner's

Order had been upheld by a court in litigation challenging the Order.6 He also pointed to the fact

that a recent court decision upheld New York State's recent elimination of the religious

exemption from the mandatory vaccine requirements for school attendance (Tr 84-85)7

DOHMH's medical witness doctor could answer questions about measles and the vaccine (Tr

86). The Hearing Officer denied petitioners' attorney's application for depositions (Tr 116-17).

34. Petitioners' counsel began his questioning of DOHMH's witness, Dr.

Rosen (beginning at Tr 86 and continuing throughout). He asked her questions about the

National Childhood Vaccine Injury Act of 1986 and about the immunity from suit supposedly

given to Merck, the manufacturer of the MMR vaccine. He asked her basic biology questions

about viruses. The Hearing Officer intemrpted petitioners' counsel and asked him to ask

relevant questions (Tr 92-93). Dr. Rosen answered questions as to how the Department became

awa.re of the child whose parent was the subject of the summons (the "subject child"): from the

medical facility that learned of this particular child's exposure to measles (Tr 94-97). She also

answered general questions about the completeness of the Department's Citywide Immunization

Registry (Tr 96-97).

6 C.F. v. NYC Dept. of Health and Mental Hygiene,2019 NY Misc LEXIS 1914 (Sup. Ct. Kings
Co. April 18, 2019), dismissed by Appellate Division, Second Department decision dated

December 23,2020.

' F.F. v. State of New York,66 Misc3d 467 (Sup. Ct. Albany Co. 2019).
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35. Through further questions to Dr. Rosen and further colloquy between

petitioners' counsel and the Hearing Officer, petitioners' attorney implied that it was the

Department's burden to find out if a particular child had contraindications to the MMR vaccine.

Dr. Rosen kept pointing to the lack of any documentation to that effect having been submitted by

a medical provider regarding the subject child, and that people to whom summonses were issued

were notified that they could submit documentation of a contraindication to the MMR vaccine

(Tr 98-105). There was further colloquy on petitioners' attorney's argument that the MMR

vaccine was generally not medically appropriate. The Hearing Officer stated that the current

hearing was not a full-blown trial and that the attorney could present a defense comprised of

evidence that the subject child was medically exempt from the vaccine but that such a defense

would not be established by asking Dr. Rosen questions (Tr 103-118). He asked petitioners'

attorney whether he had documentation that the subject child was medically exempt from the

MMR vaccine or was already immune. Petitioners' attorney then pointed to the box of

documents that he had brought to the hearing (Tr 119). In response to the Hearing Officer's

question, he said that his offer of proof was that the risks of the MMR vaccine outweigh its

benefits (Tr 119 20).

36. The Hearing Officer then asked Dr. Rosen what would warrant medical

exemption. Dr. Rosen said that there ware standard criteria as to what are contraindications for

the MMR vaccine, and further that it would not be a parent's decision but would come from a

medical provider based on the national standards (Tr 125-27). The Hearing Officer asked Dr.

Rosen to state some of the medically exempt conditions. Dr. Rosen mentioned pregnancy, being

severely immunocompromised, €.8., in the process of receiving chemotherapy or cancer

treatment, a documented severe, lifethreatening allergic reaction to a vaccine component, e.g.,
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an anaphylactic reaction, not merely a rash (Tr L26-27). She further testified that, since no

documentation of a contraindication had been submitted for the subject child, DOHMH was left

to assume that the child did not have any medical contraindications (Tt I27). She also said that

medical contraindications to the MMR vaccine were extremely rare (Tr I27). When asked by

petitioners' attorney whether the MMR vaccine could cause brain damage, Dr. Rosen testified

that it was extremely rare and that the safety of the vaccine was closely monitored and that

millions of doses of the vaccine had been given (Tr 127-28). Petitioners' attorney pointed to

New york City Charter g 1049(5)(a)8 as a basis for the Hearing Officer to dismiss the summons

in the interests of justice. The Hearing Officer responded by directing respondents' attorney to

restrict his questions to the issue of medical exemption for the subject child. (Tt 129-132).

Petitioners' attorney then introduced into evidence petitioners' Exhibit 2, an informational

statement from the United States Centers for Disease Control (the "CDC") about the MMR

vaccine, which petitioners' attorney argued supported dismissal of the summons in the interests

of justice (Tr 134-39), followed by colloquy between petitioners' attorney and the Hearing

Officer as to whether the evidence the attorney wished to submit and the examination he wished

to conduct were relevant to the summons being adjudicated. Petitioners' attorney then submitted

into evidence Exhibits 4 through 45, which consisted of various documents that, he argued,

called into question the safety and efficacy of the MMR vaccine (Tt 145-206). He also

questioned Dr. Rosen about how the MMR vaccine was originally approved, to which the

Hearing Officer objected that these questions were not relevant to the surlmons about which he

had to make a determination (Tr I4l-45). There was extensive colloquy and argument by

petitioners' attorney about the contents of each exhibit and how it challenged the safety and

8 The transcript records this reference by petitioners' attorney as 104.9.5
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efficacy of the MMR vaccine and questioned the dangerousness of becoming ill with measles.

The Hearing Officer asked questions about the connection between the documents and the

sunrmons (Tr 145-206).

37. DOHMH's General Counsel pointed to statements in petitioners' Exhibit 2

(a CDC publication about the MMR vaccine), that getting the MMR vaccine was much safer

than getting measles, mumps, or Rubella disease (the three diseases against which the MMR

immunizes) and that severe allergic reactions to the MMR vaccine were estimated to occur in

response to approximately one in a million doses. (Tr 200-01).

38. A hearing was held on each of the remaining ten summonses. The

exhibits introduced at the Tabak hearing were deemed to be part of each subsequent hearing.e

39. The Hearing Officer rendered decisions on each of the summonses. They

all contained the following findings from the Tabak decision (with some minor differences in

wording):

Respondent [referring to the petitioner who was the subject of the
particular hearingl made a variety of constitutional and scientific
arguments and challenges to the validity, efficacy and safety of the
MMR vaccine and to the fundamental fairness of the summons and
Petitioner's IDOHMH's] authority to mandate vaccination. In
support of these arguments, Respondent provided substantial
documentation. (Respondent's 1 to 45).

Petitioner [DOHMH] responded by stating that the validity and
efficacy of the MMR vaccine and the Commissioner's authority to
issue an emergency Order was settled in recent litigation. (P4 is a
copy of a decision by Hon. Lawrence Knipel, which ruled on these
issues.)t1ol

e The hearings are presented in the order in which the hearings took place.

'o C.F. v. NYC Dept. of Health and Mental Hygiene,2019 NY Misc LEXIS 1914 (Sup. Ct. Kings
Co. April 18,2019).
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I find that Respondent's [petitioner's] constitutional and scientific
arguments are beyond the scope of this hearing, and as such, I
made no findings as to Respondent's fpetitioner's] evidence or
arguments in these areas.

I find that the NYC Health Board, by its April 17, 2019

Resolution, continued the Commissioner's exercise of emergency

authority, which operated to continue the validity of the

Commissioner's April 9, 2Ol9 Order.

40. Each decision also contained specific findings relevant to each petitioner,

where there were such particular defenses to be addressed.

Malkv Tabak (Exhibit 6)

4L The Hearing Officer's decision found that petitioner Tabak was in

violation and pointed to the lack of a doctor's note or medical records demonstrating a medical

exemption.

Beila Enelander (Exhibit 7)

42. Petitioners' attorney argued that petitioner Englander had nine children

who were vaccinated and that the child who was the subject of the sufilmons was the only child

of petitioner, the child's mother, who wasn't vaccinated. Petitioner did not believe that the child

was immunologically capable of handling the vaccine without having a serious reaction (Tr 14-

15). DOHMH's General Counsel said that no documentation had been submitted to the

Department in this regard (Tr 15-16). Respondent's attorney declined the Hearing Officer's

offer of an adjournment to produce documentation, asserting instead that the mother knew the

child best and it was the Department's burden to show that the vaccine was safe and effective

with respect to the subject child (Tr 15-17).

43. The Hearing Officer's decision found that petitioner Englander was in

violation for failing to provide a defense.

Moed Affirmation in Support of
Defendant's Cross-Motion to Dismiss -2r -

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 62 RECEIVED NYSCEF: 01/04/2021

21 of 36



Baila Hauer (Exhibit 8)

44. Petitioners' attorney made two arguments regarding this summons on

behalf of petitioner Hauer. First, petitioner challenged the fact that her father was served with

the summons in his first floor apartment, white she lived on the second floor (Tr 6-9). Also, she

pointed to the fact that the MMR is not licensed to be administered in children who are under 12

months of age, which was the case of the subject child (Tr 9-10). DOHMH submitted an

affidavit of service that recited that the father said he'd give the summons to petitioner, and also

recited that it was mailed (Tr 7-8). Dr. Rosen testified that the Advisory Committee on

Immunization Practices, which sets the national recommended schedule for immunizations

recommends that the MMR vaccine can be administered to children ages six to eleven months

during an outbreak (Tr 10-11).

45. The Hearing Officer's decision found that petitioner Hauer was in

violation. He stated that substitute service upon petitioner's father satisfied the service

requirements in the OATH rules. He also relied on Dr. Rosen's testimony that the MMR vaccine

is appropriate for a child six months and older during an outbreak.ll

Chava Biederman (Exhibit 9)

46. Petitioners' attorney submitted an affidavit that petitioner Biederman

resided on the 3'd floor, not the 2nd floor as stated on the surnmons, and that she had not been

personally served. Thus, to the extent that the summons alleged that the violation took place at

the address on the summons, there was no violation there because petitioner didn't reside there

(Tr 6). However, in response to a question by Hearing Officer Leung, the attorney said that

tt The Hearing Officer incorrectly paraphrased Dr. Rosen's testimony on this point as "older
than six months."

Moed Affirmation in Support of
Defendant's Cross-Motion to Dismiss -22 -

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 62 RECEIVED NYSCEF: 01/04/2021

22 of 36



petitioner did not deny having received the summons by mail (Tr 6-7). In response, DOHMH

counsel argued that the floor was not material to the violation, that the material element was that

she was in Brooklyn. The summons reached her at that building, and the fact that she lived on a

different floor was immaterial in terms of her having violated the Order (Tt 9-11).

47. The Hearing Officer's decision found that petitioner Biederman was in

violation, as the incorrect floor number on the summons did not affect her right to notice of the

violation or to receive afair hearing.

Rachel Guttman (Exhibit 10)

48. Petitioners' attorney interposed no defenses on behalf of petitioner

Guttman beyond the arguments made in the Tabak hearing (Tr 6).

49. The Hearing Officer's decision found that respondent was in violation,

stating that the constitutional and medical arguments in the Tabak hearing were beyond the scope

of the hearing.

Ascher Berkowitz (Exhibit 11")

50. Petitioners' attorney submitted what he referred to as "a declaration" from

the mother of the child who was the subject of the summons that the child was recovering from

eye surgery on the date the summons was issued, June 4. According to petitioners' attorney, the

child's pediatrician was afraid to write to the Department that the child should not be vaccinated.

The mother's document was accepted into evidence (Tr 6-7). DOHMH's attorney pointed to the

fact that there was ample time after the Order was issued in April for the child to be vaccinated

before having eye surgery (Tr 7-12). He pointed to the requirement for a doctor's note in order

to obtain a medical exemption under State law for school admission, and thus "pediatricians have

to give notes" (Tr 7-8). Dr. Rosen then said that, according to the national standards, eye surgery
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is not a contraindication for the MMR vaccine, and perhaps that is why the pediatrician would

not write a note (Tr 8-9). In response to petitioners' attorney suggesting that a moderate illness

could be a "precaution" against being given the MMR vaccine, Dr. Rosen said that it would have

to be an acute illness and that surgery is not a contraindication (Tr 9).

51. The Hearing Officer's decision found that petitioner Berkowitz was in

violation and pointed to the lack of a doctor's note or medical records demonstrating a medical

exemption.

Israel Fishman (Exhibit 12)

52. Petitioners' attorney made three arguments against the summons on behalf

of petitioner Fishman. First, petitioner alleged that he did not get the summons in the mail (Tr 6-

7). Second, petitioners' attorney asserted that petitioner did not vaccinate the subject child

because an older sibling had medical issues that petitioner believed had been caused by the

MMR vaccine (Tr 8-9). Third, petitioner had a religious objection to the MMR vaccine (Tr 12).

DOHMH's attorney produced an affidavit showing mail service upon petitioner. DOHMH also

pointed to the fact that petitioner presented no documentation from a medical provider presenting

a basis for a medical exemption for the subject child, and that a sibling's supposed bad reaction

to the vaccine was not a contraindication to other siblings being vaccinated (Tr 9-12).

53. The Hearing Officer's decision found that petitioner Fishman was in

violation for failing to provide a defense. The petitioner admitted that the summons had been

was taped to the apartment door, and DOHMH's the certificate of service reflected proper

mailing. Also, petitioner did not establish a medical .*"-prion for the subject child.
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Malka Friedman (Exhibit 13)

54. Petitioners' attorney made two arguments regarding this summons on

behalf of petitioner Friedman. First, petitioner allegedly did not vaccinate the subject child

because the subject child allegedly had a moderate acute illness on the summons date, June 4 (Tr

6). Also, petitioner asserted a religious objection (Tr 6-7). DOHMH's General Counsel pointed

to the lack of a doctor's affidavit asserting the need for a medical exemption. He also pointed to

the fact that there was ample time after the Order was issued in April and May for the child to be

vaccinated before allegedly being ill on June 4. DOHMH General Counsel also said that religion

was not a defense to the MMR vaccine Order (Tr 6-7).

55. The Hearing Officer's decision found that petitioner Friedman was in

violation for failing to submit a doctor's note about the subject child's supposed illness, and also

that there was no religious exemption defense.

.Iudith Fried @xhibit 14)

56. Petitioners' attorney made four arguments regarding this summons on

behalf of petitioner Fried. First, petitioner challenged service of the summons after llpm (Tr 6-

10). Second, petitioner challenged the fact that the MMR vaccine is usually prescribed for a

child 12 months and over, and the subject child was an unspecified age under 12 months (Tr 11-

12). Third, the subject child's sibling allegedly had had a moderate to severe adverse reaction to

the vaccine (Tr 12). Finally, the petitioner had a religious objection to the vaccine (Tr 12).

There was colloquy on whether there was an actual provision of law prohibiting service at night.

No such provision was discovered. DOHMH witness Dr. Rosen testified that, during an

outbreak, the national standard recommended that the MMR vaccine can be given to infants who

are six to eleven months old (Tr l2-I3). She also testified that a sibling's reaction is not a
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recognized contraindication (Tr 13), and petitioner was free to submit documentation from a

physician supporting a medical exemption for the subject child (Tr 13).

57. The Hearing Officer's decision found that petitioner Fishman was in

violation for failing to provide a defense. The petitioner admitted that the summons had been

taped to the apartment door, and DOHMH's certificate of service reflected proper mailing. Also,

petitioner did not establish a medical exemption for the subject child.

Simon.Tosef (Exhibit 15)

58. Petitioners' attorney argued that the petitioner Josef had a religious

objection to the MMR vaccine (Tr 5). DOHMH General Counsel responded that that objection

did not affect the Order and the violation (Tr 6).

59. The Hearing Officer's decision found that petitioner Josef was in violation

because there was no religious exemption defense.

Chanie Fulop (Exhibit 16)

60. Petitioners' attorney made three arguments regarding this summons on

behalf of petitioner Fulop. First, petitioner didn't vaccinate the subject child because the MMR

is not licensed to be administered in children who are under 12 months of age, which was the

case of the subject child (Tr 5-6). Second, petitioner had a religious objection to the vaccine (Tr

6). Third, petitioner alleged that the summons was taped to the apartment door but not received

by mail (Tr 6). Dr. Rosen testified about the recommendation that children between six and

eleven months be vaccinated during an outbreak (Tr 7-8). The DOHMH General Counsel

argued that there is no religious exemption to the Order (Tr 7). The DOHMH General Counsel

also submitted an affidavit of service attesting to mailing (Tr 7).
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61. The Hearing Officer's decision found that petitioner Fulop was in

violation for failing to provide a defense. Petitioner had admitted that the summons was taped to

the apartment door, and the certificate of service and mailing reflected proper mailing. In an

outbreak, the MMR is appropriate for a child older than six months. Petitioner did not establish

a medical exemption for the subject child, and a religious objection isn't a valid defense.

G. OATH Administrative APPeals

62. All of the petitioners sought administrative appeals at OATH. The briefs

submitted for each appeal contained much material in common. Petitioners argued that the

Order had expired as a matter of law when the Board of Health met on April 17, 2019, and that it

had not been continued by the Board of Health Resolution adopted that day. Petitioners also

argued that the petitioners were deprived of a fair hearing because the issuing officer was not

present to be cross-examined, in particular about whether the subject child had any medical

contraindications to being vaccinated. Petitioners also pointed to the various medical papers they

had submitted at the hearing that challenged the safety and efficacy of the MMR vaccine and the

medical establishment's consensus that it is dangerous to health to be infected with measles. The

briefs also mentioned in passing the various defenses that had been raised by individual

petitioners.

63. DOHMH submitted briefs, also containing much material in common as

well as addressing the specific defenses interposed by each petitioner. DOHMH argued that the

Resolution continued the Commissioner's exercise of power asserted in her Order, as evidenced

by the fact that the Resolution repeated the main directive of the Commissioner's Order that

people living in the 11205, 11206, lI2Il and 11249 zip codes who had not been vaccinated

against measles be vaccinated against measles unless they could demonstrate immunity or a
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medical exemption, and that the differences in language used in the Order and Resolution did not

affect the applicability of the Commissioner's Order or the Resolution to the summonses issued

to petitioners. DOHMH further argued that the summonses provided reasonable notice to

petitioners such as satisfied due process, and that the testimony of Dr. Rosen was sufficient to

ensure fair hearings. DOHMH pointed to the City Charter provisions that prohibited the

dismissal of the summonses "in the interest of justice," and further pointed out that the

constitutional claims raised by petitioners were not properly before OATH. DOHMH pointed to

case law supporting the proposition that service in the context of an administrative hearing can

be proper even if there is a minor defect in service so long as the notice is reasonably calculated

to make the parties aware of the proceeding so that they have an opportunity to be heard.

DOHMH also pointed out that mere denial by an intended recipient of a mailing is not sufficient

to overcome the presumption that properly addressed mail is received.

64. The OATH Appeals Unit issued appeal decisions sustaining the findings

of violation against each petitioner.tt In addition to containing findings regarding each

petitioner's defenses, the decisions contained, in substance, the following material set forth in the

decision on the Tabak appeal regarding the defenses interposed at the Tabak hearing on behalf of

all petitioners:13

Having fully reviewed the record, the Tribunal finds that the
hearing officer's decision is supported by the law and a
preponderance of the evidence.

x*{<

12 The Appeals Decisions refer to petitioners herein as "Respondents" and DOHMH as
"Pettioner."

13 There are slight wording variations between the various decisions, each of which is annexed as

part of the exhibit pertaining to each petitioner.
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The issues on appeal are (1) [the specific defense(s) raised by that
respondentl; (2) whether Respondent was prevented from having a

fair hearing by the hearing officer's ruling that it was not necessary

for Petitioner to produce the [Issuing Officer] for cross-

examination; and 93) whether Respondent established a defense to
the charge.

{<**

ANALYSIS

The Tribunal affirms the hearing officer's decision.

Pursuant to HC $ 3.01(d), the Commissioner of Health declared a

public health emergency because of an outbreak of measles in
certain ZIP codes in Brooklyn and issued an Order requiring that
any person living, working or residing in those ZIP codes who had

not received the MMR vaccine be vaccinated within forty-eight
hours of the Order being signed, unless such person could
demonstrate immunity to the disease or document to the

satisfaction of the Department that he or she should be medically
exempt from this requirement. The Order further ordered that the
parent or guardian of any such child older than six months of age

should cause such child to be vaccinated within that forty-eight
hour period unless the parent or guardian could demonstrate that
the child had immunity or could document that the child should be

medically exempt. The Order was signed on April 9,2019, and
was enforceable as of April Il,2019; the Order remained in effect
at least until the BOH [Board of Health] met on April 17,2019.
As the summons in this case was dated after April 17,2019,
Respondent argues that it must be dismissed because by that date

the Order had expired. That is not correct. The summons, which
was issued on [date of summons], was based on an examination of
Petitioner's records that took place on [date of examination set

forth in each summons]; that examination provided uncontroverted
evidence that the child was not vaccinated during the 48 hours
specified in the Order. As the BOH did not rescind or disavow the

Order, the Tribunal finds that Petitioner's authority to issue a
summons for failure to comply during the specified period was not
limited by the expiration date of the Order. In fact, a summons for
a violation that took place during the specified period could have
been issued after that period even if the child was subsequently
vaccinated.

Respondent's contention that Petitioner failed to show that medical
appropriateness was established was correctly rejected by the
hearing officer. By the terms of the Order, it was for Respondent
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to demonstrate that the child had immunity or to document that the
child should be medically exempt. This was an affirmative
defense for Respondent to establish.e There is no evidence in this
record to show that Respondent offered any proof of immunity or
any documentation that vaccination was medically inappropriate
specifically for this child. In addition, the Tribunal finds that the
hearing officer's ruling that the [Issuing Officer's] appearance was
not necessary for a fair hearing was reasonable. Parties have only
a limited right to cross-examination in administrative hearings.lO
Respondent did not offer proof to contest any of the essential facts
alleged, and the DOHMH physician had personal knowledge of the
same vaccination records examined by the [Issuing Officer] and
was available to testify. As to Respondent's request for dismissal
in the interests of justice pursuant to [New York City Charter] $
1049, Petitioner is correct that that provision is not applicable to
violations of HC $ 3.05. It is also noted that Respondent concedes
on appeal that the Constitutional objections raised are beyond the
jurisdiction of the Tribunal.

eSee DCA v. Best Kept Secret Airport Parking, Appeal No.
05426319 (November 2,2018) (after admitting that it was
operating a parking lot, Respondent failed to establish that
its operation fell under one of the exemptions to the
licensing requirements).

t0See Gordon v. Brown, 84 N.Y. 2d,574,575 (1994). (there
is a limited, due process right to cross-examination in
administrative proceedings, based upon the nature of the
evidence, the burden in producing the requested witness,
and the potential utility in confronting that witness on the
record; there was no need for a lab technician's testimony
where the supervisor familiar with each step of the test at
issue was subject to cross-examination, and where there
were no claims of any defects or reliability issues with the
test).

[The paragraphs addressing each individual petitioner's defenses
are set forth below.l

Accordingly, the Tribunal affirms the hearing
determination that Respondent failed to comply
Commissioner's Order in violation of HC $ 3.05.

officer's
with the

Tabak: In view of the foregoing, the Tribunal finds that Petitioner
had the authority to issue the summons on the date it was issued,
that Respondent was not prevented from having a fair hearing by
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not having the llssuing Officer] present for cross-examination, and
that Respondent did not establish a defense to the charge.

Englander: [no individualized finding regarding this Respondent]

@gt: Per 48 RCNY $ 6-08(bx1)ii), service of a summons may
be made by mail. As there was uncontroverted testimony and
documentation that the summons was mailed to Respondent, the
Tribunal finds that service was proper. ...

Biederman: Petitioner is correct that the floor location of
Respondent's apartment was not material to the charge. As
Petitioner established Respondent's residence in one of the subject
ZIP codes, and service by mail was not denied. The hearing officer
properly did not dismiss the summons because of a possible error
in the floor number.

: [no individuahzed finding regarding this Respondent]

Berkowitz: [no individualized finding regarding this Respondent]

$@: There is no evidence in this record to show that
Respondent offered proof of immunity or documentation, such as a

doctor's note, that that vaccination was medically inappropriate
specifically for this child. It was not error for the hearing officer to
credit the DOHMH physician's position that an adverse reaction
by a sibling did not establish a medical exemption for the subject
child.

Friedman: There is no evidence in the record to show that
Respondent offered any such proof of immunity or documentation,
such as a doctor's note, that vaccination was medically
inappropriate specifically for this child. Even if the child was ill
on the day the summons was issued, the violation was established
by the failure to vaccinate during the time specified in the Order.

Fried. Josef. and Fulop: There is no evidence in the record to
show that Respondent offered any such proof of immunity or
documentation, such as a doctor's note, that vaccination was
medically inappropriate specifically for this child.
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H. The Filins of the Instant Article 78-Declaratory Judement Matter

65. On June 24, 2019, petitioners commenced the instant matter by efiling

what they denominated a "Verified Article 78 and Declaratory Judgment Petition" (the

"petition").14, 1s The petition sought the following relief:

a) Declaring, pursuant to CPLR $ 7803, that Defendant-
Respondent acted arbitrarily, capriciously, and contrary to
law by issuing its final determinations in the manner
described herein;16

b) Declaring, pursuant to CPLR $ 3001 and all other grounds
by which a state act can be declared unconstitutional, that
the Commissioner's Order and the Resolution violate the
New York and United States Constitutions;

c) Setting aside and vacating the Summonses;

d) Awarding Plaintiffs-Petitioners reasonable attorney's fees,

costs and disbursements pursuant to CPLR $ 8101, 42
U.S.C,A. $ 1983, and other applicable statutory, common
law or equitable provision, and that any defense as to the
validity of the summonses is without merit.

la The 29-page petition containing 94 paragraphs is not in compliance with CPLR 3014 in that
numerous paragraphs contain argument rather than plain and concise statements, each containing
a single factual allegation, regarding the administrative determinations being challenged herein.
Contrary to CPLR 3013, numerous paragraphs throughout the petition contain allegations and
arguments that are unrelated to the transactions that comprise the material elements of the causes

of action in that they challenge national medical standards of care. Contrary to New York
State's Uniform Rules for Trial Courts $ 202.8(c) that argument shall be set forth in briefs, the
petition contains argument regarding the medical standards of care regarding measles that should
have been set forth in plaintiffs'-petitioners' memorandum of law.

15 Pursuant to CPLR 22I4(c), respondent is not annexing a copy of the petition to its papers as an

exhibit but respectfully refers the Court to NYSCEF Doc. Nos. 1-53.

16 Respondent, DOHMH, did not issue the determinations challenged herein. The determinations
were issue by an OATH Hearing Officer and the OATH Appeals Unit. OATH was not named as

a respondent herein.
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L The End of the Measles Epidemic in Williamsbure

66. As of mid-July 2019, no new cases of measles were reported to DOHMH.

On September 3,2019, two incubation periods having passed without a new case, DOHMH

declared the end of the measles public health emergency. DOHMH's "2019 Health AIert #26:

Update on Measles Outbreak in New York City" and a press release are annexed as Exhibit 17.

Those documents recite that since the beginning of the outbreak in October 2018, 654

individuals had been diagnosed with measles, of whom lTVo lived in the four Williamsburg zip

codes that were the focus of the Order and Resolution. Of the 654 individuals, 52 were

hospitalized, 34 developed pneumonia, and 19 were admitted to intensive care. After the April

9, 2OI9 Order, 15,54t doses of the MMR vaccine were administered in Williamsburg and

Borough Park, another neighborhood in which measles cases were being diagnosed at that time.

The Health Alert contained the following caveat:

Although community transmission associated with this measles

outbreak has ended, international importations of measles pose a
continued risk of outbreaks in New York City. Further, measles

cases continue to occur elsewhere in the United States, including in
New York State, posing ongoing risk of reintroduction of measles

into NYC neighborhoods where there are pockets of unvaccinated
individuals, thus re-igniting community transmission of measles.

To achieve high population immunity and prevent future
outbreaks, providers must ensure that patients receive their first
dose of measles, mumps, and rubella (MMR) vaccine at age 12

months and a second dose at age 4 years....

THE PETITION SHOULD BE DISMISSED

67. The petition should be dismissed for failure to state a cause of action.

68. Since petitioners have admitted that they were in violation as alleged in

the summonses they challenge herein, that is, they admit to not having had the MMR vaccination

administered to the subject children, the determinations finding them in violation are intrinsically

rational and not arbitrary or capricious.
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69. Specifically, at the hearings held at OATH, petitioners did not challenge

the allegations in the summonses that each of them had failed to comply with a DOHMH order

to have the MMR vaccine administered to their child as was set forth in both the Order and the

Resolution. Rather, they attempted to undermine the validity of the medical basis underlying the

Order and the Resolution, namely, the national medical consensus regarding the safety and

efficacy of the MMR vaccine and the danger of deliberately allowing people to contract "wild

measles." In addition, petitioners interposed various purported defenses that were not valid

defenses to the charges. Thus, they did not contest the allegations against them I the summonses

that they had failed to have the MMR vaccine administered to the subject children.

70. Furthermore, in the instant pleading, petitioners concede that they were in

violation as charged in the summonses challenged herein (petition t[ 6).

7I. The Department's 2OI9 Order and Resolution mandating the

administration of the MMR vaccine in certain Williamsburg zip codes to combat a measles

epidemic in that area was rational as a matter of law, as the mandate was in conformance with

national medical standards for the combatting of measles.

72. Thus, petitioners' challenge herein to the safety, efficacy, and lawfulness

of the DOHMH requirement in the spring of 2019 that the MMR vaccine be administered as

ordered or else be subject to a civil penalty fails to state a cause of action, as it is indisputable

that the Department's public health mandate was rationally based on national medical standards

and that petitioners violated the DOHMH order based on those standards.

13. The various constitutional defenses interposed herein by petitioners fail as

a matter of law, as petitioners allege that the violations arise from being forced to have their
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children vaccinated, and neither the Order nor the Resolution mandated forcible vaccination.

Thus, these defenses are to a non-existent mandate.

CONCLUSION

74. The Department of Health and Mental Hygiene respectfully requests that

the instant proceeding be dismissed for failure to state a cause of action.

75. However, in the event that this cross-motion to dismiss is denied,

respondent requests forty-five days from its receipt of notice of entry in which to answer the

petition.

Dated: Brooklyn, New York
January 4,202I

f'r
,'{Ltu;-,..,tt i ! t"ra'
LOLNSE I,iOED
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Index No.156722/2020
SUPREME COURT OF THE STATE OF NEW YORK
COUNTY OF NEW YORK

Ascher Berkowitz, Chava Biederman, Beila Englander,
Israel Fishman, Judith Fried, Malka Friedman, Chanie
Fulop, Rachel Guttman, Simon Josef, Baila Klein,
Malky Roth-Tabak,

Plaintiffs-Petitioners,
-against-

Department of Health and Mental Hygiene of the City
Of New York,

Defendant-Respondent.

NOTICE OF CROSS.MOTION TO DISMISS
with SUPPORTING PAPERS

TAMES E. JOHNSON
Corporation Counsel of the City of New York

Attorney for Defendant-Respondent
100 Church Street (Admin. I'aw Div.)

New York, NY 10007
Of Counsel: Louise Moed

TeI: (212) 356-2180
Matter No. 2020-035483

Due and timely sewice is hereby admitted.
New York, NY 202

Esq.

Attorney for

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 62 RECEIVED NYSCEF: 01/04/2021

36 of 36



SUPREME COURT OF THE STATE OF NEW YORK
COUNTY OF KINGS
----------------------------------------------------------------------- x

C.F., on her own behalf and on behalf of her minor

children; M.F. on her own behalf and on behalf of her

minor children; B.D. on her own behalf and on behalf of

her minor children; A. L. on her own behalf and on behalf

of her minor child; and M.N.. on her own behalf and on

behalf of her minor child, AFFIRMATIONE
OPPOSITION TO

Petitioners, PRELIMINARY

INJUNCTION-against-

THE NEW YORK CITY DEPARTMENT OF HEALTH
Index Number: 508356/2019

AND MENTAL HYGIENE, and DR. OXIRIS BARBOT,

M.D., in her official capacity as Commissioner of the New

York City Department of Health and Mental Hygiene,

Respondents,

AS AND FOR A PROCEEDING BROUGHT
PUSUANT TO ARTICLE 78 OF THE CPLR

-------------------------------------------------------------------- x

DEMETRE DASKALAKIS, a physician licensed to practice medicine in the

State of New York, affirms, pursuant to CPLR 2106, the following to be true subject to penalties

of perjury:

1. I have been employed by the New York City Department of Health and

Mental Hygiene of the City of New York (the
"Department"

or "DOHMH") since 2014 and

I have been Deputy Commissioner of the Division of Disease Control (the "Division") since

2017. I hold an M.D. degree awarded by the New York University School of Medicine and

a Master of Public Health degree from the Harvard School of Public Health. In addition to

being a licensed physician, I am Board Certified in Internal Medicine and Infectious
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Diseases. In my capacity as Deputy Commissioner, I am responsible for all of the infectious

disease programming at DOHMH. My responsibilities include oversight of several Bureaus

within the Department, including the Bureau of Immunization and the Citywide

Immunization Registry ("CIR"). Additionally, I have served as the Incident Commander in

several infectious disease responses, including the current response to a measles outbreak in

Brooklyn. Since joining the Health Department in 2014 as an Assistant Commissioner, I

have participated as leadership in urgent and emergent outbreak responses including the

public health responses to Ebola, Zika, and multiple outbreaks of Legionnaire's Diseases in

NYC.

2. I make this affirmation in opposition to
Petitioners'

application for a

preliminary injunction, and to provide background information about the work of the

Department in the control of infectious diseases, and particularly the control of measles.

THE NEW YORK CITY DEPARTMENT OF HEALTH AND MENTAL HYGIENE

3. Pursuant to section 556 of the Charter of the City of New York, the

Department is responsible, among other things, for controlling communicable diseases within

the City of New York and for supervising the abatement of nuisances that affect or are likely to

affect the public health.

4. The activities of the Division include keeping a registry of cases of

infectious diseases, including measles, that are reported to us by physicians, hospitals, and

laboratories. City and State regulations mandate such reporting of infectious diseases, and

the maintenance of such records by the DOHMH. On the basis of the data we collect, we

prepare epidemiological reports and other materials.

- 2 -
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5. The Division conducts investigations of all reported measles cases

including where the infection was acquired, identifying contacts exposed to a measles case

when that person was infectious, checking the vaccination status of the contacts and when

indicated recommending, if the contact is within 72 hours, or six days, of his or her

exposure, rapid vaccination or the administration of immune globin respectively to prevent

infection or prevent the likelihood of severe complications. Exposed persons who are not

immune and receive vaccine or immune globulin are told to say home for the 21 day

incubation period. Further, steps are taken to limit exposure and infections in settings such

as health care facilities and schools.

6. The Division is also responsible for collection of vaccine records of New

York City residents to help ensure that people receive life-saving immunizations, to monitor

vaccination rates and to protect public health which are maintained in the Citywide

Immunization Registry ("CIR"). The CIR vaccine records are confidential and contain all

immunizations reported by NYC health care providers for city residents younger than 19,

including immunizations against measles. Providers are required by law to make these

reports. Immunizations may also be reported for adults, with their consent. This record is

official and may be submitted to child care centers, schools, camps and employers.

7. The Bureau of Immunization in the Division is responsible for

compliance with school immunization requirements, case management of pregnant women

with chronic hepatitis B infection and their infants, maintenance of the CIR, the Vaccines for

Children program (VFC), conducting office visits to practices participating in VFC to ensure

proper storage and handling of vaccine and compliance with program requirements, quality

assurance activities to achieve high vaccination rates at VFC practices, promotion of adult

- 3 -
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vaccination, delivery of immunization services at DOHMH's immunization clinic, provider

and public education about vaccines as well as surveillance of vaccine-preventable diseases

like measles. Further, each year the Bureau distributes about $2.6 million worth of Measles-

Mumps-Rubella (MMR) vaccine to approximately 1400 providers citywide who are enrolled

in VFC.

BACKGROUND INFORMATION ON MEASLES1

8. According to the United States Center for Disease Control ("CDC"),

measles is a highly contagious viral disease that can result in serious health complications, such

as pneumonia and swelling of the brain. About a third of reported measles cases have at least

one complication and in some cases, measles can cause death. Measles can be serious in all age

groups. However, infants, young children, pregnant persons, people whose immune systems are

weak and adults are more likely to suffer from measles complications.

9. Measles is easily transmitted from a sickened person to others who lack

immunity to the disease. Measles is one of the most contagious of all infectious diseases; up

to 9 out of 10 non-immune persons (90 percent) who come into contact with a measles

patient, or a space where a measles patient recently has been, will develop measles. The

virus is transmitted by direct contact with infectious droplets or by airborne spread when an

infected person breathes, coughs, or sneezes. The virus can live for up to two hours in air or

on surfaces where an infected person coughed or sneezed and people who lack immunity are

highly likely to become sick if they are in contact with an infectious person or near where an

Information contained in this section may be found on the publicly available United States

Center for Disease Control (CDC) website section on Measles, located at

https://www.cde.gov/measles/index.html and on other webpages found through the embedded

links to the Measles subsections (last accessed April 16, 2019.)

- 4 -
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infectious person recently has been. If other people breathe the contaminated air or touch the

infected surface, then touch their eyes, noses, or mouths, they can become infected. A

person can spread measles from four days before through four days after the appearance of the

rash.

10. Measles can be serious in all age groups. However, children younger than

5 years of age and adults older than 20 years of age are more likely to suffer from measles

complications. Common measles complications include ear infections and diarrhea. Some

people may suffer from severe complications, such as pneumonia (infection of the lungs)

and encephalitis (swelling of the brain). They may need to be hospitalized and could die. As

many as one out of every 20 children with measles gets pneumonia, the most common cause

of death from measles in young children. About one child out of every 1,000 who get

measles will develop encephalitis (swelling of the brain) that can lead to convulsions and

can leave the child deaf or with intellectual disability, For every 1,000 children who get

measles, one or two will die from it. Measles may cause a pregnant woman to give birth

prematurely, or have a low-birth-weight baby.

11. Measles can also result in long-term complications. Subacute sclerosing

panencephalitis (SSPE) is a rare, but fatal disease of the central nervous system,

characterized by behavioral and intellectual deterioration and seizures, that results from a

measles virus infection acquired earlier in life. SSPE generally develops 7 to 10 years after

a person has measles, even though the person seems to have fully recovered from the illness.

Since measles was eliminated in 2000, SSPE is rarely reported in the United States. The

CDC reports that among people who contracted measles during the resurgence in the United

States in 1989 to 1991, 4 to 11 out of every 100,000 were estimated to be at risk for

- 5 -
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developing SSPE. The risk of developing SSPE may be higher for a person who gets

measles before they are two years of age.

MEASLES PREVENTION

12. Measles is so contagious that each new case of it that occurs severely

hinders the ability of health officials to curb an outbreak, especially in under-vaccinated

communities with higher rates of unvaccinated, non-immune individuals.

13. Although measles is highly contagious, the Measles-Mumps-Rubella (MMR)

vaccine is an effective and safe vaccine that will prevent its transmission. Measles remains one

of the leading causes of death worldwide, according to the World Health Organization, an

estimated 110,000 deaths in occurred in 2017, mostly among children under the age of five.

Measles transmission was declared eliminated in the United States in 2000, though there have

been limited outbreaks reported since then.

14. The CDC recommends that children get tveo doses of MMR vaccine, with

the first dose at 12 through 15 months of age, and the second dose at 4 through 6 years of

age.

15. Before the measles vaccination program started in 1963, an estimated 3

to 4 million people got measles each year in the United States. Of these, approximately

500,000 cases were reported each year to CDC; of these, 400 to 500 cases resulted in death,

48,000 cases required hospitalization, and 1,000 infected people developed encephalitis

(brain swelling) from measles. Since then, widespread use of measles vaccine has led to a

greater than 99% reduction in measles cases compared with the pre-vaccine era. However,

recently there has been an increase in outbreaks, which the CDC defines as three or more

cases. The CDC reports that the U.S. experienced 17 outbreaks in 2018. These outbreaks

- 6 -
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have occurred in under-vaccinated communities when a member of that community has

returned from travel infected with the disease. Three outbreaks in New York State, New

York City, and New Jersey, respectively, contributed to most of the cases. Cases in all three

states occurred primarily among unvaccinated people in Orthodox Jewish communities. The

CDC reports that from January 1 to April 11, 2019, a preliminary count of 555 individual

cases of measles have been confirmed in 20 states. This is the second-greatest number of

cases reported in the U.S. since measles was eliminated in 2000.

16. According to the CDC, prompt recognition, reporting, and investigation

of measles is important because the spread of the disease can be limited with early case

identification and public health response including vaccination.

17. Persons who received MMR do not infect other people and are not

responsible for measles transmission. Person-to-person transmission of the vaccine virus has

never been documented.

18. I am aware that the reasons some parents cite for not vaccinating their

children include concerns about the safety of the MMR vaccine and that the vaccine causes

autism. The current MMR vaccine used in the United States was licensed in 1971 and has a

long and strong safety record. The article that first suggested a relationship between measles

vaccine and brain damage was based on a now discredited article published in 1998. Those

finding could never be reproduced, and the article was retracted in 2010. The lead author of

that article can no longer practice medicine in the United Kingdom. Since 1999, there have

been over 25 articles published in the scientific literature that demonstrate the lack of such

an association including reviews by the Institute of Medicine (source:

http://immunize.org/talking-about-vaccines/mmr.asp).

- 7 -
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19. Some parents also say that it is safer and better to get the
'natural' wild-

type measles infection but this could not be further from the truth. This is best demonstrated

by the reduction in measles cases and measles deaths (cited above) in the US and worldwide

(80% reduction in deaths from 2000 to 2017, preventing an estimated 21.1 million measles

deaths, source https://www.who.int/en/news-room/fact-sheets/detail/measles) after the

introduction of an effective measles vaccine. While in some cases a person will develop a

rash and/or fever following receipt of the MMR vaccine, the fever and rash are both less

serious than with natural measles and non-transmissible, meaning other people cannot

contract this measles by coming in contact a vaccinated person. During this outbreak

investigation, 17 persons have been reported to the Health Department who developed these

symptoms after vaccination and were found to have vaccine-related virus. These cases are

not included in the count of confirmed measles cases reported during the outbreak because

the vaccine-related strain is not transmissible and does not cause the severe illness

characterized by wild-type infection.. It should be noted that if a person is exposed to

measles and is vaccinated afterwards, in particular after the 72 hour window, they may still

develop wild-type measles that is unrelated to having been vaccinated.

EFFORTS OF DEPARTMENT TO CONTROL THE MEASLES OUTBREAK IN NYC

20. There is currently an active measles outbreak within neighborhoods in

ZIP codes 11205, 11206, 11211 and 11249 ("Williamsburg") and ZIP codes 11204, 11218,

11219, 11230 ("Borough Park") in Brooklyn that qualifies as a public health threat. The

outbreak began in early October 2018 and, as of April 15, 2019, has resulted in over 300

cases of this vaccine-preventable disease. In the last three months, the vast majority of these

cases have been in Williamsburg residents in ZIP codes 11205, 11206, 11211 and 11249.

- 8 -

FILED: KINGS COUNTY CLERK 04/16/2019 11:04 PM INDEX NO. 508356/2019

NYSCEF DOC. NO. 33 RECEIVED NYSCEF: 04/16/2019

8 of 21

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 63 RECEIVED NYSCEF: 01/04/2021



21. As of April 15, there have been a total of 329 reported measles cases in

the current outbreak in NYC: 267 in Williamsburg; 52 in Borough Park; 25 individuals have

been hospitalized, of which 6 were in Intensive Care. 52 chains of transmission, discreet

outbreaks that comprise the bigger outbreak of measles in Brooklyn, have been identified,

including 32 that are still in the window of active transmission.

22. The Department has tried multiple strategies to end this outbreak,

including intensive outreach to the affected community and the healthcare providers who

serve them. Additionally, the Health Department required any unvaccinated children to be

excluded from yeshivas and child care programs serving this community. However, the

outbreak continues due to low vaccination rates in various locations.

23. DOHMH has engaged in the following community outreach initiatives:

• DOHMH personnel, officials from city agencies, and elected officials

have held meetings with community leaders to provide information and

discuss means of outreach to the community.

• Robo-calls from DOHMH were made to 30,000 households, with

additional calls are planned.

• DOHMH has sent six rounds of letters to the principals of yeshivas and to

parents of students at schools within the affected zip codes.

• DOHMH has placed three rounds of ads in eighteen newspapers since

November.

• DOHMH has made widespread distribution of measles informational

booklets to nearly 30,000 community households, and has distributed

approximately 13,000 informational booklets through DOHMH

community partners.

• DOHMH has been in communication with all elected officials in the

affected communities, including provision of weekly updates for measles

case counts.
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24. DOHMH has engaged in the following outreach initiatives with

healthcare providers:

• DOHMH distributed an additional 18,000 doses of the MMR vaccine to

community healthcare providers serving the affected community early in

the outbreak, which was twice as many as the same time last year. There

is a good supply of MMR vaccine and DOHMH has continued to supply
MMR vaccine to healthcare providers through the current distribution

system.

• DOHMH staff were embedded in medical centers in the affected

community to ensure compliance with infection control.

• DOHMH issued three Health Alerts citywide, each distributed to nearly
13,000 providers which were in addition to several communications with

health care providers serving the affected community.

• DOHMH advised providers to add an extra dose of MMR between 6-11

months old, in order to protect more children.

• DOHMH conducted training for the Jewish Orthodox Nurses organization

and medical providers serving the affected community, and have had

multiple meetings with key community health care coalitions/committees.

• DOHMH distributed informational posters and booklets about measles to

community-based clinics.

• DOHMH has regularly consulted with the New York State Department of

Health and the CDC, as well as with other jurisdictions experiencing
outbreaks.

25. These DOHMH efforts have resulted in more than 8,700 additional MMR

vaccinations in Williamsburg and Borough Park between October 1, 2018 and April 14,

2019 compared to the same time period last year.

26. On November 7, 2018, a letter was sent to the principals/directors of

yeshivas and child care facilities in Williamsburg informing them about the measles

outbreak.
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27. Starting in December, the City mandated that over 300 yeshiva schools

and childcare centers in the outbreak zip codes must exclude unvaccinated, under-vaccinated

and/or non-immune children - even those children with religious or medical exemptions.

• On December 6, 2018, letters were sent to principals/directors of yeshivas and

child care facilities in certain zip codes, within the neighborhoods where the

outbreak is occurring informing them that, effective December 7, 2018, every
student who is not vaccinated with the required number of doses of measles-

mumps-rubella (MMR) vaccine will not be permitted to attend school,

regardless of whether a case of measles has occurred in the school. The letter

stated that principals or directors are responsible for enforcing exclusion of

students and compliance with all school-required immunizations and that to

ensure compliance, every yeshiva is subject to audit by the Department of

Health, and noncompliance can result in Commissioners Orders and fines.

• On December 21, 2018, letters were sent to yeshiva and child care

principals/directors stating that as recognized by the State Education

Department and pursuant to New York State Department of Health Regulation

§66-1.10, the New York City Department of Health and Mental Hygiene has

the authority to order school heads to exclude children v/ithout the required

number of doses, including those who have been granted religious or medical

exemptions, when there is an outbreak of specific diseases including measles.

The authority to exclude includes schools in the affected neighborhoods even

where there are no cases of measles in those particular schools.

• On February 13, 2019, letters were sent to yeshiva and child care

principals/directors stating that students attending day care programs or

yeshivas in zip codes 11230 and 11220 and students in grades kindergarten

through grade 12 attending yeshivas in zip codes 11204, 11218 and 11249

may return to school if they .are in compliance with routine school

immunization requirements. The letters stated that for children attending day
care programs, including nursery, Head Start, and pre-kindergarten serving the

Orthodox Jewish community in zip codes 11204, 11218 and 11249 and for

children attending day care programs and yeshivas in zip codes 11205, 11206,

11211 and 11219, the current exclusions continue to apply; students without

the required number of doses of MMR cannot return to school until they are

appropriately vaccinated, or until the outbreak is declared over, even if they
have an approved religious or medical exemption to measles immunization.

• DOHMH has conducted 255 audits of the affected schools and child care

facilities. DOHMH has issued 113 Commissioner Orders, as well as 16

Notices of Violation to 9 sites for failure to comply with DOHMH audits

and/or directives to exclude children without the recommended doses of
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MMR.

28. However, currently the measles outbreak persists in ZIP codes 11205,

11206, 11211 and 11249 despite these efforts taken by the Department of Health and Mental

Hygiene to stop it, because a high rate of people living within Williamsburg have not been

vaccinated against measles despite the efforts enumerated above.

CURRENT STATUS OF MEASLES IN WILLIAMSBURG, BROOKLYN

29. The following charts provide information about measles in New York

City, which is current as of 4/15/19:

30. CONFIRMED NEW CASES IN PAST WEEK

Confirmed CasesNew Cases in Past Week

Bensonhurst 1 |None

Borough Park 52 3

Brighton Beach 1 (travel-related) None

Crown Heights 1 None

|Midwood/Marine Park 4

Williamsburg 267 39

Flushing 2 None

Far Rockaway 1 |1

Total 329 |44

CASES BY AGE

Age Range Confirmed Cases

Under 1 year 56

1 - 4 years 162

5 - 18 years 66

Over 18 years 45
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CASES BY DATE

Month New Cased

April 2019 62

March 2019 114

February 2019 63

January 2019 34

December 2018 14

November 2018 28

October 2018 13

Sgember 2018 1

31. In summary, the incidence of measles continues to spread within New

York City, and in particular in Williamsburg, Brooklyn.

32. Consequently there remains an on-going threat to public health.

ORDER OF THE COMMISSIONER

33. Pursuant to section 3.01 of the New York City Health Code, Oxiris Barbot,

M.D., as the DOHMH Commissioner of Health ("Commissioner") has authority to declare a

public health emergency when there is an urgent threat to the health of New York City

residents, and to take such actions that the Commissioner deems necessary for the health and

safety of the City and its residents when urgent public health action is necessary to protect the

public health against an existing threat.

34. On April 9, 2019, Commissioner Barbot declared a public health

emergency and issued a measles vaccine order in response to the measles outbreak in ZIP

codes 11205, 11206, 11211 and 11249 in Brooklyn.

35. Commissioner Barbot declared the emergency at a press conference she

attended with Mayor De Blasio in Williamsburg. She announced that she was ordering
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residents of ZIP codes 11205, 11206, 11211 and 11249 to be vaccinated against measles or

face a $1000
fine2

because of the continuing outbreak in the affected zip codes. Early

versions of the written order mistakenly identified other zip codes as being covered by the

declaration. These typographical errors were corrected later in the day to align with the

Commissioner's announcement of where the outbreak persists.

36. The current measles outbreak began in early October 2018 and has

resulted in over 300 cases of this vaccine-preventable disease. As previously noted, in the

last three months, the vast majority of these cases have been in residents of ZIP codes

11205, 11206, 11211 and 11249. The Department has tried multiple strategies to end this

outbreak, including intensive outreach to the affected community and the medical providers

who serve them. Additionally, the Health Department required any unvaccinated children to

be excluded from yeshivas and child care programs serving this community. Yet, the

outbreak continues due to low vaccination rates in these four ZIP codes.

37. The Commissioner determined the ongoing measles outbreak in

Williamsburg to be an existing threat to public health in the City ofNew York.

38. The Commissioner determined that the presence of any person in

Williamsburg lacking the MMR vaccine, unless that vaccine is otherwise medically
contra-

indicated or such person has demonstrated immunity against measles, creates an unnecessary

and avoidable risk of continuing the outbreak.

39. Pursuant to New York City Health Code §3.07, no person "shall do or assist

in any act which is or may be detrimental to the public health or to the life or health of any

2 https://wwwl.nyc.gov/office-of-the-mayor/news/186-19/de-blasio-administration-s-health-

department-declares-public-health-emergency-due-measles-crisis#/0
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individual... or ...shall fail to do any reasonable act or take any necessary precaution to protect

human life and
health."

40. As a result, on April 9, 2019 the Commissioner issued an Order directed to

"[A]ll persons who reside, work or attend school in the neighborhood of Williamsburg,

Brooklyn, New York and to the parents and/or guardians of any child who resides, works or

attends school in the neighborhood of Williamsburg, Brooklyn, New York"
(the "Order") (copy

annexed as Exhibit "A"), which ordered the following:

IT IS HEREBY ORDERED that any person who lives, works or

resides within the 11205, 11206, 11211 and/or 11249 zip codes and

who has not received the MMR vaccine within forty eight (48)
hours of this Order being signed by me shall be vaccinated against

measles unless such person can demonstrate immunity to the

disease or document to the satisfaction of the Department that he or

she should be medically exempt from this requirement.

IT IS FURTHER ORDERED that the parent or guardian of any
child older than six months of age who lives, works or resides

within the 11205, 11206, 11211 and/or 11249 zip codes and who

has not received the MMR vaccine within forty eight (48) hours of

this order being signed by me shall cause such child to be

vaccinated against measles unless such parent or guardian can

demonstrate that the child has immunity to the disease or document

that he or she should be medically exempt from this requirement.

41. The Order warns that failing to comply with it is a violation of §3.05 of

the New York City Health Code. While such a violation is potentially criminal, the

Department is enforcing violations of this order civilly. Violators are going to be issued a

Notice of Violation (NOV) returnable in the Office of Administrative Trials and Hearings

(OATH) where a fine of $1000 may be upheld against them.

42. The Order lasts until the Board of Health meets tomorrow on April 17,

2019 at which time the Board will determine whether the vaccination requirement should be

continued or rescinded.

- 15 -

FILED: KINGS COUNTY CLERK 04/16/2019 11:04 PM INDEX NO. 508356/2019

NYSCEF DOC. NO. 33 RECEIVED NYSCEF: 04/16/2019

15 of 21

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 63 RECEIVED NYSCEF: 01/04/2021



43. Vaccinations are the most effective way to stop this outbreak. Isolating

persons with measles would not work because people with measles are infectious before

their rashes appear and it is known that they have the disease. Many of the people who have

contracted measles during this outbreak were infected because they came into contact with

infected person during his or her prodromal period. Quarantining contacts - anyone who

might have come into contact with an infectious person - would be both logistically

impossible and a much greater infringement of people's liberty than simply fining people

who chose not to be vaccinated during an outbreak.

44. Finally, I have reviewed the affidavits submitted by Drs. Richard

Moskowitz, Tina Kimmel, Jane Orient, Hendricks Fitzpatrick and Shira Miller. They make

many false statements about both measles and the safety of the MMR vaccine. These false

statements include suggesting that people who are vaccinated can transmit measles, that

measles is virtually always benign and never serious unless occurring with malnutrition, and

that the MMR vaccine is linked to autoimmune disorders. These opinions are not supported

in the generally accepted medical literature, but come from
"experts"

on the fringes of the

medical community. Dr. Orient, for instance, is the Executive Director of the American

Association of Physicians and Surgeons. She is noted for opposing health care of any kind

and it publishes a journal with extreme articles like one questioning whether the HIV virus

causes
AIDS.3

Dr. Moskowitz, who practices homeopathic medicine, has acknowledged

3
See https://aapsonline.org and http://www.jpands.org/ipandsl503.htm
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that he "hasn't given uny vaccines in over 45 years" and has had "very few things ...

püblished in the rrui|iisticâiii media or scientificjournals."4

45. Accordingly, the Commissioner's Order to vaccinate was properly issued

in order to abate the resurgence of this highly preventable disease and proicct the public

health and should be upheld.

Dated: New York, New York
April 16 , 2019

EMFTREDASKALAKIS

4See https://www.ageofautism.corn/2017/10/an-int9rvIew-with-richard-ingskowitz-md-authnr-pf-
vaccinc5-a-reappraisal.htmi
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EXHIBIT A
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NEW YORK CITY DEPARTMENTOF

HEALTHAND MENTAL HYGlENE
Health Oxirls Barbot, M.D.

Commissioner

ORDER OF THE COMMISSIONER

TO: All persons who reside, work or attend school in the neighborhood of Williamsburg,

Brooklyn, New York and to the parents and/or guardians of any child who resides,
works or attends school in the neighborhood of Williamsburg, Brooklyn, New York

WHEREAS, there is an active outbreak of measles among people residing in the

neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205, 11206,

11211 and 11249. Since September 2018, more than 250 cases of measles have been

documented among people living in Williamsburg and that number continues to grow as new

cases are still occurring; and

WHEREAS, measles is a highly contagious viral disease that can result in serious health

complications, such as pneumonia and swelling of the brain. About a third of reported measles

cases have at least one complication and in some cases, measles can cause death. Measles can be

serious in all age groups. However, infants, young children, pregnant persons, people whose

immune systems are weak and adults are more likely to suffer from measles complications; and

WHEREAS, measles is easily transmitted from a sickened person to others who lack

immunity to the disease. The virus can live for up to two hours in air or on surfaces where an

infected person coughed or sneezed and people who lack immunity are highly likely to become

sick if they are in contact with an infectious person or near where an infectious person recently
has been; and

WHEREAS, although measles is highly contagious, the Measles-Mumps-Rubella (MMR)
vaccine is an effective and safe vaccine that will prevent its transmission. While measles remains

one of the leading causes of death among young children in parts of the world where the

vaccination is not available, the disease until this outbreak was largely eliminated in the United

States; and

WHEREAS, the measles outbreak persists in Williamsburg despite other efforts taken by
the Department of Health and Mental Hygiene to stop it, including orders excluding
unvaccinated children from attending preschools and daycare programs, because a high rate of

people living within Williamsburg have not been vaccinated against measles; and

WHEREAS, pursuant to section 556 of the Charter of the City of New York, the

Department is responsible for controlling communicable diseases within the City of New York

and for supervising the abatement of nuisances that affect or are likely to affect the public health;

and

WHEREAS, pursuant to section 3.01 of the New York City Health Code, I am

authorized to declare a public health emergency and issue orders and take actions that 1 deem
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necessary for the health and safety of the City and its residents when urgent public health action

is necessary to protect the public health against an existing threat; and

WHEREAS, I find the ongoing measles outbreak in Williamsburg to be an existing
threat to public health in the City of New York; and

WHEREAS, I also find that the presence of any person in Williamsburg lacking the

MMR vaccine, unless that vaccine is otherwise medically contra-indicated or such person has

demonstrated immunity against measles, creates an unnecessary and avoidable risk of continuing
the outbreak and is therefore a nuisance, as defined in New York City Administrative Code §17-

142; and

WHEREAS, pursuant to New York City Health Code §3.07, no person "shall do or

assist in any act which is or may be detrimental to the public health or to the life or health of any
individual... or ...shall fail to do any reasonable act or take any necessary precaution to protect

human life and
health."

IT IS HEREBY ORDERED that any person who lives, works or resides within the

11205, 11206, 11211 and/or 11249 zip codes and who has not received the MMR vaccine within

forty eight (48) hours of this Order being signed by me shall be vaccinated against measles

unless such person can demonstrate immunity to the disease or document to the satisfaction of

the Department that he or she should be medically exempt from this requirement.

IT IS FURTHER ORDERED that the parent or guardian of any child older than six

months of age who lives, works or resides within the 11205, 11206, 11211 and/or 11249 zip
codes and who has not received the MMR vaccine within forty eight (48) hours of this order

being signed by me shall cause such child to be vaccinated against measles unless such parent or

guardian can demonstrate that the child has immunity to the disease or document that he or she

should be medically exempt from this requirement.

THIS ORDER shall remain in effect until the next meeting of the New York City Board

of Health scheduled for April 17, 2019 at which time it may be continued or rescinded by the

Board.

Dated: April 9, 2019 Oxiris Barbot, M.D.

Commissioner of Health
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WARNING

Failure to comply with this Order is a violation of §3.05 of the New York City Health Code, and

a misdemeanor for which you may be subject to civil and/or criminal fines, forfeitures and

penalties, including imprisonment.

Anyone wishing to object to the order, please write or fax Thomas G. Merrill, General Counsel,
New York City Department of Health and Mental Hygiene, 42-09 28th Street (WS 14-38) Long
Island City NY 11101-4132; tmerrill@health.nyc.gov telephone: 347-396-6116; fax: 347-396-

6087, providing a statement of the reasons for your objection to the order. If you have any
questions about how to comply with this Order, please telephone Jane R. Zucker, M.D., M.Sc.,
Assistant Commissioner, Bureau of Immunization at 347-396-2471.
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NEW YORK CITY DEPARTMENT OF  
HEALTH AND MENTAL HYGIENE 
Oxiris Barbot, M.D. 
Commissioner 

 

 
 

ORDER OF THE COMMISSIONER 
 
TO: All persons who reside, work or attend school in the neighborhood of Williamsburg, 

Brooklyn, New York and to the parents and/or guardians of any child who resides, 

works or attends school in the neighborhood of Williamsburg, Brooklyn, New York   

 

 

  WHEREAS, there is an active outbreak of measles among people residing in the 
neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205, 11206, 
11211 and 11249.  Since September 2018, more than 250 cases of measles have been 
documented among people living in Williamsburg and that number continues to grow as new 
cases are still occurring; and 

 WHEREAS, measles is a highly contagious viral disease that can result in serious health 
complications, such as pneumonia and swelling of the brain.  About a third of reported measles 
cases have at least one complication and in some cases, measles can cause death. Measles can be 
serious in all age groups. However, infants, young children, pregnant persons, people whose 
immune systems are weak and adults are more likely to suffer from measles complications; and 

WHEREAS, measles is easily transmitted from a sickened person to others who lack 
immunity to the disease.  The virus can live for up to two hours in air or on surfaces where an  
infected person coughed or sneezed and people who lack immunity are highly likely to become 
sick if they are in contact with an infectious person or near where an infectious person recently 
has been; and 

WHEREAS, although measles is highly contagious, the Measles-Mumps-Rubella (MMR) 
vaccine is an effective and safe vaccine that will prevent its transmission.  While measles remains 
one of the leading causes of death among young children in parts of the world where the 
vaccination is not available, the disease until this outbreak was largely eliminated in the United 
States; and  
 
 WHEREAS, the measles outbreak persists in Williamsburg despite other efforts taken by 
the Department of Health and Mental Hygiene to stop it, including orders excluding 
unvaccinated children from attending preschools and daycare programs, because a high rate of 
people living within Williamsburg have not been vaccinated against measles; and            

 
 WHEREAS, pursuant to section 556 of the Charter of the City of New York, the 
Department is responsible for controlling communicable diseases within the City of New York 
and for supervising the abatement of nuisances that affect or are likely to affect the public health; 
and 
 

WHEREAS, pursuant to section 3.01 of the New York City Health Code, I am 
authorized to declare a public health emergency and issue orders and take actions that I deem 
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necessary for the health and safety of the City and its residents when urgent public health action 
is necessary to protect the public health against an existing threat; and  

 
WHEREAS, I find the ongoing measles outbreak in Williamsburg to be an existing 

threat to public health in the City of New York; and 
 
WHEREAS, I also find that the presence of any person in Williamsburg lacking the 

MMR vaccine, unless that vaccine is otherwise medically contra-indicated or such person has 
demonstrated immunity against measles, creates an unnecessary and avoidable risk of continuing 
the outbreak and is therefore a nuisance, as defined in New York City Administrative Code §17-
142; and 
 

 WHEREAS, pursuant to New York City Health Code §3.07, no person “shall do or 
assist in any act which is or may be detrimental to the public health or to the life or health of any 
individual… or …shall fail to do any reasonable act or take any necessary precaution to protect 
human life and health.”  
 
             IT IS HEREBY ORDERED that any person who lives, works or resides within the 
11205, 11206, 11211 and/or 11249 zip codes and who has not received the MMR vaccine within 
forty eight (48) hours of this Order being signed by me shall be vaccinated against measles 
unless such person can demonstrate immunity to the disease or document to the satisfaction of 
the Department that he or she should be medically exempt from this requirement.  
 

IT IS FURTHER ORDERED that the parent or guardian of any child older than six 
months of age who lives, works or resides within the 11205, 11206, 11211 and/or 11249 zip 
codes and who has not received the MMR vaccine within forty eight (48) hours of this order 
being signed by me shall cause such child to be vaccinated against measles unless such parent or 
guardian can demonstrate that the child has immunity to the disease or document that he or she 
should be medically exempt from this requirement. 

 
THIS ORDER shall remain in effect until the next meeting of the New York City Board 

of Health scheduled for April 17, 2019 at which time it may be continued or rescinded by the 
Board.  

  
 
 

        
 

            Dated:   April 9, 2019                 Oxiris Barbot, M.D. 
       Commissioner of Health 
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WARNING 

 

Failure to comply with this Order is a violation of §3.05 of the New York City Health Code, and 
a misdemeanor for which you may be subject to civil and/or criminal fines, forfeitures and 
penalties, including imprisonment.  
 

Anyone wishing to object to the order, please write or fax Thomas G. Merrill, General Counsel, 
New York City Department of Health and Mental Hygiene, 42-09 28th Street (WS 14-38) Long 
Island City NY 11101-4132; tmerrill@health.nyc.gov telephone: 347-396-6116; fax: 347-396-
6087,  providing a statement of the reasons for your objection to the order. If you have any 
questions about how to comply with this Order, please telephone Jane R. Zucker, M.D., M.Sc., 
Assistant Commissioner, Bureau of Immunization at 347-396-2471. 
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The following resolution was adopted by the Board of Health on April 17, 2019 
and will be published in accordance with §17-148 of the Administrative Code of the City 
of New York. 
 

Resolution of the Board of Health of the 
Department of Health and Mental Hygiene 

of the City of New York 
 
 At a meeting of the Board of Health of the Department of Health and Mental 
Hygiene held on April 17, 2019, the following resolution was adopted: 
 
 WHEREAS, there is an active outbreak of measles among people residing in the 
neighborhood of Williamsburg in Brooklyn, New York who live within zip codes 11205, 
11206, 11211 and 11249 (the “affected zip codes”); and 
 

WHEREAS, on April 9, 2019 the Commissioner of the Department of Health and 
Mental Hygiene determined that an urgent public health action was necessary to protect 
the public from the measles outbreak occurring in the neighborhood of Williamsburg and 
declared a public health emergency; and  
 
 WHEREAS, pursuant to her authority under Health Code §3.01, the Commissioner 
ordered that anyone who lives, works or resides in the affected zip codes and any child 
older than six months of age  living, residing, or working  in any of the affected zip codes 
be immunized against measles; and  
 

WHEREAS, the Order subjects a person to a civil fine , unless such person or, for 
a child, such person’s parent or guardian, can demonstrate that such person has immunity 
to the disease or document to the satisfaction of the Department that such person should be 
medically exempt from this requirement; and   
 
 WHEREAS, pursuant to Health Code §3.01, the Order issued by the 
Commissioner is only in effect until the Board of Health convenes and either continues or 
rescinds the Commissioner’s exercise of authority; and   
 
 WHEREAS, the Board of Health has taken and filed among its records and reports 
that since September 2018 more than 300 cases of measles have been documented in the 
City of New York with the vast majority occurring among people residing in the affected 
zip codes and that new cases of measles are still occurring at an alarming rate; and 
 

WHEREAS, measles is a highly contagious viral disease that can result in serious 
health complications such as pneumonia, encephalitis (swelling of the brain) and death.  
About a third of reported measles cases have at least one complication.  Measles can be 
serious in all age groups. However, infants, young children, pregnant persons, people whose 
immune systems are weak and adults are more likely to suffer from measles complications; 
and 
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WHEREAS, measles is easily transmitted from a sickened person to others who 
lack immunity to the disease.  The virus can live for up to two hours in the air or on 
surfaces where an infected person coughed or sneezed and people who lack immunity 
are highly likely to become sick if they are in contact with an infectious person or near 
where an infectious person recently has been; and 

WHEREAS, although measles is highly contagious, the Measles-Mumps-
Rubella (MMR) vaccine is a proven safe and effective vaccine that will prevent its 
transmission.  While measles remains one of the leading causes of death among young 
children in parts of the world where the vaccination is not available, the disease until 
this outbreak was eliminated in the United States; and  
 
 WHEREAS, because a high rate of people living within the affected zip codes in 
Williamsburg have not been vaccinated against measles, the measles outbreak persists in 
Williamsburg despite other efforts taken by the Department of Health and Mental Hygiene 
to stop it, including orders excluding unvaccinated children from attending preschools and 
daycare programs; and      
 
 WHEREAS, the Board of Health regards the aforesaid reports of over 300 cases 
of measles as sufficient proof to authorize the declaration that an outbreak of measles is 
occurring in Williamsburg that threatens the health and safety of New Yorkers and is 
immediately dangerous to human life and health and constitutes a public nuisance; and 
 
 WHEREAS, the outbreak is occurring because a large number of people residing 
in the affected zip codes have not been vaccinated against measles; and 
 
 WHEREAS, the only way to end the outbreak is to require that people residing, 
working or attending school in any of the affected zip codes be vaccinated against or 
otherwise have immunity against measles; and 
 
 WHEREAS, personal service or service pursuant to subdivisions (a) or (b) of §17-
148 of the Administrative Code of the City of New York of orders requiring the abatement 
of such nuisances and conditions in effect dangerous to life and health upon each of the 
persons who, pursuant to the provisions of Title 17 of the Administrative Code of the City 
of New York, has a duty or liability to abate such nuisances and conditions, would result 
in a delay prejudicial to the public health, welfare, and safety; now, therefore, be it 
  
 
 RESOLVED, that the Board of Health hereby declares that an outbreak of measles 
is ongoing in the neighborhood of Williamsburg and that the outbreak poses a public 
nuisance because it is immediately dangerous to life and health; and be it further 
 
 RESOLVED, that the Board of Health hereby declares that any person who lives 
or works within the affected zip codes shall be vaccinated against measles unless such 
person can demonstrate immunity to the disease or document to the satisfaction of the 
Department that such person should be medically exempt from this requirement; and be it 
further 
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 RESOLVED, that the parent or guardian of any child six months of age or older 
who lives or attends school, preschool or child care within the affected zip codes and who 
has not received the MMR vaccine shall cause such child to be vaccinated against measles 
unless such parent or guardian can demonstrate that the child has immunity to the disease 
or document to the satisfaction of the Department that such child should be medically 
exempt from this requirement; and be it further 
 
 RESOLVED, that any person required by this declaration to be immunized against 
measles, or any parent or guardian required by it to immunize his or her child, shall be 
violating this order and be subject to the fines authorized by applicable law, rule and 
regulations each day that he, she, or such child continues to reside, work or attend school, 
preschool or child care in any of the affected zip codes without having been vaccinated 
against measles until such time that this outbreak is declared to be over by the 
Commissioner of the Department of Health and Mental Hygiene.  
 
 RESOLVED further, that this resolution shall take effect immediately and 
publication shall be in accordance with New York City Administrative Code §17-148. 
 

(As adopted by the Board of Health on April 17, 2019) 
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Frequently Asked Questions: 
NYC Measles Vaccine Order for ZIP codes 11205, 11206, 11211 and 11249  

 
On April 9, the Health Department declared a public health emergency and issued a measles vaccine 
order in response to the measles outbreak in ZIP codes 11205, 11206, 11211 and 11249 in Brooklyn. This 
FAQ provides additional information on this announcement as well as the associated measles vaccine 
order. 
 
Why did the Health Department declare a public health emergency in response to the measles 
outbreak in ZIP codes 11205, 11206, 11211 and 11249?   

The Commissioner of Health can declare a public health emergency when there is an urgent threat to 
the health of New Yorkers.  

There is currently an active measles outbreak in the Williamsburg and Borough Park neighborhoods of 
Brooklyn that qualifies as such a threat. The outbreak began in early October 2018 and has resulted in 
nearly 300 cases of this vaccine-preventable disease. In the last three months the vast majority of these 
cases have been in residents of ZIP codes 11205, 11206, 11211 and 11249. The Health Department has 
tried multiple strategies to end this outbreak, including intensive outreach to the affected community 
and the medical providers who serve them. Additionally, the Health Department required any 
unvaccinated children to be excluded from yeshivas and child care programs serving this community. 
However, the outbreak continues due to low vaccination rates in these ZIP codes.  

This outbreak is being fueled by the spread of dangerous misinformation on the safety and effectiveness 
of the MMR vaccine. The Health Department stands with the majority of people in this community who 
have worked hard to protect their children and others at risk. There is an urgent need to end this 
outbreak and protect New Yorkers from this potentially fatal infection. This declaration will help 
improve vaccination rates in the affected communities.  

What does the measles vaccine order do?  

To stop the spread of measles in New York City, the Health Department requires that adults and children 
ages 6 months and older who live, work or go to school in ZIP codes 11205, 11206, 11211 and 11249 
receive a measles, mumps and rubella (MMR) vaccine. People who cannot receive the vaccine for valid 
medical reasons, including pregnant individuals, are exempt from the vaccine order.  

The risk of getting the measles is low for vaccinated or immune individuals. For most people in ZIP codes 
11205, 11206, 11211 and 11249, this order should encourage you to check your immunization records 
or talk to your health care provider to confirm your vaccination history or immunity status. 
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Are infants 6 through 11 months included in the vaccine order? 
 
Yes, all infants living or attending child care in ZIP codes 11205, 11206, 11211 and 11249 are included in 
the vaccine order. The early dose of the MMR vaccine will protect them during the current outbreak. 
Children should then return to the recommended vaccine schedule and the first dose of the MMR 
vaccine should be repeated at 12 months of age. Children must have two doses of the MMR vaccine to 
attend school (kindergarten – 12th grade).   

Please use the following guidance regarding an early dose of the MMR vaccine for infants 6 through 11 
months of age who do not live in ZIP codes 11205, 11206, 11211 and 11249: 

• Recommended for members of communities with a known measles outbreak in Borough Park 
and Crown Heights. 

• Suggested for members of the Orthodox Jewish community in New York City. 
• Recommended for all infants traveling internationally or to a community with a known measles 

outbreak.  

What if I work in ZIP codes 11205, 11206, 11211 and 11249? 

If you work for a business located in ZIP codes 11205, 11206, 11211 and 11249 then you are required to 
have the MMR vaccine to stop the spread of measles.  We encourage you to check your immunization 
records or talk to your health care provider to confirm your vaccination history or immunity status.   

How will the Health Department know who isn’t vaccinated?  

When Health Department staff identify a patient with measles, they also identify anyone that person 
has had contact with. The Health Department and health care providers connect these contacts with 
immunization or other preventive measures and work with them to reduce the risk of measles. Health 
Department staff also use the Citywide Immunization Registry (CIR) to check the vaccine record of any 
individual who may have been in contact with a patient with measles. If immunization records are not 
available, the Health Department may request other evidence of immunity to measles. For example, a 
blood test, called a measles serology, can prove that someone is immune to measles through prior 
vaccination or infection with the measles virus. Your health care provider can order this common test 
and arrange to have your blood drawn. Anyone in ZIP codes 11205, 11206, 11211 and 11249 who 
cannot prove they are immune to measles by producing immunization records or demonstrate immunity 
with a positive measles serology blood test will be considered non-immune and unvaccinated by the 
Health Department and will be in violation of the vaccine order.  

 What happens if I refuse the vaccine? 

The Health Department has ordered everyone in ZIP codes 11205, 11206, 11211 and 11249 to get 
vaccinated if they have not already done so. The Health Department may issue a civil summons to 
anyone who lives, works or attends school in the affected ZIP codes and has not been vaccinated as of 
April 11, 2019, and does not provide proof of immunity or a valid medical exemption to the Health 
Department. If the unvaccinated person is a child, the summons will be issued to the parent. The person 
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receiving the summons will be entitled to a hearing at the New York City Office of Administrative Trials 
and Hearings. If the hearing officer upholds the summons, a $1,000 penalty will be imposed. Failing to 
appear at the hearing or respond to the summons will result in a $2,000 fine.     

What happens if I cannot take the vaccine because of a medical condition or other medical reason? 

There are few medical reasons that would prevent you from receiving the MMR vaccine. If you are a 
known contact of a measles case and there is a medical reason that would prevent you from receiving 
the MMR vaccine, including pregnancy,  you will be asked to produce specific documentation from a 
healthcare provider licensed to practice in New York. This medical documentation must explicitly state 
the condition that makes it impossible for you or your child to be vaccinated. A general provider note 
without a clear statement of why you cannot receive the vaccine will not be accepted as a valid medical 
exemption. If your documentation is confirmed, the fine against you will be withdrawn.   

Individuals with medical reasons that prevent them from receiving the MMR vaccine after exposure to 
measles may be able to receive another preventive treatment called immune globulin. The Health 
Department will provide guidance to eligible individuals who require immune globulin.  

What else is the Health Department doing to stop the spread of measles? 

The Health Department will continue to require yeshivas and child care programs that serve the affected 
community and are located in ZIP codes 11205, 11206, 11211 and 11249 to exclude children who do not 
have the required doses of the MMR vaccine. Children will be allowed to go back to their child care or 
yeshiva if they prove they are up to date on their MMR vaccines or have laboratory tests (measles 
serology) that show they are immune to measles. These exclusion requirements are in place until the 
end of the outbreak or until the Health Department determines it is safe for unvaccinated students to 
attend these yeshivas or child care facilities. The Health Department is also partnering with community-
based medical providers, organizations, religious leaders and other locally trusted voices to share 
education on vaccinations and engage with concerned families. 

Which schools are affected by the exclusion requirements? 

Yeshivas and child care programs in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg have 
been given a Commissioner’s Order to exclude unvaccinated children from attending school during the 
outbreak. Additional yeshivas and child care programs in ZIP codes 11204, 11218 and 11219 in Borough 
Park have also been notified and are required to exclude unvaccinated children. These schools are the 
only schools required to meet the outbreak exclusion requirements at this time. Students who attend 
child care or yeshivas in these ZIP codes must be excluded from attending school even if they have a 
religious or medical exemption or a medical note. Child care programs must also exclude staff who are 
not vaccinated and do not have proof of immunity.  All unvaccinated or non-immune students in any 
child care or school, in any ZIP code, with a known measles case will also be excluded from school as 
determined by the Health Department. 
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Outbreak-Related School Attendance Exclusions 

Unvaccinated child lives 
in or attends a child 

care program or school 
located in the following 

ZIP code 

Unvaccinated child is in 
nursery, Head Start or 

pre-K program 

Unvaccinated child is in 
grade kindergarten 

through 12 

Unvaccinated child is in 
grade 9-12 and school 
has grades 9-12 only 

11204 Cannot attend Can attend  Can attend 

11205 Cannot attend Cannot attend Cannot attend 

11206 Cannot attend Cannot attend Cannot attend 

11211 Cannot attend Cannot attend Cannot attend 

11218 Cannot attend  Can attend Can attend 

11219 Cannot attend Cannot attend Can attend 

11249 Cannot attend Cannot attend Cannot attend 

 

Do the outbreak-related school exclusion requirements apply to public or private schools that do not 
serve the Orthodox Jewish community? 

No, these exclusion requirements are currently only in effect for yeshivas or child care programs serving 
the Orthodox Jewish community in ZIP codes 11205, 11206, 11211 and 11249 in Williamsburg, and in 
ZIP codes 11204, 11218 and 11219 in Borough Park. To date there have been no cases or transmissions 
associated with children in these other types of programs or schools, so there is no reason to extend 
outbreak-related exclusions to public or private programs at this time. The Health Department will 
adjust these outbreak-related exclusions in the future if outbreak patterns change. For now, it is critical 
that all children in public or private schools follow the standard Department of Education immunization 
requirements as well as the current MMR vaccine order requirements to prevent additional measles 
cases. For more information on Department of Education immunization requirements, visit 
schools.nyc.gov. 

What is measles? 

Measles is a viral infection that causes fever and a rash. Almost 30% of people with measles will have 
complications from this infection, including pneumonia, brain swelling, diarrhea, ear infection, 
hospitalization and potentially death. It is highly contagious and anyone who is not vaccinated against 
the virus can get it at any age. Measles can be very severe in people with weakened immune systems 
and pregnant individuals. 
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How is measles spread? 

Measles is spread through the air when an infected person sneezes or coughs, or even when they 
breathe. A person with measles is contagious four days before the rash appears and continues to be 
contagious for four days after the rash appears. 

Measles is a highly contagious virus that remains active and capable of causing infection in the air and 
on surfaces for up to two hours.  

How can measles be prevented? 

Vaccination is the best way to prevent measles. Anyone who has received two doses of a measles-
containing vaccine or was born before 1957 (likely immune because of natural infection) is considered 
immune and highly unlikely to get measles. 

All children starting at 12 months old enrolled in pre-kindergarten, nursery school, child care programs 
and Head Start are required to receive one dose of the MMR vaccine. 

Children must have two doses of the MMR vaccine to attend school (kindergarten through 12th grade).  

Where can I get the MMR vaccine? 

To get the MMR vaccine, check with your health care provider.  You can also call 311 or visit  
nyc.gov/health/clinics.  

Where can I get more information about measles? 

Talk to your health care provider, call 311 or visit these online resources for more information: 
• Measles: nyc.gov/health and search for “measles” 
• Measles (Immunization Action Coalition): vaccineinformation.org/measles 
• Measles Overview (Centers for Disease Control): cdc.gov/measles 
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H.O. DAVID LEUNG:  Okay, we are on the 1 

record and recording has begun.  My name is David 2 

Leung, Hearing Officer.  It's August 28, 2019, 10:11 3 

in the morning.  We are here today on a Health 4 

Department issued summons number 30198-19L0, or is 5 

that LO?  It looks like L0, issued to Malky Tabak at 6 

585 Marcy Avenue, Apartment 2E.  We have attorneys 7 

and representatives from the Department of Health.  8 

Can you put your name on the record and spell it, 9 

please? 10 

MR. THOMAS MERRILL:  For the Department of 11 

Health, Thomas Merrill, M-E-R-R-I-L-L. 12 

H.O. LEUNG:  Okay.  And who else is here 13 

from the Department of Health? 14 

MS. LORAINE PEONE:  Loraine Peone, L-O-R-A-15 

I-N-E P-E-O-N-E, attorney for the Department of 16 

Health. 17 

H.O. LEUNG:  Okay.  Mr. Mer-, Merrill, what 18 

is your position with DOH? 19 

MR. MERRILL:  I'm the General Counsel. 20 

H.O. LEUNG:  General Counsel.  And who else 21 

is here from the Department of Health? 22 

DR. JENNIFER ROSEN:  Jennifer Rosen, R-O-S-23 

E-N. 24 

H.O. LEUNG:  Okay.  And what is your title 25 
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at DOH? 1 

DR. ROSEN:  Physician with the Department 2 

of Health. 3 

H.O. LEUNG:  Physician?  Okay. 4 

MR. JOSEPH RUSSO:  I am Joseph Russo 5 

[phonetic], R-U-S-S-O, paralegal observing. 6 

H.O. LEUNG:  Okay.  And for the respondent? 7 

MR. AARON SIRI:  Good morning, Your Honor.  8 

Aaron Siri, A-A-R-O-N S-I-R-I. 9 

H.O. LEUNG:  Okay. 10 

MR. SIRI:  Is it okay --  11 

H.O. LEUNG:  Go ahead. 12 

MR. SIRI:  Is it okay if we take up some of 13 

your real estate? 14 

H.O. LEUNG:  Absolutely.  Whatever you need 15 

-- 16 

MR. SIRI:  Okay.  Just want to make sure. 17 

H.O. LEUNG:  No, no. 18 

MR. SIRI:  Thank you. 19 

H.O. LEUNG:  You can use whatever space you 20 

need.  Dr. Rosen, do you swear or affirm the 21 

testimony you give will be the truth? 22 

DR. ROSEN:  I do. 23 

[WHEREUPON THE WITNESS, J E N N I F E R   R 24 

O S E N, WAS DULY SWORN.] 25 
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H.O. LEUNG:  Thank you.  Mr. Siri, I have 1 

to -– I'm going to go over these rights and for all 2 

the hearings that follow, if you -- just to save, I'm 3 

going to ask you.  You have a right to have an 4 

interpreter, you don't need one, is that correct? 5 

MR. SIRI:  That's right. 6 

H.O. LEUNG:  And do you waive the need to 7 

have the actual officer or inspector that wrote the 8 

ticket appear at the hearing?  You have a right to 9 

have that inspector present to cross examine him or 10 

her. 11 

MR. SIRI:  No, I don't, Your Honor. 12 

H.O. LEUNG:  So, you are okay to proceed 13 

without the inspector? 14 

MR. SIRI:  No, I don't waive the right. 15 

H.O. LEUNG:  You don't waive, okay.  So, 16 

are you demanding the presence of the issuing 17 

officer? 18 

MR. SIRI:  Yes. 19 

H.O. LEUNG:  Okay.  Who is the issuing 20 

officer on this summons, the inspector? 21 

MR. MERRILL:  It is Delbert Kathleen 22 

[phonetic]. 23 

H.O. LEUNG:  Okay.  Counsel, I'm going to 24 

ask you to put on the record your basis for 25 
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requesting the issuing officer. 1 

MR. SIRI:  Sure.  In the summons, Your 2 

Honor, it says the issuing officer is the one that 3 

swears to the accuracy of the violation. 4 

H.O. LEUNG:  Right. 5 

MR. SIRI:  The violation claims under 6 

penalty of perjury that respondent has failed to 7 

vaccinate child CR and otherwise submit acceptable 8 

proof of immunity in violation of the order.  I 9 

believe that the issuing officer should be able to -- 10 

should be here to explain how they arrived at the 11 

definitive conclusion that the respondent didn't 12 

submit acceptable proof of immunity.  Was the 13 

respondent requested to submit the proof of immunity? 14 

H.O. LEUNG:  Okay.  Let me just -- 15 

MR. SIRI:  Yeah. 16 

H.O. LEUNG:  Let me just -- what happens is 17 

you have a under OATH rules, hearing rules.  You have 18 

a right to ask that the hearing officer appear.  I 19 

have to make a determination -- 20 

MR. SIRI:  I understand. 21 

H.O. LEUNG:  -- as to whether or not the 22 

issuing officer's appearance is necessary for you as 23 

the respondent to get a fair hearing.  So, I'm going 24 

to turn to the petitioner.  Counsel for respondent 25 
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has made an application to request that the issuing 1 

officer appear on the basis of, and if I summarize it 2 

incorrectly, let me know, that the sworn allegations 3 

are made out by the issuing officer and that you 4 

believe that you should have an opportunity to cross 5 

examine him or her -- 6 

MR. MERRILL:  Her, her. 7 

H.O. LEUNG:  -- as to the basis -- 8 

MR. MERRILL:  Her. 9 

H.O. LEUNG:  I'm sorry, her as to the basis 10 

of how she, she made the allegations as written in 11 

the summons, is that correct? 12 

MR. SIRI:  Yes, including that it was, you 13 

know, including regarding the medical appropriateness 14 

to provide this injection as well as, as I said, the, 15 

the alleged violation. 16 

H.O. LEUNG:  Okay. 17 

MR. SIRI:  Yeah, I'll leave it at that. 18 

H.O. LEUNG:  Okay.  I'm going to turn -- 19 

MR. SIRI:  I can get into more specifics, 20 

if you want. 21 

H.O. LEUNG:  Great.  I'm going to turn to 22 

DOH and ask you to respond as to whether or not –- 23 

MR. MERRILL:  Yeah.  Sure, Your Honor.  I -24 

- so, I don't believe, I think that anything that the 25 
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petitioner wants –- or respondent wants, Dr. Rosen is 1 

here, can explain.  The, the allegations were -- the 2 

NOVs were issued based on the -- there was an order 3 

that everybody be immunized.  So, the allegations 4 

were issued –- excuse me, the NOV was issued after 5 

they checked with immunization registry for people 6 

with vaccinations was done and I think Dr. Rosen can 7 

testify about that as well.  Dr. Rosen can also 8 

testify about, you know, efforts in terms of reaching 9 

out to contacts and in terms of explaining the 10 

medical necessity of vaccine, she is more than 11 

capable of doing that. 12 

H.O. LEUNG:  Okay.  Mr. Siri, how do you 13 

respond to their -- 14 

MR. SIRI:  Well, it's about the medical 15 

appropriateness for this particular respondent. 16 

H.O. LEUNG:  Okay. 17 

MR. SIRI:  Not vaccines in general, right? 18 

H.O. LEUNG:  Okay. 19 

MR. SIRI:  Like every drug -- 20 

H.O. LEUNG:  Right. 21 

MR. SIRI:  -- not everybody -- you're going 22 

to bring a penicillin. 23 

H.O. LEUNG:  And do you -- 24 

MR. SIRI:  And so one -- 25 
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H.O. LEUNG:  -- do you have testimony to 1 

rebut what she has put down in the, in the –- you're 2 

saying that you want to put the inspector to the 3 

burden of proving how she alleged what she alleged? 4 

MR. SIRI:  Right.  I mean, she is -- she -- 5 

you know, under this violation, she says that my 6 

client did not submit acceptable proof of immunity 7 

was -- I, I believe that the, you know, the issuing 8 

officer who swore to that should be able to 9 

substantiate, for example, was that ever requested 10 

and how did she determine that there was no 11 

acceptable proof of immunity.  And also that the, 12 

again and most importantly, I think is that it was 13 

medically appropriate for this child to be immunized. 14 

H.O. LEUNG:  Okay, I'm going to turn to 15 

Department of Health.  Was this an allegation of 16 

failure to comply?  Is this a -- the --  17 

MR. MERRILL:  This is a failure to be 18 

immunized, Your Honor. 19 

H.O. LEUNG:  Failure to immunize, okay. 20 

MR. MERRILL:  In violation of the order to 21 

be immunized that, that was issued for residents of 22 

Williamsburg. 23 

H.O. LEUNG:  Great.  So, a failure to 24 

comply with the Commissioner's Order, is that 25 
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correct? 1 

MR. MERRILL:  Commissioner's Order, 2 

correct. 3 

H.O. LEUNG:  Okay. 4 

MR. MERRILL:  If, if, if, if the child had 5 

been immunized, that would have been in the immu-, 6 

immunization registry. 7 

H.O. LEUNG:  Okay. 8 

MR. MERRILL:  That is, is something that is 9 

maintained and that again, Ms. Kathleen checked and 10 

which Dr. Rosen have checked -- 11 

H.O. LEUNG:  Okay. 12 

MR. MERRILL:  -- appropriate to testify 13 

about it.  The medical necessity is a matter of -- 14 

the fact is -- 15 

H.O. LEUNG:  Right. 16 

MR. MERRILL:  -- that there -- you know, 17 

that the vaccine is safe and medically appropriate 18 

for the vast majority of people. 19 

H.O. LEUNG:  Okay. 20 

MR. MERRILL:  When there are, in the rare 21 

instances, medical exemptions or, or, or physicians 22 

may say that a, a, a -- an immunization is medically 23 

inappropriate, they reach out, we do review, we're 24 

doing that for a couple of other clients there's been 25 
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no indication that this particular child has one of 1 

the rare conditions that would make this vaccine 2 

inappropriate for this child. 3 

H.O. LEUNG:  Okay.  Mr. Siri? 4 

MR. SIRI:  I agree that the vast of 5 

majority people received this -- the MMR product that 6 

they're demanding.  It's true. 7 

H.O. LEUNG:  But what we're going to do is 8 

-- 9 

MR. SIRI:  Most people -– most –- yeah. 10 

H.O. LEUNG:  I think we are going into the 11 

facts of the case which -- 12 

MR. SIRI:  Alright. 13 

H.O. LEUNG:  -- I -- this is just a 14 

preliminary ruling.  You have made an application to 15 

request that the issuing officer appear.  Before we 16 

even get to the hearing, I have to -- 17 

MR. SIRI:  I understand. 18 

H.O. LEUNG:  -- address this hurdle and I 19 

have to make a ruling.  That's why I've given you an 20 

application and counsel.  Based upon -- first off, 21 

I'm going to just under OATH Trial and Hearing rules, 22 

hearsay is permissible.  It's really liberal.  You 23 

can have triple and double hearsay, it's really 24 

liberal.  So, the necessity of an issuing officer, 25 
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the reason why I asked you for the application is 1 

that you have to make a good cause showing that the 2 

issuing officer is required to appear in order for 3 

you to get a fair and impartial hearing.  In other 4 

words, nothing that any of these parties that are 5 

here today, including counsel for DOH, you need to 6 

argue and establish can substitute for the in-person 7 

testimony of the issuing officer and that's why I 8 

asked you to make the application.  And based upon 9 

hearing both sides, I'm going to rule that the 10 

hearing today will go forward.  In other words, the –11 

- I'm going to rule that the issuing officer is not 12 

required for you to get a fair hearing because what 13 

she wrote on the, on the summons is, I can rule this, 14 

establish a prima facie case.  In other words, we 15 

have people here to present the case and then you can 16 

make an argument and testify on behalf of your client 17 

and make arguments or call witnesses to rebut the 18 

prima facie case.  So, I'm going to make a ruling 19 

that the issuing officer is not required for you to 20 

get a fair and impartial hearing.  I'm going to give 21 

you one additional opportunity to -- because you look 22 

perplex as to -- 23 

MR. SIRI:  No, no.  I -- I understand Your 24 

Honor's ruling. 25 
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H.O. LEUNG:  -- why -- no, no, but -- 1 

MR. SIRI:  Yeah. 2 

H.O. LEUNG:  -- that's the standard which 3 

is -- 4 

MR. SIRI:  I, I -- 5 

H.O. LEUNG:  -- inability of -- 6 

MR. SIRI:  Yeah. 7 

H.O. LEUNG:  -- of your client and yourself 8 

to get a fair and impartial hearing.  Is there 9 

anything that you want to add to supplement what you 10 

have made, the application you have made? 11 

MR. SIRI:  Yeah.  I just -- my, you know, 12 

my -- I, I think I have made my, my arguments on the 13 

record and -- 14 

H.O. LEUNG:  Okay. 15 

MR. SIRI:  -- I just stand with those.  16 

That -- 17 

H.O. LEUNG:  Okay, no problem. 18 

MR. SIRI:  -- that I think the hearing 19 

officer was necessary to establish medical 20 

appropriateness but I understand Your Honor's ruling. 21 

H.O. LEUNG:  Okay. 22 

MR. MERRILL:  If I could add one thing, 23 

Your Honor? 24 

H.O. LEUNG:  Sure. 25 
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MR. MERRILL:  Along with the NOV, there was 1 

a frequently asked question that was served as well 2 

and everyone got an order.  And in that, there were 3 

questions and answers about, you know, submitting 4 

proof of immunity or proof of a medical exemption and 5 

we have not received anything from that person since 6 

she was served the NOV. 7 

H.O. LEUNG:  Okay. 8 

MR. SIRI:  I believe, Your Honor, that 9 

it's, it's the, you know, that that should have been 10 

done before the viola-, meaning the violation is 11 

issued.  If it's not medically appropriate, it should 12 

have been established or determined before the 13 

violation was issued.  Also, it's not as simple as 14 

just, you know, you know, going to the doctors, 15 

getting genetic testing, getting various -- doing the 16 

type of work up that sometime is required. 17 

H.O. LEUNG:  Right. 18 

MR. SIRI:  It's quite burdensome.  So, it's 19 

not as simple -- 20 

H.O. LEUNG:  Mr. Siri -- 21 

MR. SIRI:  -- as just submitting a piece of 22 

paper. 23 

H.O. LEUNG:  Mr. Siri, before we get into 24 

the meat of the hearing -- 25 
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MR. SIRI:  Yes. 1 

H.O. LEUNG:  -- there is a couple other 2 

things and this is -- it gets tedious but I have to 3 

advise you that the penalty for this sole charge, if 4 

you're found in violation, is $1,000. 5 

MR. SIRI:  If my client is charged. 6 

H.O. LEUNG:  $1,000 -- 7 

MR. SIRI:  Yes. 8 

H.O. LEUNG:  -- for your client, right.  If 9 

your -- when I say your -- 10 

MR. SIRI:  Yes. 11 

H.O. LEUNG:  -- the respondent, I'm sorry. 12 

MR. SIRI:  No problem. 13 

H.O. LEUNG:  And I need to advise you that 14 

if you disagree with my written decision which you 15 

will get within 30 days, you have a right to appeal 16 

my decision.  And if I dismiss the summons or reduce 17 

it in anyway, the Department of Health has an equal 18 

right to appeal my decision if they disagree with it, 19 

okay, sir? 20 

MR. SIRI:  Yes. 21 

H.O. LEUNG:  Okay.  Alright.  We're going 22 

to get to the meat of the hearing.  Let me just -- 23 

okay.  The summons alleges that on April 21, 2019 at 24 

9:00 in the morning, during an inspection that 25 
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occurred at 585 Marcy Avenue, Apartment 2E, Brooklyn, 1 

New York, a violation of New York City Health Code 2 

3.05.  The penalty for this violation, if found in 3 

violation is $1,000.  The inspector wrote in response 4 

to the active measles outbreak in certain parts of 5 

Brooklyn, the New York City Commissioner of Health 6 

declared a public health emergency on April 9, 2019 7 

and published a Commissioner's Order pursuant to 8 

Article 3 of the New York City Health Code ordering 9 

all persons who live, work or attend school within 10 

zip codes 11205, 11206, 11211 and 11249 to be 11 

vaccinated against measles within 48 hours of the 12 

order.  On April 17, 2019, the New York City Board of 13 

Health unanimously approved the resolution on 14 

continuing the health -– public health emergency and 15 

requirement that all persons living, working or 16 

attending school in these affected zip codes to be 17 

vaccinated against measles.  The resolution further 18 

provides that any person who is not vaccinated or any 19 

parent and or guardian of a child who is not 20 

vaccinated shall be fined unless they demonstrate 21 

proof of immunity or that immunization is not 22 

medically appropriate.  A copy of the order and 23 

resolution are attached to the summons for reference.  24 

A review of department's record shows respondent's 25 
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child CR who is at least six months old lives at 585 1 

Marcy Avenue, Apartment 2E, Brooklyn 11206 which is 2 

located in one of the affected zip codes listed in 3 

the order.  On April 21, 2019, on review of the 4 

Department Central Immunization Registry which 5 

collects immunization records for all children 6 

receiving vaccines in New York City and is required 7 

to be updated by medical providers found that child 8 

CR has no record of measles immunization, respondent 9 

failed to vaccinate child CR or otherwise submit 10 

acceptable proof of immunity in violation of the 11 

order.  I'm going to first turn to Department of 12 

Health and ask if they have any documents or evidence 13 

you want to present? 14 

MR. MERRILL:  Yes, Your Honor.  I have and 15 

I apologize for the, for the printing on this but I 16 

have a, a copy of the order of the Commissioner which 17 

was issued on April 9th in [unintelligible] 18 

[00:12:43]. 19 

H.O. LEUNG:  Okay. 20 

MR. MERRILL:  I also have, for your 21 

records, it's a reference to the Board of Health 22 

resolution dated April 17th and there is, there is 23 

one page in there, there is only one. 24 

H.O. LEUNG:  Okay.  I'm going to mark the 25 
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Commissioner's Order as Petitioner's 1 and the 1 

Board's resolution as Petitioner's 2.  I'm going to 2 

show it to Mr. Siri and ask him that, do you have any 3 

objection to those being admitted into evidence? 4 

MR. SIRI:  I, I have no objection other 5 

than -- I have no objection, Your Honor. 6 

H.O. LEUNG:  Okay.  Those are admitted into 7 

evidence.  Anything else from the Department of 8 

Health? 9 

[Petitioner's Exhibits 1 and 2 admitted 10 

into evidence.] 11 

MR. MERRILL:  In terms of documents, no, 12 

Your Honor. 13 

H.O. LEUNG:  Okay.  Do you have any 14 

testimony you want to provide? 15 

MR. MERRILL:  Yes, Your Honor.  I think 16 

we'll just, you know, again this was a child -- the 17 

order was issued on April 9th, directing all 18 

residents and children who did go to school and these 19 

are, I believe who are to be immunized.  After a case 20 

investigation, this, this -- the registry which has a 21 

record of all vaccination to children in the city was 22 

checked on April 19th and the respondent's child was 23 

found not to be vaccinated.  The MO-, the, the NOV 24 

was issued, the child has not submitted any proof.  25 

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 67 RECEIVED NYSCEF: 01/04/2021



 PROCEEDINGS 

Geneva Worldwide, Inc. 

256 W 38 th Street, 10 th Floor, New York, NY 10018  

20 

There is no record of any immune-, immunity.  There 1 

is no record of any medical exemption and the child 2 

to this date remains unvaccinated [unintelligible] 3 

[00:14:01] . 4 

H.O. LEUNG:  Okay.  Is that all the 5 

evidence you're going to present? 6 

MR. MERRILL:  Yes. 7 

H.O. LEUNG:  Okay.  Siri, do you have any 8 

cross examination before you present your argument or 9 

evidence? 10 

MR. SIRI:  Do you want me to cross examine 11 

the attorney because -- 12 

H.O. LEUNG:  You can, you can ask the 13 

attorney questions or --  14 

MR. SIRI:  Yeah.  Because I -- the witness 15 

-- I mean --  16 

H.O. LEUNG:  Go ahead. 17 

MR. SIRI:  It depends on the question we 18 

may -- I mean, I may put it to her if that's alright. 19 

H.O. LEUNG:  It's, it's pretty liberal.  If 20 

your question is a medical question directly -- 21 

MR. SIRI:  Yeah. 22 

H.O. LEUNG:  -- at the attorney, they're 23 

allowed to, to have the doctor testify and then –- 24 

MR. SIRI:  Yeah. 25 
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H.O. LEUNG:  -- which addresses the 1 

question and then you have an opportunity to ask the 2 

doctor questions. 3 

MR. SIRI:  I would love, by the way, to 4 

cross examine Tom but I'm not sure -- 5 

H.O. LEUNG:  Okay. 6 

MR. SIRI:  -- that he, he would like that 7 

too much. 8 

H.O. LEUNG:  I guess if you have any 9 

question which is more appropriate.  Yeah. 10 

MR. SIRI:  That -- Mr. Merrill, excuse me.  11 

That said, I would -- I've got a few preliminary 12 

arguments -- 13 

H.O. LEUNG:  Sure. 14 

MR. SIRI:  -- in the form of motions to 15 

dismiss as it were. 16 

H.O. LEUNG:  Okay. 17 

MR. SIRI:  And I can present those and --  18 

H.O. LEUNG:  You sure can, go ahead. 19 

MR. SIRI:  And then, and then I have -- and 20 

then I would like to get into the meat -- 21 

H.O. LEUNG:  Okay. 22 

MR. SIRI:  -- if, if, if, you know --  23 

H.O. LEUNG:  Sure. 24 

MR. SIRI:  If you don't believe those 25 
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should be ruled on, I don't know if you rule on those 1 

on the spot or not, in same way that you ruled on the 2 

application before, if you can rule on these 3 

applications. 4 

H.O. LEUNG:  Yeah.  None of your motions to 5 

dismiss, I can rule on the spot, I have to make a 6 

written decision on that.  So, what we are going to 7 

do is assuming -- we're going to go through the 8 

entire possibilities. 9 

MR. SIRI:  Yeah. 10 

H.O. LEUNG:  In other words, factually 11 

we're going to it. 12 

MR. SIRI:  Okay. 13 

H.O. LEUNG:  Or we're going to do it on 14 

your procedural motions outside. 15 

MR. SIRI:  Okay. 16 

H.O. LEUNG:  So, go ahead. 17 

MR. SIRI:  That will make it long.  Okay.  18 

Alright, wonderful.  So, in terms of the first, I 19 

won't call it an application, this can't be ruled on 20 

now, but the first, I guess, ground to dismiss this 21 

summons.  If you look at the summons, Your Honor, the 22 

operative language at the end provides that, you 23 

know, and I believe this is, you know, this is what 24 

the violation is.  If the respondents fail to vaccine 25 
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child CR or otherwise submit acceptable proof of 1 

immunity in violation of the, or, you used the word 2 

order, order is a defined term in the summons, okay. 3 

H.O. LEUNG:  Right. 4 

MR. SIRI:  And the order was issued on 5 

April 9th. 6 

H.O. LEUNG:  Yes. 7 

MR. SIRI:  And by operation of law, expired 8 

on April 17th, because under the applicable charter 9 

provision, an order of the Commissioner remains 10 

effective until the next meeting of the Board of 11 

Health.  I have the -- I can just read the statutory 12 

provision -- 13 

H.O. LEUNG:  Okay. 14 

MR. SIRI:  -- since I have it here. 15 

H.O. LEUNG:  Okay.  If I can just -- I 16 

understand -- I, I think I understand what your 17 

argument is.  Your argument is that the order 18 

expired.  If you can address this while you address 19 

your, your ultimate argument --  20 

MR. SIRI:  Sure. 21 

H.O. LEUNG:  -- is that the Section 3.05 as 22 

alleged by the petitioner alleges in the alternative.  23 

They are saying, you violated the Commissioner's 24 

Order and the Health Board's resolution. 25 
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MR. SIRI:  Respectfully, Your Honor, I 1 

don't see where it says in this that it violated the 2 

resolution. 3 

H.O. LEUNG:  Okay.  Let me just see. 4 

MR. SIRI:  Which is completely different 5 

than the order -- 6 

H.O. LEUNG:  Sure. 7 

MR. SIRI:  -- substantive in many ways. 8 

H.O. LEUNG:  You're right in a sense it's 9 

that -- okay.  Can you address the issue that the -- 10 

they are alleging that the Board on April 17th, if 11 

you look at the summons and I'm just -- I'm not 12 

making the argument for them.  I just want you to 13 

address it just to save time because it's a question 14 

that I'm going to ask you ultimately.  On April 7th -15 

- it says on the summons, on April 17, 2019, the New 16 

York City Board of Health unanimously approved the 17 

resolution continuing the public health emergency and 18 

requirements.  And you are saying that -- 19 

MR. SIRI:  Yeah. 20 

H.O. LEUNG:  -- that the continuing of the 21 

health emergency is one thing, but the actual order 22 

to comply expired on April 17th. 23 

MR. SIRI:  Well, I -- I'm actually going to 24 

say two things. 25 
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H.O. LEUNG:  Yeah. 1 

MR. SIRI:  The first one, Your Honor, is 2 

that it only alleged violation of the order and the 3 

order, despite -- even though this vio-, this 4 

violation, if you look at it, it says that it 5 

continues the public health emergency.  It doesn't 6 

say continued by the way of the order.  And when you 7 

actually look at the order and the resolution, 8 

nothing in the resolution continued the order.  And 9 

in fact, they apply to different ages, to different 10 

people in different situations, you know, under the 11 

charter, okay, Section -- Article 3 --  12 

H.O. LEUNG:  Go ahead, Counsel, you can 13 

continue -- 14 

MR. SIRI:  Okay, no problem, I, I have, I -15 

- 16 

H.O. LEUNG:  No, no, go ahead, I'm 17 

listening.  Yeah. 18 

MR. SIRI:  You are, you are more talented 19 

than I am. 20 

H.O. LEUNG:  Yeah.  Yeah, go ahead. 21 

MR. SIRI:  So, I, I've got -- it's -- in 22 

Article 3, Section 3.0 of the charter, it says that, 23 

you know, and the Commissioner's Order is that, that 24 

the exercise of that power shall be "Any such 25 
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exercise of the power shall be effective only until 1 

the next meeting of the Board," okay?  So, by the 2 

operation of law, it ends at the next Board meeting 3 

and now, the Section 3.0 says the Board may, may 4 

continue or rescind, okay, the Commissioner's, let's 5 

just call it order, okay?  They have that choice.  6 

They could have continued or rescind it, 7 

interestingly it doesn't say modified.  It could have 8 

said, they could have done it but they didn't.  The 9 

resolution, nowhere therein, says they are continuing 10 

or rescinding the order.  Instead, they, they did 11 

something of their own making.  And they have every 12 

right.  They can I guess do that but what, what they 13 

didn't do was provide, you know, that they are 14 

continuing the order nor provide, you know, they are 15 

rescinding the order.  And the only thing that, 16 

that's been alleged in the violation excuse me, the 17 

summons is a violation of the order.  And that order 18 

by its terms expired, by operation of law expired on 19 

the 17th of April.  The violation at issue here, Your 20 

Honor, was issued -- was for an occurrence on April, 21 

April 21st which would had been four days after the 22 

expiration of the order.  Hence, there cannot be a no 23 

viol-, it cannot be a violation of an order on that 24 

date since it was no longer in existence. 25 
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H.O. LEUNG:  Okay.  I'm going to turn to 1 

counsel for DOH and ask, how do you respond to the 2 

argument? 3 

MR. MERRILL:  So, I am going to start with 4 

the, the citation, the Health Code which is the cited 5 

3.05.  It says it's a violation of the order of the 6 

Board, permission [unintelligible] [00:21:01] 7 

departments 3.05 can be a violation of the 8 

Commissioner's Order or it can be a violation of the 9 

DOH, any order [unintelligible] [00:21:07]. 10 

H.O. LEUNG:  And you are referring to the 11 

actual statute 3.05? 12 

MR. MERRILL:  Correct, the Health Code 13 

section, yes. 14 

H.O. LEUNG:  Okay. 15 

MR. MERRILL:  That's correct.  And then in 16 

terms of what power that the, the Commissioner 17 

exercised pursuant to the emergency was the Board's 18 

power which existed to declare an instances of, and 19 

under 17148 and 42 I believe of the Health Code.  20 

The, the, the Commissioner did that on April 9th.  21 

You are correct.  And her power to declare that an 22 

emergency exists only until the Board meeting but in 23 

the Board meeting, it issued an order that requires 24 

all residents of Williamsburg to be vaccinated.  The 25 
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fact that it may have the Board, the Board in the 1 

exercise of its authority under the Administrative 2 

Code of the charter, it may have differed slightly in 3 

the language of that order.  It doesn't change the 4 

fact that there is a valid Board of Health order 5 

issued on April 9th.  No, that was the Commissioner's 6 

Order.  On April 15th, whatever date the board met. 7 

H.O. LEUNG:  17th. 8 

MR. MERRILL:  17th, that required all 9 

residents to be vaccinated and that this person 10 

violated that order as charged in the order -- in the 11 

NOV as, as required by the Health Code Section 3.05. 12 

MR. SIRI:  I don't, I don't dispute at all 13 

that Section 3.05 is exactly as, as, as opposing 14 

counsel stated.  Yeah, it per-, it permits issuing 15 

violations for violating any order or resolution, 16 

anything.  It could be -- it could have been for 17 

having rats in your, in your restaurant, right?  But 18 

you're only going to be charged, you have to give 19 

notice of what you are charged and the charging 20 

language here was not for violating the resolution, 21 

it was for violating the order. 22 

H.O. LEUNG:  Okay. 23 

MR. SIRI:  That's what it covers -- 24 

H.O. LEUNG:  How do you respond to that, 25 
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Counsel?  Go ahead. 1 

MR. SIRI:  May, may I make one more point, 2 

Your Honor? 3 

H.O. LEUNG:  Yeah. 4 

MR. SIRI:  And I think it's very, you know, 5 

it's very telling that counsel kept talking about 6 

the, you know, the resolution applies to residents, 7 

right?  Well, you know, it's a, it's a great point to 8 

show you the difference between the order and the 9 

resolution because in the order, to be sure, counsel 10 

is correct.  It did apply.  It did apply to 11 

residents.  It specifically provides that it applies 12 

to any person who lives, works or resides within 13 

these certain zip codes but if you look at the 14 

resolution, it didn't include residents.  It only 15 

included the, the people who live or work --  16 

H.O. LEUNG:  Where are you looking at on 17 

the resolution, just what paragraph you're looking? 18 

MR. SIRI:  Absolutely.  So, in the, in the 19 

order, if you look at the first order paragraph --  20 

H.O. LEUNG:  Mm-hmm. 21 

MR. SIRI:  -- okay, and the very first 22 

sentence says that any person who lives, works or 23 

resides --  24 

H.O. LEUNG:  Right. 25 
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MR. SIRI:  -- it showed on the second page. 1 

H.O. LEUNG:  Got you.  So, -- 2 

MR. SIRI:  First -- it's on first -- second 3 

page, the operative ordered language of, of the order 4 

--  5 

H.O. LEUNG:  I got you, I got you -- 6 

MR. SIRI:  Okay.  And then, and then and go 7 

to the resolution. 8 

H.O. LEUNG:  Right. 9 

MR. SIRI:  And you go and you look at the -10 

- to the resolved language and you please look at the 11 

second resolve paragraph.  It says that the Board 12 

hereby declares that any person who lives or works 13 

within the affected zip codes.  They left out people 14 

who are resident, meaning, if you reside in there and 15 

you have left, you are not living there, right?  So, 16 

if you went upstate, you're good, where the order did 17 

apply to people who resided there.  So, even if you 18 

left, you apparently were still in violation 19 

amazingly.  I mean, so, you know, it -- it's a great, 20 

you know, it's a great highlight to how -- what the, 21 

what the Board did was different with what the, what 22 

the Commissioner did. 23 

H.O. LEUNG:  Okay.  How do you -- I'm just 24 

looking at it briefly to the second to last resolved 25 
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paragraph -- 1 

MR. SIRI:  Please, yes. 2 

H.O. LEUNG:  -- of the resolution. 3 

MR. SIRI:  That's right. 4 

MR. MERRILL:  I'm looking at the current, 5 

the fourth one, the last one in this page, Your 6 

Honor, it says whereas the Board did hereby declare 7 

that any person who lives or work within the affected 8 

zip codes shall be vaccinated. 9 

H.O. LEUNG:  Okay.  Just tell me what you 10 

are reading.  Is it the resolution? 11 

MR. MERRILL:  I'm reading the order, I'm 12 

reading the order.  I mean the Board of Health 13 

resolution. 14 

H.O. LEUNG:  Okay.  And which reso-, --  15 

MR. MERRILL:  On the second page. 16 

H.O. LEUNG:  Okay. 17 

MR. MERRILL:  At the very bottom. 18 

H.O. LEUNG:  Under resolved? 19 

MR. MERRILL:  Correct. 20 

H.O. LEUNG:  This -- which, first, second, 21 

third, fourth? 22 

MR. MERRILL:  Second resolve. 23 

H.O. LEUNG:  Second resolve? 24 

MR. MERRILL:  Yes. 25 
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H.O. LEUNG:  Okay. 1 

MR. MERRILL:  And resolve that the Board of 2 

Health hereby declares that any person who lives or 3 

works within the affected zip codes shall be 4 

vaccinated against measles.  So, it does and that's 5 

residents, people who live or work within the -- and 6 

that's what it goes on to schools.  So, it does cover 7 

people living there. 8 

H.O. LEUNG:  Right.  He pointed that out 9 

and how do you want to respond to it? 10 

MR. SIRI:  Right.  I think there is a 11 

distinct between children and adults, right?  So, --  12 

MR. MERRILL:  Any person, I mean I think a 13 

person is a person.  I don't --  14 

MR. SIRI:  Well, I -- well, the way I read 15 

is, is that it, it, it goes into -- it's a semantical 16 

point to be sure, right? 17 

H.O. LEUNG:  Okay. 18 

MR. SIRI:  But the, the operative point. 19 

H.O. LEUNG:  Okay.  I, I understand your 20 

argument. 21 

MR. SIRI:  You understand the argument. 22 

H.O. LEUNG:  I understand your argument.  23 

Counsel for DOH is, is pointing to the second resolve 24 

and you are pointing to second resolve saying you 25 
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interpret it one way and they interpret it one way, 1 

okay. 2 

MR. SIRI:  Right.  But, but, but the, but 3 

the, but the obviously more important point is that, 4 

you know, the vio-, alleged violation is for the 5 

order, the order was not in effect on the date of the 6 

issuance of the summons and it wasn't by anything, I 7 

mean I, I don't see any language in the resolution 8 

saying the order is hereby continued. 9 

MR. MERRILL:  To respond to that, if you go 10 

into the middle of the NOV, I mean there is some type 11 

of discussion in the resolution.  We're getting to 12 

the fact that on April 17th, the Board approved the 13 

resolution, continuing the public health emergency 14 

and the requirement that all persons living, working 15 

or attending school on these affected zip codes be 16 

vaccinated against measles.  The resolution further 17 

advised that any person who is not vaccinated or 18 

parent or guardian of a child who is not vaccinated 19 

shall be fined unless they demonstrate proof of 20 

immunity.  I think the NOV clearly put somebody on 21 

notice that the resolution is in effect and are -- 22 

and they are being charged with violating the 23 

resolution. 24 

MR. SIRI:  I did not hear anywhere in there 25 
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that the resolution was continued. 1 

H.O. LEUNG:  Okay. 2 

MR. SIRI:  That the order was continued 3 

from what we just read.  I mean I, I --  4 

MR. MERRILL:  I think, I think there is a 5 

technical again, 3.05 --  6 

MR. SIRI:  I don't think that's 100 7 

percent.  Well, I think that if you are going to 8 

charge people and require them to inject something 9 

into their children's body, you should be clear 10 

about, you know, whether the order is continued.  I 11 

mean, you know, the section, the charter is clear.  12 

They can continue it or they can rescind it.  The, 13 

the Board didn't choose either of those.  It chose to 14 

issue -- I'll give you a few examples, just, just a 15 

few quick examples that I do know of clear 16 

differences.  I, I, I jumped on the resident point 17 

but I will -- so, for example, in the order, okay, 18 

the, the order apply to those over six months of age.  19 

The resolution included those of six months of age. 20 

H.O. LEUNG:  And wait, can, can you just 21 

point to -- 22 

MR. SIRI:  Absolutely. 23 

H.O. LEUNG:  Yes. 24 

MR. SIRI:  So, if you look at the, if you 25 
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look at the order in the sec-, it is further ordered 1 

that the parent or guardian of any child older than 2 

six months of age --  3 

H.O. LEUNG:  What paragraph are you 4 

referring to? 5 

MR. SIRI:  It's the pre-number paragraph, 6 

the second last paragraph of the order.  It is 7 

further ordered -- 8 

H.O. LEUNG:  Okay.  I see that. 9 

MR. SIRI:  -- older than six months and 10 

then --  11 

H.O. LEUNG:  Any child older than six 12 

months of age? 13 

MR. SIRI:  Right. 14 

H.O. LEUNG:  Okay. 15 

MR. SIRI:  And then if you look at the 16 

resolution, it says that and this is in the third to 17 

last resolve paragraph, I don't know the technical 18 

term for that, [unintelligible] [00:28:25] third last 19 

paragraph. 20 

[OFF MIC CONVERSATION] 21 

MR. SIRI:  Third to last resolve paragraph, 22 

it says that the parent or guardian of any child six 23 

months of age or older.  So, you have a difference in 24 

terms of the age of that, it applies to between the 25 
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resolution and the order. 1 

H.O. LEUNG:  So, you are saying that one 2 

day difference between a child six --  3 

MR. SIRI:  Month difference. 4 

H.O. LEUNG:  I'm sorry, say one more time? 5 

MR. SIRI:  Month difference. 6 

H.O. LEUNG:  Month difference. 7 

MR. SIRI:  So, it doesn't -- the order 8 

apply -- did not apply to six month olds which we 9 

have a number of folks. 10 

H.O. LEUNG:  Well, if a child is six months 11 

of age or older, I mean, the estimate that child to 12 

be a 100 -- whatever how many days six months is.  13 

Are you saying that the statute is written -- has to 14 

jump like month increments, I mean -- 15 

MR. SIRI:  No, I'm saying that they're just 16 

--  17 

H.O. LEUNG:  Six months and a day -- 18 

MR. SIRI:  I'm just saying they are 19 

different. 20 

H.O. LEUNG:  Right. 21 

MR. SIRI:  I'm saying they're different.  22 

I'm saying what the Board did was different than what 23 

the order did.  I'll give you some other change 24 

meaning. 25 
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H.O. LEUNG:  Go ahead. 1 

MR. SIRI:  The order said --  2 

H.O. LEUNG:  Okay, I'm going to need --  3 

MR. SIRI:  Yeah. 4 

H.O. LEUNG:  -- the record to reflect that 5 

I, I understand your argument regarding the six 6 

months reference in the order and the six months 7 

reference in the resolution. 8 

MR. SIRI:  Is it clear that it's -- so, so 9 

the order did not apply to six months old.  Meaning, 10 

they couldn't issue a violation just -- a child that 11 

was six months of age under the order for not having 12 

an MMR -- 13 

MR. MERRILL:  You mean under the 14 

resolution? 15 

MR. SIRI:  Under the or-, under the or-, 16 

under the order. 17 

MR. MERRILL:  Okay. 18 

MR. SIRI:  The order was six month -- was 19 

older than six months.  The resolution said six 20 

months or older so the --  21 

MR. MERRILL:  So, the resolution brings in 22 

one, one extra date. 23 

MR. SIRI:  Resolution does allow providing 24 

violations to those who are six months of age. 25 
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H.O. LEUNG:  Okay.  So, the -- 1 

MR. SIRI:  But the order doesn't. 2 

[CROSSTALK] 3 

H.O. LEUNG:  And if we tie it all in, 4 

Counsel, the significance of that is what? 5 

MR. SIRI:  Well, for this client -- well, I 6 

have violation specific. 7 

H.O. LEUNG:  Right. 8 

MR. SIRI:  But, but for this client -- 9 

H.O. LEUNG:  Yeah. 10 

MR. SIRI:  -- the significance is that the 11 

-- that is that, is that the Board didn't just -- 12 

first of all, it never says in the resolution, we are 13 

continuing the order. 14 

H.O. LEUNG:  Right, I understand that -- 15 

MR. SIRI:  And the second, and, and there 16 

are differences.  It didn't just -- 17 

H.O. LEUNG:  Right. 18 

MR. SIRI:  -- say, okay what you did in the 19 

order, we are continuing it.  No, it said, okay, 20 

we're going to have different resolve language.  One 21 

is, we're going to apply different age group.  Two is 22 

and this also is critical, the, the order refers, 23 

calls the people who are not receiving MMR the 24 

nuisance, okay? 25 
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H.O. LEUNG:  Say, say that one more time. 1 

MR. NAME:  The order of -- the order 2 

characterizes the nuisance as those who haven't 3 

received an MMR shot. 4 

H.O. LEUNG:  What paragraph are you 5 

referring to? 6 

MR. SIRI:  So, it's the -- okay.  So, it's 7 

the second to last where as clause in the order. 8 

H.O. LEUNG:  Okay. 9 

MR. SIRI:  I find that the presence of any 10 

person at Williamsburg lack in the MMR vaccine...is 11 

therefore a nuisance. 12 

H.O. LEUNG:  Okay.  As defined in New York 13 

City Administrative Code 17-142, okay.  And what do 14 

you want to point out --  15 

MR. SIRI:  And then, and then in the --  16 

H.O. LEUNG:  -- that's different in the 17 

order or in the resolution? 18 

MR. SIRI:  And then in the resolute-, and 19 

in the resolution, if you look at the first resolve 20 

paragraph, it says that the outbreak poses a public 21 

nuisance.  So, the, the, you know, the res-, I'll let 22 

you find -- 23 

H.O. LEUNG:  No, no, I found, I found it. 24 

MR. SIRI:  So, so, so the, you know, so 25 
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the, the Board characterizes the outbreak as a 1 

nuisance.  The, the order characterizes the folks who 2 

didn't receive MMR vaccine as the nuisance.  Just, 3 

just another example of, of the difference, I'll give 4 

you another, I'll give you another example.  The, the 5 

Order did not -- 6 

H.O. LEUNG:  Counsel, I'm going to ask you 7 

to do two things. 8 

MR. SIRI:  Yeah. 9 

H.O. LEUNG:  Number one, I understand that 10 

there is differences in the language between the 11 

order and the resolution.  I want you to go one step 12 

further and then give me a conclusion --  13 

MR. SIRI:  Yes. 14 

H.O. LEUNG:  -- and therefore -- 15 

MR. SIRI:  Okay.  I'll give you -- 16 

H.O. LEUNG:  -- the significance of the 17 

difference in the language, how, how, how it supports 18 

your argument. 19 

MR. SIRI:  Absolutely. 20 

H.O. LEUNG:  Go ahead. 21 

MR. SIRI:  Can I just make -- point out for 22 

the record just another -- 23 

H.O. LEUNG:  Sure.  Okay.  Yeah. 24 

MR. SIRI:  The, the, the order did not 25 
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apply to schools, preschools or childcare. 1 

H.O. LEUNG:  Okay.  What are you looking at 2 

here?  Just point to -- 3 

MR. SIRI:  Sure.  So, if you look at the 4 

order of language on the order, if you look at the 5 

two order paragraph, that doesn't say anything about 6 

school, preschool, childcare.  It just says people 7 

who live, work or reside, okay? 8 

H.O. LEUNG:  Okay. 9 

MR. SIRI:  Versus look at the third to last 10 

resolve paragraph in the resolution, it does include 11 

those who are attending school, preschool or child 12 

care.  So, you didn't have to live, work or reside in 13 

the affected zip codes. 14 

H.O. LEUNG:  Okay. 15 

MR. SIRI:  Okay? 16 

H.O. LEUNG:  I understand your argument.  17 

Go ahead. 18 

MR. SIRI:  Okay.  Those are few other 19 

differences. 20 

H.O. LEUNG:  Sure.  You want to -- 21 

[CROSSTALK] 22 

MR. SIRI:  Okay.  I'll just get -- I'll get 23 

-- yeah. 24 

H.O. LEUNG:  No, no, whatever, whatever you 25 
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want to point, I'm not going to cut you short. 1 

MR. SIRI:  Sure. 2 

H.O. LEUNG:  What, what other things you 3 

want to point out that's a difference between them? 4 

MR. SIRI:  Okay.  And, and, and so the 5 

order provided for criminal fines, forfeiture and --  6 

H.O. LEUNG:  Where are you, where are you 7 

referring to? 8 

MR. SIRI:  Absolutely.  So, the last page 9 

of the order under the warning. 10 

H.O. LEUNG:  Right. 11 

MR. SIRI:  It provides for criminal fines, 12 

forfeiture and imprisonment for not complying with 13 

the order. 14 

H.O. LEUNG:  What paragraph are you 15 

referring to? 16 

MR. SIRI:  Under the warning, very -- flip 17 

that page over. 18 

H.O. LEUNG:  Okay. 19 

MR. SIRI:  They're, they're saving trees, 20 

that's good. 21 

H.O. LEUNG:  Yes. 22 

MR. SIRI:  In the first paragraph under 23 

warning. 24 

H.O. LEUNG:  Got you. 25 
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MR. SIRI:  Okay.  The resolution does not 1 

provide for forfeiture, a criminal fines or 2 

imprisonment. 3 

H.O. LEUNG:  Okay.  Well, let me just say 4 

this. 5 

MR. SIRI:  Yeah. 6 

H.O. LEUNG:  The warning isn't, I mean, I'm 7 

just making an observation.  How do you address the 8 

fact that this warning isn't the law?  I mean, it's 9 

just pointing out what the law provides and it's 10 

almost like a label saying, hey, the law provides 11 

that.  I mean, the absence of this warning doesn't 12 

mean that the law isn't in effect and the presence of 13 

this warning doesn't make the law, in fact the law is 14 

what the law is. 15 

MR. SIRI:  Yeah.  Well, respectfully, the 16 

Health Code provides discretion to the Health 17 

Department to choose the penalty. 18 

H.O. LEUNG:  Right.  So, you're saying that 19 

the presence of this warning which gives you the 20 

warning that this is a misdemeanor [unintelligible] 21 

[00:34:39] that's in the order and the absence of 22 

that warning in the resolution is what you're 23 

pointing out to, is that what you're pointing out? 24 

MR. SIRI:  I'll point out the following 25 
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words --  1 

H.O. LEUNG:  Sure. 2 

MR. SIRI:  -- but before it says and it's 3 

not just this is the law. 4 

H.O. LEUNG:  Right. 5 

MR. SIRI:  It says failure to comply with 6 

this order is obliged [unintelligible] [00:34:55] and 7 

a misdemeanor for which may be subject to these 8 

things. 9 

H.O. LEUNG:  Right.  And where is the 10 

authority --  11 

MR. SIRI:  So, it wasn't just a general 12 

law. 13 

H.O. LEUNG:  Right. 14 

MR. SIRI:  The point is, is that that is 15 

what was being threatened under the order --  16 

H.O. LEUNG:  Right. 17 

MR. SIRI:  -- absent from the resolution.  18 

Just another -- there are other distinctions.  I will 19 

-- I, I can see -- 20 

H.O. LEUNG:  No, no, no, I'm not --  21 

MR. SIRI:  I can, I can get to the end if 22 

you want. 23 

H.O. LEUNG:  No, no, you can, you can -- I 24 

just have to -- because I have to write the decision, 25 
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I have to understand your argument. 1 

MR. SIRI:  Yeah, sure. 2 

H.O. LEUNG:  And that's the -- 3 

MR. SIRI:  So, that is another -- is there 4 

-- so that is another obviously what the penalty is, 5 

is -- 6 

H.O. LEUNG:  Can –- 7 

MR. SIRI:  Yeah. 8 

H.O. LEUNG:  Can you just explain to me how 9 

you're pointing out differences between the order and 10 

the resolution. 11 

MR. SIRI:  Yes. 12 

H.O. LEUNG:  To what end is that -- 13 

MR. SIRI:  Yeah. 14 

H.O. LEUNG:  -- supporting your motion to 15 

dismiss?  What is the ultimate argument? 16 

MR. SIRI:  Absolutely.  What it points out 17 

is this.  I believe counsel is saying that, well, you 18 

know, the resolution talks about the order and so it 19 

continued it somehow.  But the resolution never says 20 

it continues it.  And not only does it not say that 21 

it continues it, which is critical to continue it in 22 

order. 23 

H.O. LEUNG:  Right. 24 

MR. SIRI:  You have to say you continue it 25 
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or they could say withdrew it, they didn't do either 1 

of those, right?  It actually has all kinds of 2 

differences.  The Board chose to do something 3 

different and that's fine, they chose to do that.  4 

And so, you have a resolution that stands on its own 5 

and you have an order that stands on its own, okay?  6 

And this resolution did not continue this order.  7 

This order --  8 

H.O. LEUNG:  Can I ask you a question? 9 

MR. SIRI:  -- went away on April 17th.  10 

This violation is -- 11 

H.O. LEUNG:  Can the resolution add things 12 

and do things and also continue the order, in your 13 

opinion? 14 

MR. SIRI:  If you look, and it's not my 15 

opinion. 16 

H.O. LEUNG:  Uh-huh. 17 

MR. SIRI:  If you look at the, at the 18 

charter provision, Section 3.01, it says that the 19 

Board may continue or rescind as soon as the 20 

Commissioner's Order. 21 

H.O. LEUNG:  Okay. 22 

MR. SIRI:  It doesn't say modify.  It 23 

doesn't say amend.  It says continue or rescind.  And 24 

it could have chose to do that -- 25 
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MR. MERRILL:  What part are you reading 1 

from? 2 

MR. SIRI:  Section 3.01 general powers of 3 

the department. 4 

MR. MERRILL:  It's not charter itself 5 

though. 6 

MR. SIRI:  Sorry. 7 

MR. MERRILL:  Okay. 8 

MR. SIRI:  It's under the Administrative 9 

Code. 10 

MR. MERRILL:  No, it's not. 11 

MR. SIRI:  It's under the rules --  12 

MR. MERRILL:  It's the health code. 13 

H.O. LEUNG:  It's the health code. 14 

MR. SIRI:  It's the health code.  Well, 15 

they can leave here and change it if they want, I 16 

guess. 17 

MR. MERRILL:  There is no need to because 18 

I'll, I'll clarify it a minute.  I'll read that out. 19 

H.O. LEUNG:  Okay.  Counsel, you said a lot 20 

and I'm going to --  21 

MR. SIRI:  Yes, please. 22 

H.O. LEUNG:  We have to give before we 23 

forget everything you said because you -- there is 24 

whole -- what -- do you want to address about it? 25 
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MR. MERRILL:  Sure, yes. 1 

H.O. LEUNG:  Go ahead. 2 

MR. MERRILL:  I think Mr. Siri is coming at 3 

this a little backwards because if you look at 3.01, 4 

the –- he -- what he's saying, his position is the, 5 

the commit-, the Commissioner can act in an emergency 6 

and then the Boards' hands are tied to do only what 7 

the Commissioner has done or to rescind it in its 8 

entirety.  But if you look at 3.01(d), what that does 9 

is it gives the Commissioner the authority in an 10 

emergency to step up and to act and to use the 11 

Board's powers because of the emergency to, among 12 

other things, exercise its power to prevent, 13 

mitigate, control or evade an emergency, provided 14 

that that will be effective until the next Board of 15 

Health meeting.  And the purpose, if you look at it, 16 

the, the -- she is playing the role of Board, the 17 

Board then comes in and the Board, there is nothing 18 

that limits the Board's ability or, or authority and, 19 

and the ability to take whatever it deems to be 20 

appropriate action to evade, you know, to, to address 21 

that emergency in that order.  So, I, I agree that 22 

the order is -- are not, not a 100 percent identical.  23 

There are minor differences in there, but the bottom 24 

line is what, what, what is -- what was true and it 25 
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can't be disputed.  There was a resolution in effect 1 

by the Board of Health under its power to abate 2 

nuisances in the city directing all residents of 3 

Williamsburg to be immunized, that was violated.  And 4 

it is in the NOV.  I'll point out in terms of what 5 

are the differences here, you know, in terms of the, 6 

the criminal language which is standard language we 7 

have in all our orders even though typically 8 

[unintelligible] [00:38:57].  The reason that's not 9 

in there anymore is that we are challenged.  The 10 

Board's authority was challenged in the Appellate -- 11 

in the court, in Supreme Court.  And in the course of 12 

that argument when, when we were claiming we were 13 

going to be arresting people, we said, no, we never 14 

intended, we are going to be enforcing that, that 15 

civilly.  And that was going on at the same time 16 

while we were going, you know, between the, the order 17 

and the Board's actions.  And so, the Board's action 18 

doesn't reference criminal –- reference sanctions 19 

because we, we acknowledged and when we were -- when 20 

the authority of the Board was being challenged and 21 

when the authority of the Board were being upheld by, 22 

by the Supreme Court that we were going to be 23 

enforcing this similarly.  So, the bottom line is 24 

there is a -- I just don't agree with Mr. Siri that 25 
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the order that there is anything that requires the 1 

Board's resolution/order to be identical and informed 2 

to the Commissioners because it has the authority to 3 

choose using its authority to take the actions that 4 

it deems appropriate to evade a nuisance.  And it did 5 

that when they issued its resolution continuing the 6 

requirement that people be vaccinated against measles 7 

and that's what this person violated. 8 

MR. SIRI:  Yeah.  Your Honor, I, I think 9 

maybe we are agreeing then that the order was nullity 10 

on the 17th and all that remained --  11 

MR. MERRILL:  Was an order of the Board. 12 

MR. SIRI:  Was a resolution of the Board. 13 

MR. MERRILL:  Which is an order, which 14 

directs all people.  It was published -- 15 

MR. SIRI:  And the or-, but that's not 16 

what's alleged in this. 17 

MR. MERRILL:  It is alleged. 18 

MR. SIRI:  They are alleging a violation of 19 

the order which is only the Commissioner's Order and 20 

not the resolution. 21 

MR. MERRILL:  The, the NOV pleads and says 22 

you, you are required to be vaccinated or -- by the 23 

Board of Health resolution 3.05 references resolution 24 

-- the Board, Board action, she violated the Board 25 
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action. 1 

MR. SIRI:  Yeah, the, the violation -- the 2 

summons clearly says respondents failed to vaccinate 3 

child or submit acceptable proof in violation of the 4 

Order, and Order is defined as the Commissioner's 5 

Order and that was a nullity at the time that this 6 

summons was issued irrespective of this, you know, 7 

the, the, the --  8 

H.O. LEUNG:  Okay. 9 

MR. SIRI:  -- the nuances are going to be 10 

modified, they are going to do it.  The point is that 11 

order is gone. 12 

H.O. LEUNG:  Do you want to respond to that 13 

or --  14 

MR. MERRILL:  I think -- I, again, I think 15 

there is semantics here.  The resolution is, is an 16 

order.  And so, it's going to be -- 17 

H.O. LEUNG:  Okay. 18 

MR. MERRILL:  And, and if you read this 19 

NOV, it clearly puts you on notice that there is a 20 

requirement that you be vaccinated, that you are 21 

violating.  So, that to me, you know, again, we can 22 

just, you know, the, the fact of the matter is the 23 

resolution, if you use the resolution, you use the 24 

order, there was a requirement that you be vaccinated 25 
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that's in this NOV that wasn't complied with and 1 

there -- and 3.05 makes it clear that the Board, the 2 

Board directs you to take action and you violate 3 

that, that is a violation of 3.05. 4 

MR. SIRI:  I, I think the violation alleges 5 

clearly what they are alleging was violated and it 6 

only says order. 7 

H.O. LEUNG:  Okay.  Before I -- I think I 8 

have enough to make a decision.  Before, I just want 9 

to clarify factually, Mr. Siri, there was an in -- 10 

there was an argument you made regarding the child 11 

being either, the order -- the difference between the 12 

order and the resolution, one being six months or 13 

older and the other one being --  14 

MR. SIRI:  I think that's a secondary 15 

point. 16 

H.O. LEUNG:  No, no, but I need -- 17 

MR. SIRI:  It's the primary -- yeah. 18 

H.O. LEUNG:  I need to establish for the 19 

record, when you -- do you believe that your client, 20 

the -- again your client, I don't know if it's a 21 

parent or the child, but do you believe that the 22 

child at issue at here falls factually within that in 23 

the -- in other words, do you believe that at the 24 

time of the summons that the child was either exactly 25 
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at six months old or six month plus one day where it 1 

--  2 

MR. SIRI:  Well, I'm not making that 3 

argument for my client. 4 

H.O. LEUNG:  No, no, I just need --  5 

MR. SIRI:  Yeah, you know, this client was 6 

not six months of age. 7 

H.O. LEUNG:  Or six months and one day. 8 

MR. MERRILL:  Right. 9 

H.O. LEUNG:  Okay. 10 

MR. SIRI:  No, that, that's not the issue. 11 

H.O. LEUNG:  Alright. 12 

MR. SIRI:  The issue is that they are 13 

charging that my client violated an order on the -- 14 

on, on the 23rd -- on the 21st of April but that 15 

order was a nullity by the April 17th. 16 

H.O. LEUNG:  Okay. 17 

MR. SIRI:  That's the, that's the, that's 18 

the issue. 19 

H.O. LEUNG:  Okay. 20 

MR. SIRI:  The rest of it is window 21 

dressing. 22 

H.O. LEUNG:  Right. 23 

MR. SIRI:  Everything else. 24 

H.O. LEUNG:  So, I have enough to make a 25 
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decision.  I am just going to summarize the -- I'm 1 

going to allow both sides to make arguments.  The 2 

issue in this case appears to be whether or not the -3 

- first off, Petitioner's 1, which is the order of 4 

the Health Department Commissioner issued on April 9, 5 

2019, which everyone agrees remained in effect until 6 

the next scheduled Board of Health meeting, which was 7 

on April 17th.  Petitioner's 2 is the Board of Health 8 

resolution dated April 17th.  There is a dispute as 9 

to whether the language of the Board of Health 10 

resolution, number one, continued the order issued by 11 

the Health Commissioner.  The record should reflect 12 

that Counsel, Mr. Siri has made an argument that 13 

there is no explicit language in the resolution P2 14 

which directly states in summons substance that the 15 

Commissioner's Order is hereby continued.  There is 16 

nothing expressed in that and that's agreed that from 17 

the Health Department that there is nothing 18 

expressed.  The issue as to whether or not it's 19 

continued is a factual issue, ire-, irrespective of 20 

whether or not Department of Health concedes that.  I 21 

understand your argument.  The second issue is 22 

whether or not the resolution on its own, 23 

Petitioner's 2 was something that was alleged in the 24 

summons putting respondent on notice that he needed 25 
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to comply with P2, the resolution.  And I understand 1 

both sides arguments here and I'll allow both sides 2 

to make argument as to -- 3 

MR. MERRILL:  Okay, the charter. 4 

H.O. LEUNG:  Mr. Siri, is there anything 5 

you want to add? 6 

MR. SIRI:  Yeah.  Just to say that the, the 7 

the -- even though it references the resolution, it 8 

in fact -- by referencing the resolution, it defines 9 

resolution in this violation.  It specifically 10 

defines the word, what -- if you look at the 11 

violation -- 12 

H.O. LEUNG:  Just, just for the record, 13 

what are you reading and what are you pointing out? 14 

MR. SIRI:  Right.  So, when you look at the 15 

summons -- 16 

H.O. LEUNG:  Okay. 17 

MR. SIRI:  -- 30198-, -- 18 

H.O. LEUNG:  We are looking at the summons. 19 

MR. SIRI:  So, looking at the summons -- 20 

H.O. LEUNG:  Okay.  Go ahead. 21 

MR. SIRI:  -- you can see it starts by 22 

refre-, referencing the Commissioner's Order and it 23 

defines the word order.  Do you see that? 24 

H.O. LEUNG:  Just, just tell -- state the 25 
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language you are reading to. 1 

MR. SIRI:  Yeah.  Absolutely. 2 

H.O. LEUNG:  Okay. 3 

MR. SIRI:  It says -- so, the violation 4 

description begins -- 5 

H.O. LEUNG:  Yeah. 6 

MR. SIRI:  -- in response to the active 7 

measles outbreak in certain parts of Brooklyn, the 8 

New York City Commissioner of Health declared a 9 

public health emergency on April 9, 2019 and 10 

published a Commissioner's Order. 11 

H.O. LEUNG:  Right. 12 

MR. SIRI:  Defined as order (order). 13 

H.O. LEUNG:  Right. 14 

MR. SIRI:  So, order means the 15 

Commissioner's order that expire by Provision of Law 16 

on April 17th, I believe there is no dispute about 17 

that. 18 

H.O. LEUNG:  Can, can I stop -- 19 

MR. SIRI:  Yeah. 20 

H.O. LEUNG:  -- you there?  And I 21 

understand your argument. 22 

MR. SIRI:  Yes. 23 

H.O. LEUNG:  Can you address this argument 24 

because ultimately, I have to write a decision.  And 25 
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this is something that I want both sides to address.  1 

The following sentence on the summons which is the 2 

second full sentence, on April 17, 2019, the New York 3 

City Board of Health unanimously approved the 4 

resolution continuing the public health emergency and 5 

requirement that all persons living, working or 6 

attending schools in these effected zip codes be 7 

vaccinated against measles. 8 

MR. MERRILL:  And I have had the other next 9 

sentence too, Your Honor, that one as well which is 10 

the resolution further provides that any person who 11 

is not vaccinated or the parent or guardian of the 12 

child who is not vaccinated shall be fined unless 13 

they demonstrate proof of immunity or that 14 

immunization is not medically appropriate.  It seems 15 

like an order. 16 

H.O. LEUNG:  So -- I, I guess the question 17 

I have is -- 18 

MR. SIRI:  But you keep -- I, I would like 19 

to continue reading it, Your Honor. 20 

H.O. LEUNG:  Yeah, sure. 21 

MR. SIRI:  Because it goes on and it says -22 

- 23 

H.O. LEUNG:  Well, well -- 24 

MR. SIRI:  -- and, and, and I agreed -- 25 
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H.O. LEUNG:  No, no, I understand Mr. Siri. 1 

MR. SIRI:  And it -- yeah. 2 

H.O. LEUNG:  Yeah, go ahead. 3 

MR. SIRI:  Yeah, and, and then it goes on 4 

and says and a review of the records and then it ends 5 

by saying the respondents failed to vaccinate 6 

otherwise acceptable proof of immunity in violation 7 

of the order. 8 

H.O. LEUNG:  Correct. 9 

MR. SIRI:  It is alleging a violation of 10 

the order.  That is all that this violation 11 

description -- 12 

H.O. LEUNG:  Mr. Siri, I understand your 13 

argument that a portion of the allegation on the 14 

summons refers only to the order.  What I would like 15 

you to address and my question was -- 16 

MR. SIRI:  Yes. 17 

H.O. LEUNG:  -- the following sentences.  18 

On April 17, 2019, the New York City Board of Health 19 

unanimously approved a resolution, -- 20 

MR. SIRI:  That's right. 21 

H.O. LEUNG:  -- and resolutions in 22 

paragraph. 23 

MR. SIRI:  That's right. 24 

H.O. LEUNG:  Continuing the public health 25 
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emergency and requirement that all persons living, 1 

working or attending schools in these effected zip 2 

codes be vaccinated against measles.  The resolution 3 

further provides that any person who is not 4 

vaccinated or the parent and or guardian of the child 5 

who is not vaccinated shall be fined unless they 6 

demonstrate proof of immunity or that immunization is 7 

not medically appropriate.  How do those two 8 

sentences not put your client on notice that they 9 

were to comply with the resolution irrespective of 10 

your argument that the final sentence only refers to 11 

the order? 12 

MR. SIRI:  Because Your Honor, words have 13 

meaning.  And in the violation description, it has to 14 

tell you what you are in violation of.  The fact that 15 

it has -- I think the fact that it even defines the 16 

word resolution further supports why they chose, Your 17 

Honor, to say at the end, you are in violation of the 18 

order, I don't know. 19 

H.O. LEUNG:  Okay. 20 

MR. SIRI:  That's their choice.  But that's 21 

what they chose to say that my client was in 22 

violation of.  It did not say my client was in 23 

violation of the resolution in this, in this 24 

violation description.  I think that, I think that if 25 
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you want to, you know, we are not talking here about 1 

giving somebody a little, you know, you are talking 2 

here about requiring an injection of a product into, 3 

into somebody's body.  I think you need to give some 4 

very clear and explicit notice of what you are 5 

alleging they are violating.  I think that if you 6 

don't reference the right order of code, section, 7 

that's on them.  That the least, Your Honor, a 8 

minimal safeguard due process, minimal safeguard due 9 

process require you to make clear what it is you 10 

violated.  They said what you've -- they, they, they 11 

wrote you violated the order.  They chose to do that, 12 

you know, that's it.  If they wanted to say you 13 

violate resolution, they could have done that.  It, 14 

it shouldn't have to be my client who is not a 15 

lawyer, who is not an attorney, who don't know how to 16 

speak English that well to try to figure out 17 

precisely what it is, you know, they are being 18 

claimed they are in violation of.  They should be 19 

able to read it and say, okay, it says I'm violating 20 

the order, period. 21 

H.O. LEUNG:  Okay.  I don't know if you 22 

answered my question but I think I -- you did.  You 23 

are saying that the final sentence because it 24 

contains the alleged violation of the order controls 25 
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because there is no sub -- there's no equivalent 1 

allegation.  In other words, there's no -- 2 

respondents failed to vaccinate child CR or otherwise 3 

submitted acceptable proof of immunity in violation 4 

of the order or resolution which is what you are 5 

saying is required if they are going to allege that 6 

he violated the resolution.  Is that a correct 7 

summation of the argument? 8 

MR. SIRI:  It should say, it should say –- 9 

H.O. LEUNG:  Right. 10 

MR. SIRI:  Right.  It should -- the charge 11 

should say, you know, if you look the charging 12 

documents, it says in charging documents, criminal 13 

court even if it's -- 14 

H.O. LEUNG:  Right. 15 

MR. SIRI:  This is what you have violated.  16 

It should tell you what you vio-, it doesn't say in 17 

here anything other than that you've -- that my 18 

client has violated the order.  It doesn't say in 19 

here that it's -- and it say -- it doesn't say in 20 

here that they violated the resolution.  That's not 21 

what it's alleged. 22 

H.O. LEUNG:  Okay.  Anything else from 23 

either side? 24 

MR. MERRILL:  Your Honor, no, it's just 25 
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that we fundamentally disagree at that.  The NOV is 1 

only -- to the extent that it put you on notice about 2 

the resolution.  It does that and it cites 3.05 and 3 

that's enough. 4 

H.O. LEUNG:  Okay.  I have enough to make a 5 

decision.  Is there anything else anyone wants to put 6 

on the record before I close the hearing? 7 

MR. SIRI:  I'm not -- on just that 8 

argument, Your Honor.  I've got lots of other 9 

arguments.  That's just the first. 10 

H.O. LEUNG:  Okay.  So, you, you have other 11 

things to do? 12 

MR. SIRI:  Yeah. 13 

H.O. LEUNG:  Okay. 14 

MR. SIRI:  That's just the first -- 15 

H.O. LEUNG:  Okay.  Okay. 16 

MR. SIRI:  That's just the first -- 17 

H.O. LEUNG:  Okay. 18 

MR. SIRI:  -- argument. 19 

H.O. LEUNG:  Here I was waiting to close 20 

the hearing. 21 

MR. SIRI:  I have got a lot of arguments, 22 

oh, no. 23 

H.O. LEUNG:  Okay.  Let's, let's move on to 24 

the next argument. 25 
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MR. SIRI:  We are -- okay. 1 

H.O. LEUNG:  Yeah. 2 

MR. SIRI:  Were you saying you were going 3 

to rule on that argument? 4 

H.O. LEUNG:  No, no, I don't rule anything.  5 

I take things under advisement and I write a 6 

decision. 7 

MR. SIRI:  Okay. 8 

H.O. LEUNG:  You get a decision in 30 days. 9 

MR. SIRI:  Okay. 10 

H.O. LEUNG:  The things that I ruled here 11 

today, the only I ruled was your request to have -- 12 

MR. SIRI:  The hearing officer. 13 

H.O. LEUNG:  -- the hearing -- no, the 14 

issuing officer up here. 15 

MR. SIRI:  The issuing officer. 16 

H.O. LEUNG:  Because I heard -- obviously 17 

if I rule that you are entitled to it, we're going to 18 

adjourn the hearing.  So, whether or not we have the 19 

hearing is determinative on me making that decision, 20 

that's why I ruled immediately but everything else, 21 

the motions to dismiss, your argument, I'm going to 22 

take under advisement and issue a written decision.  23 

Since you have many other decisions and we have many 24 

other cases, I'm going to ask you, you move along to 25 
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your next argument. 1 

MR. SIRI:  Yeah.  I, I -- absolutely.  2 

Okay.  So -- 3 

[OFF MIC CONVERSATION] 4 

MR. SIRI:  Okay.  So, the second ground, 5 

Your Honor, that we move to, to find that this 6 

summons was not properly issued is that pursuant to 7 

the New York Administrative Code Section 17-148C, 8 

okay, it provides that the Board's resolution must be 9 

published for three days before the public is deemed 10 

to be on notice of the requirements of the 11 

resolution. 12 

H.O. LEUNG:  Okay. 13 

MR. SIRI:  Okay.  If Your Honor would like 14 

I can read into the record -- 15 

H.O. LEUNG:  No. 16 

MR. SIRI:  -- the provision. 17 

H.O. LEUNG:  I have the provision, you 18 

don't, you don't need to read. 19 

MR. SIRI:  Wonderful. 20 

H.O. LEUNG:  That's right. 21 

MR. SIRI:  I'll keep going. 22 

H.O. LEUNG:  So, you are saying it's failed 23 

to do that or prove -- 24 

MR. SIRI:  Right.  And, and I'd, I'd like 25 
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to put in as the -- as -- into evidence.  I have -- 1 

so, I'm, I'm going to be handing Your Honor a copy of 2 

the, the City register notice of publication of the 3 

resolution. 4 

H.O. LEUNG:  Okay.  I'm going to mark this 5 

–- you're -- as Respondent's -- did you put anything 6 

else into evidence at all? 7 

MR. SIRI:  Not yet. 8 

H.O. LEUNG:  Okay.  I'm going to -- 9 

MR. SIRI:  This is the first. 10 

H.O. LEUNG:  -- mark this as Respondent's 11 

1. 12 

MR. SIRI:  Okay. 13 

[OFF MIC CONVERSATION] 14 

H.O. LEUNG:  Okay.  The record should 15 

reflect that Respondent's 1 is a print out of the New 16 

York City record online report for the Board of 17 

Health measles resolution dated 04/17/2019, 18 

publication date lists here as 04/22 to 04/24/2019.  19 

Any objection to Respondent's 1 coming into evidence? 20 

MR. MERRILL:  No, Your Honor. 21 

H.O. LEUNG:  Okay.  Department of Health 22 

does not object.  Respondent's 1 into evidence.  23 

Okay.  What would you like to comment on Respondent's 24 

1? 25 
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[Respondent's Exhibit 1 admitted into 1 

evidence.] 2 

MR. SIRI:  Sure.  So, the publication, the 3 

three days ended on April 24th but yet, the violation 4 

was issued on April 21st, that's the date and time of 5 

occurrence written on the summons, Your Honor, which 6 

means it was issued not even during the three days 7 

which in -- which itself wouldn't have been valid.  8 

But it was issued even before the three days of 9 

notice that was required for publishing the, the, 10 

the, the resolution and hence, it was improperly 11 

issued. 12 

H.O. LEUNG:  Counsel for DOH? 13 

MR. MERRILL:  Just give me a moment, Your 14 

Honor.  I just want to read on something accordingly.  15 

I mean, I think you got to take the -- Your Honor, I 16 

think you got to relate two things together that you 17 

can't have it that -- not into the fact.  So, you 18 

know, if, if he is going to say that the Board of 19 

Health resolution was in effect, then the order is 20 

still in effect [unintelligible] [00:54:51] argue.  21 

They can't be -- it can't be that there is this gap.  22 

So, it's either one or the other. 23 

MR. SIRI:  Just two quick things.  First, 24 

obviously, this is an argument in the alternative, 25 
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right?  In that, I just want to make very clear for 1 

the record that our position is the resolution is not 2 

alleged of being violated in this order, in -- excuse 3 

me, in the summons. 4 

H.O. LEUNG:  Right. 5 

MR. SIRI:  So, I am arguing the alternative 6 

at the moment that to the extent you found the 7 

resolution to actually be in effect and that the 8 

resolution, excuse me, was alleged to have been 9 

violated in the summons despite not saying that in 10 

the summons.  It was not effective that, that, that 11 

it was improper to have issued this violation on the 12 

date of issuance. 13 

[CROSSTALK] 14 

MR. SIRI:  And to respond.  No, no, and 15 

just –- 16 

H.O. LEUNG:  Okay.  Yes. 17 

MR. SIRI:  And now directly to respond to 18 

Mr. Merrill's point, the Board is free to pass a 19 

resolution when it did but that doesn't change the 20 

notice requirements as we know. 21 

H.O. LEUNG:  I understand your argument.  22 

You are saying that the summons was issued on 04/21 23 

and that the notice provided by this publication was 24 

first published for three days beginning on April 25 
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22nd and ending on April 24th and that any summons 1 

should have been issued 25th, 26th, 27th.  That the 2 

fact that it was issued before this was even 3 

published is insufficient notice in terms of the -- 4 

as it pertains to the resolution.  I understand your 5 

argument and that your position, I understand your 6 

position. 7 

MR. MERRILL:  It would be that the order 8 

stays in effect till the, the service was made and, 9 

and, and when the resolution becomes effective 10 

because there is this requirement and it was put into 11 

effect but -- and you can't have it both ways.  It's 12 

going to be [unintelligible] [00:56:26] one way or 13 

the other. 14 

MR. SIRI:  Mr. Mer-, Merrill may not like 15 

the policy result of -- 16 

H.O. LEUNG:  So -- 17 

MR. SIRI:  -- way -- the way the law works 18 

but that's what the law provides.  It says, any 19 

exercise of the Board's power will be effective only 20 

until the next meeting of the Board.  It was done at 21 

the Board meeting.  It was over.  The fact that there 22 

is a gap between the Board meeting, right, and when 23 

the notice is done, the vio-, and then they can issue 24 

summonses again -- 25 
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H.O. LEUNG:  Can I ask a relevant question 1 

-- 2 

MR. SIRI:  Yes. 3 

H.O. LEUNG:  -- because this is what I am 4 

going to look at in the hearing. 5 

MR. SIRI:  Yes. 6 

H.O. LEUNG:  Assuming that your argument is 7 

valid, that the resolution is in effect, not in -- it 8 

was a notice, how -- 9 

MR. SIRI:  Yeah. 10 

H.O. LEUNG:  I'm sorry.  How do you deal 11 

with the issue of the, the possible issue that 12 

petitioner might raise that the Board on the 19th 13 

acted to continue the Commissioner's April 9th order 14 

and although -- and at -- on April 21st when your 15 

client was served with the summons, the order -- I'm 16 

not saying it's -- I'm just saying the argument -- 17 

MR. SIRI:  Yeah, I understand. 18 

MR. MERRILL:  -- the order was in effect. 19 

MR. SIRI:  There has been no evidence, I 20 

assume counsel's, you know, he just -- he's an 21 

attorney speaking -- 22 

H.O. LEUNG:  Yeah. 23 

MR. SIRI:  -- I -- there is no evidence on 24 

the record that I am aware of here today so far that 25 

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 67 RECEIVED NYSCEF: 01/04/2021



 PROCEEDINGS 

Geneva Worldwide, Inc. 

256 W 38 th Street, 10 th Floor, New York, NY 10018  

70 

shows that the resolution continued the order, right?  1 

It's, it's -- the only thing they have pointed to is 2 

the resolution language itself, is that correct? 3 

H.O. LEUNG:  The resolution, -- 4 

MR. SIRI:  Language itself. 5 

H.O. LEUNG:  -- the summons and the 6 

original orders are all the evidence that we have. 7 

MR. SIRI:  Right.  So, so -- 8 

H.O. LEUNG:  And then the respondent's -- 9 

MR. SIRI:  Right.  So, nothing -- 10 

H.O. LEUNG:  -- and the testimony. 11 

MR. SIRI:  Right.  I, I have not -- I would 12 

love to see the languages, I, I may have read it a 13 

few times.  I don't see anything in there that says 14 

the order is -- of the, of the Commissioner's hereby 15 

continue.  So, -- 16 

H.O. LEUNG:  Correct, it's not being 17 

explicit, right. 18 

MR. SIRI:  So, there's nothing in there 19 

that says -- 20 

H.O. LEUNG:  Yeah. 21 

MR. SIRI:  So, if -- what you are asking me 22 

is -- but if you found it was continued -- 23 

H.O. LEUNG:  Right. 24 

MR. SIRI:  -- right, could a violation 25 
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still be issued under the order.  And my answer to 1 

that is, no, and here is why.  I would say it's 2 

because what, what takes the place of the order is 3 

the resolution, and that's just the way 3.01 is 4 

structured. 5 

H.O. LEUNG:  Mm-hmm. 6 

MR. SIRI:  It's just, you know, that's -- 7 

laws are to be enforced the way they are written.  8 

And it says that any such exercises of authority 9 

shall be effective only until the next meeting of the 10 

Board.  So, at the next meeting of the Board, that 11 

Commissioner's Order became a legal nullity.  What 12 

took its place is the resolution -- 13 

H.O. LEUNG:  Well, I wanted to say a couple 14 

of things. 15 

MR. SIRI:  Yes. 16 

H.O. LEUNG:  I, I don't want to 17 

[unintelligible] [00:58:46] -- 18 

MR. SIRI:  Sure. 19 

H.O. LEUNG:  -- because I've done other 20 

cases and there are situations where if the Board 21 

continues the Commissioner's Order -- 22 

MR. SIRI:  Yes. 23 

H.O. LEUNG:  -- or finds that it's 24 

continued that we then have two live entities at that 25 
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point.  And that's why I'm asking the question. 1 

MR. SIRI:  Yes. 2 

H.O. LEUNG:  The live entity being the 3 

Commissioner's Order which is extended by the Board 4 

and then the Board's resolution.  So, you have two 5 

live entities at that point.  The question that I 6 

have is assuming that I, that I find that service was 7 

improper as to the resolution, I would like on the 8 

record for you to address the other possibility -- 9 

MR. SIRI:  Yes. 10 

H.O. LEUNG:  -- which is that the 11 

resolution extended the order and all the resolution 12 

may not be valid because service was not affected in 13 

a timely manner as per your argument.  How do you 14 

address the issue that the order could still be alive 15 

at that point by the, by the Board's -- 16 

MR. SIRI:  Right. 17 

H.O. LEUNG:  -- action? 18 

MR. SIRI:  To the extent that the order is 19 

as you say alive by, by, by operation of the 20 

resolution, it's really the resolution that's alive 21 

and the order becomes an exhibit to it essentially.  22 

The order itself by operation of law -- is gone.  It 23 

says any such actions of authority of the Board shall 24 

be effective only until the next meeting of the 25 
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Board.  So, that Commissioner's Order is a legal 1 

nullity. 2 

H.O. LEUNG:  Okay. 3 

MR. SIRI:  That the resolution chose to 4 

revive it, okay, the resolution chose to do that but 5 

it's the resolution that's alive and it's the 6 

resolution that then requires notice.  What has 7 

happened in OATH proceedings before as you know is 8 

not binding, you know. 9 

H.O. LEUNG:  I, I understand. 10 

MR. SIRI:  But, but, but, which, you know, 11 

and, and the fact, and the fact that, you know, the 12 

fact that folks have done things -- 13 

H.O. LEUNG:  Right. 14 

MR. SIRI:  -- certain ways -- 15 

H.O. LEUNG:  I understand -- 16 

MR. SIRI:  -- can't change what the law 17 

provides. 18 

H.O. LEUNG:  And again, the reason why I am 19 

saying this is -- 20 

MR. SIRI:  Yes. 21 

H.O. LEUNG:  -- because when everyone 22 

leaves the room and I have to write it, -- 23 

MR. SIRI:  Yes. 24 

H.O. LEUNG:  -- these are the issues that I 25 
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have to address.  How do you address the, the 1 

whereas, second from the -- the third from the bottom 2 

on Petitioner's 2 which is the resolution? 3 

MR. SIRI:  Whereas second from the bottom? 4 

H.O. LEUNG:  Yeah.  Third from the bottom. 5 

MR. SIRI:  Third from the bottom. 6 

H.O. LEUNG:  Do you see that? 7 

MR. SIRI:  Yeah. 8 

H.O. LEUNG:  Okay.  Whereas -- 9 

MR. SIRI:  I, I think that -- whereas 10 

pursuant -- I think that actually is precisely -- 11 

H.O. LEUNG:  Right. 12 

MR. SIRI:  -- it supports the point I have 13 

been marking.  Whereas pursuant to Health Code 14 

section 3.01, the order issued by the Commissioner is 15 

only in effect until the Board of Health convenes it 16 

and either continues or rescinds the Commissioner's 17 

exercise of authority.  Even the Board made it clear 18 

and understood what happens to the order.  It needs 19 

to be either continued or rescinded, right? 20 

H.O. LEUNG:  Right. 21 

MR. SIRI:  And in it, it does -- it still 22 

doesn't say in here. 23 

H.O. LEUNG:  So, what do you say happened -24 

- what did the resolution do to the order in your 25 
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opinion? 1 

MR. SIRI:  The -- in my opinion, what the 2 

resolution does is it doesn't rescind it and it 3 

doesn't continue it. 4 

H.O. LEUNG:  Okay.  I understand your 5 

argument. 6 

MR. SIRI:  But for the purposes of this 7 

argument that I'm making about notice, I actually 8 

don't think that matters. 9 

H.O. LEUNG:  Right. 10 

MR. SIRI:  Does it? 11 

H.O. LEUNG:  The notice matters to the 12 

resolution.  I'm talking about the order.  So, my 13 

question to you is, your position is that the 14 

resolution doesn't address continuing or -- 15 

MR. SIRI:  It doesn't con-, continuing -- 16 

H.O. LEUNG:  Or rescinds -- 17 

MR. SIRI:  -- or rescinding. 18 

H.O. LEUNG:  -- Commissioner's Order, is 19 

that correct? 20 

MR. SIRI:  Right.  That's right.  But even 21 

if it -- it, it doesn't. 22 

H.O. LEUNG:  Right. 23 

MR. SIRI:  But even if it did, it would be 24 

basically reviving the Commissioner's Order -- 25 
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H.O. LEUNG:  Right. 1 

MR. SIRI:  -- as through the resolution. 2 

H.O. LEUNG:  We've been talking a lot.  I'm 3 

going to give Department of Health -- 4 

MR. SIRI:  Yeah, yeah. 5 

H.O. LEUNG:  -- an opportunity.  Counsel 6 

for Department of Health, do you want to address some 7 

of the issues that I have been asking? 8 

MR. MERRILL:  I think -- yeah, I think we 9 

have to go back and if you remember that this was an 10 

emergency that the Commissioner [unintelligible] 11 

[01:02:12] you know, acted appropriately.  The Board 12 

did continue the requirement that, that people be 13 

vaccinated.  The only thing the words change, yes or 14 

no, you know, whatever, but you can -- it cannot be 15 

and I think, you know, again, when the -- this is a 16 

remedial action too.  The re-, that requirement had 17 

to still be in effect.  It had to be in effect until 18 

the Board, the resolution was in effect. 19 

H.O. LEUNG:  What, what is, what is your 20 

position, counsel for DOH regarding what the reso-, 21 

what the board did in its resolution vis-à-vis the 22 

Commissioner's Order?  Did it rescind it, did it 23 

continue or did it not do -- address it in anyway? 24 

MR. MERRILL:  It doesn't, it doesn't -- it, 25 
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it continued the basic requirement that people be 1 

immunized until, until this becomes effective and 2 

take over.  And then this became the document but -- 3 

so -- but I would argue that the effective date of 4 

that in question has to be the date that it's served.  5 

And that until then and all they are charged in the 6 

NOV, there was a requirement under both that people 7 

be immunized and this woman was not immunized.  She 8 

continues not to be immunized and the child continues 9 

not to be immunized in violation of the order. 10 

MR. SIRI:  I would object to hearsay but 11 

obviously you said that's not appropriate. 12 

H.O. LEUNG:  Yeah, hearsay is permitted. 13 

MR. SIRI:  Can I please -- 14 

MR. MERRILL:  But we should -- we could 15 

save a lot of time -- 16 

H.O. LEUNG:  Counsel -- 17 

MR. SIRI:  Go ahead. 18 

MR. MERRILL:  Okay. 19 

H.O. LEUNG:  What is your position, Mr. 20 

Merrill as to whether or not on April 21st when the 21 

summons was issued as to whether or not the 22 

Commissioner's Order P1 was, was or was not in 23 

effect? 24 

MR. MERRILL:  I, I, I think that the -- I 25 
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think that, that the -- at that time, the resolution 1 

was in effect.  That the resolution, it says that it 2 

took effect immediately, if you look at the last 3 

sentence. 4 

H.O. LEUNG:  Okay. 5 

MR. MERRILL:  And, and I would go again, I 6 

would -- if, if -- so if you are going to say that 7 

the service was short because it was before the, the 8 

third publication, then I think it's a service issue. 9 

H.O. LEUNG:  Right. 10 

MR. MERRILL:  But I do, I do believe 11 

looking at the terms of the, the resolution it says 12 

that it took effect immediately. 13 

H.O. LEUNG:  Okay.  Alright.  Is there 14 

anything -- do you have any other arguments because 15 

you said you had a whole bunch, so I -- 16 

MR. SIRI:  Yeah.  Yes. 17 

H.O. LEUNG:  Okay.  Go ahead. 18 

MR. SIRI:  Okay.  Third --  19 

[OFF MIC CONVERSATION] 20 

MR. SIRI:  Your Honor, may I, may I just 21 

put on the record constitutional arguments of just 22 

personally, I will just say that -- 23 

H.O. LEUNG:  Absolutely. 24 

MR. SIRI:  -- to preserve them for appeal -25 
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- 1 

H.O. LEUNG:  Sure. 2 

MR. SIRI:  -- as I understand you can't 3 

rule on them. 4 

H.O. LEUNG:  Yeah. 5 

MR. SIRI:  Okay. 6 

H.O. LEUNG:  You can put any, any one on 7 

the record. 8 

MR. SIRI:  I'm going to -- I, I -- and I, 9 

and I -- to, to be judi-, to be efficient, I would 10 

just -- I would not argue them.  I will simply state 11 

what violations I believe had occurred. 12 

H.O. LEUNG:  Okay. 13 

MR. SIRI:  Okay.  And so, you know, I 14 

understand the tribunal can't adjudicate constitution 15 

-- constitutional issues but I want to preserve the 16 

record that holding respondents in violation for 17 

simply existing in their homes, in the state that God 18 

created them and issuing them a violation for not 19 

injecting a product to their children against an 20 

uninformed decision violates the constitutional 21 

rights to inform consent under the New York State 22 

Constitution and U.S. Constitution, parental choice 23 

under the New York State Constitution and U.S. 24 

Constitution, bodily integrity under the New York 25 
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State and U.S. Constitution, free exercise of 1 

religion under the New York State and U.S. 2 

Constitution, substantive due process to life and 3 

liberty under the New York State and U.S. 4 

Constitution, procedural due process under the New 5 

York State and United States Constitution, the Ninth 6 

Amendment right under the United States Constitution 7 

and the cruel and unusual punishment under the New 8 

York State and United States Constitution.  And I, I 9 

would also add that the, you know, the, the 10 

Commissioner's Order and resolution to the effect -- 11 

statute find it effective and the summons are also in 12 

access of jurisdiction, we believe error of law, 13 

arbitrating capricious and abuse of discretion, and 14 

abuse of discretion as to the measure and, and mode 15 

of the penalty.  And I would like to just preserve 16 

those for the record, Your Honor.  I would also ask 17 

that in order for me to properly address most of 18 

those arguments, I would need to conduct discovery 19 

and, and because of that, I, I am going to make an 20 

application to depose the Commissioner of the New 21 

York City Department of Health who issued the 22 

resolution as well as the -- to the extent that if 23 

Your Honor found that the resolution was effective, I 24 

would also seek to depose the, the representative of 25 
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the Board of Health. 1 

H.O. LEUNG:  We have representatives for 2 

the Board of Health here.  Which, which 3 

representative -- 4 

MR. SIRI:  The, the actual -- the, the head 5 

of the Board of Health.  I would seek to depose both 6 

of those individuals. 7 

H.O. LEUNG:  The Commissioner of the 8 

Department of Health? 9 

MR. SIRI:  The Commissioner of the 10 

Department of Health.  Is that the person who is the 11 

head of Board of Health? 12 

MR. MERRILL:  She is the chair. 13 

MR. SIRI:  Thank you very much.  Then I 14 

would seek to just depose the Commissioner of the 15 

Department of Health. 16 

H.O. LEUNG:  Okay.  Can you just summarize 17 

-- 18 

MR. SIRI:  Yes. 19 

H.O. LEUNG:  -- your basis for your 20 

discovery request? 21 

MR. SIRI:  Sure, Your Honor.  The, the, the 22 

basis for the application is that in order to make a 23 

fulsome record as to the violations of, of the New 24 

York State Constitution and U.S. Constitution as well 25 
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as to various other provisions of law including CPLR, 1 

it's Article 78 of the, of the CPLR having a fulsome 2 

record as to the factual basis upon which the 3 

Commissioner decided, every single sentence in the 4 

resolution and the order is necessary.  I could -- I 5 

don't want to belabor it but there are lots of 6 

representations in the order.  For example, that 7 

measles -- with regards to measles, with regards to 8 

the MMR, with regards to the safety and efficacy of 9 

that product, as well as with regards to the concerns 10 

regarding the measles virus.  And, and those underpin 11 

the ultimate order in here and I think that the 12 

Commissioner should have to answer to, you know, be 13 

able to be put to the proof of her claims in this 14 

order.  To -- in order to actually address those 15 

constitutional and, and other grounds which I 16 

understand you can't adjudicate at this level.  I 17 

would also -- 18 

H.O. LEUNG:  Before, before you move on -- 19 

MR. SIRI:  Yes, please. 20 

H.O. LEUNG:  I want to just put on the 21 

record for that, we have a physician here who is a 22 

representative of the Department of Health who can 23 

address those underpinning questions that you have.  24 

So, again, I'm going to ask you what is it about the 25 
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Commissioner herself that you would like to ask that 1 

cannot be answered by the physician here regarding 2 

those specific questions that you just addressed. 3 

MR. SIRI:  Well, Commissioner issued the 4 

order, Your Honor. 5 

H.O. LEUNG:  I understand that, but we have 6 

representatives of the Commissioner here who are 7 

standing in for her in terms of representing them 8 

here. 9 

MR. SIRI:  And they speak on her behalf? 10 

H.O. LEUNG:  They are representative of the 11 

Department just like district attorneys represented 12 

by assistant district attorneys, -- 13 

MR. SIRI:  Alright. 14 

H.O. LEUNG:  -- general counsels are here 15 

for them. 16 

MR. SIRI:  Right.  So, as you know, when, 17 

you know, you bring those cases, you bring them 18 

against the actual Commissioner and their capacity 19 

obviously as the Commissioner of the department but 20 

against the Commissioner themselves.  And so, I'm 21 

asking are they speaking on behalf of the 22 

Commissioner here today? 23 

H.O. LEUNG:  I'm going to -- you can ask 24 

them the question.  How do you want to address this? 25 
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MR. MERRILL:  Well, I'm not sure what he -- 1 

in terms of what he is asking.  I'm, I'm having a 2 

hard time understanding how -- I think this is really 3 

just on the [unintelligible] [01:10:19] ploy because 4 

I am having a hard time understanding -- 5 

MR. SIRI:  I object to that. 6 

MR. MERRILL:  Well, but, but hear me out, 7 

Mr. Siri. 8 

MR. SIRI:  That's okay, but --  9 

MR. MERRILL:  Because I, I have a hard time 10 

understanding how a deposition is relevant, you know, 11 

if you believe this is unconstitutional which by the 12 

way the courts haven't agreed with that decision, 13 

then okay, you know, you could -- you should be able 14 

to articulate how un-, unconstitutional regardless of 15 

deposing the Commissioner on, on what she believes 16 

and science believes on, on measles and, and the 17 

efficacy of the vir-, of the, the MMR.  And we should 18 

point out there was litigation challenging the order, 19 

it was upheld.  So, the constitutional arguments were 20 

rejected in terms of the free exercise that was 21 

rejected in Prince [phonetic] versus City of New 22 

York.  It was again more recently objected -- 23 

rejected in the unsuccessful challenge to the New 24 

York State elimination of a religious exemption to 25 
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vaccine.  So, again, you can put on the record that 1 

you believe all of these things are unconstitutional.  2 

You can -- but not everyone is going to agree with 3 

you and a lot of courts haven't but they come out and 4 

say, well, I need to depose the plan -- you know, and 5 

ask a whole bunch of questions on, on, on the 6 

medicine on why you believe measles are bad and why 7 

you believe the MMR is safe.  I don't think -- I, I 8 

have a really hard time understanding how it goes to 9 

those constitutional arguments. 10 

MR. SIRI:  So, the only persons I heard 11 

address was on the free exercise, not the -- all of 12 

the grounds that I raised.  That's one and second -- 13 

MR. MERRILL:  I -- 14 

H.O. LEUNG:  -- I am not here to response 15 

to your question, Your Honor, whether or not they are 16 

here speaking on behalf of the Commissioner who 17 

actually issued the order. 18 

H.O. LEUNG:  Okay.  I think that's like a 19 

hyper technical question.  They are a representative 20 

of the agency which the Commissioner is the head of.  21 

So, you are saying, do they directly represent and 22 

speak for the Commissioner?  I mean, that's -- I, I 23 

don't know if, I don't know if you want to ask -- 24 

MR. MERRILL:  I mean, if he wants to, like 25 
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so again, I'm not sure.  I'm probably picking a poke 1 

here because I don't know what he wants to ask.  If 2 

he wants to ask our position on measles and vaccine, 3 

Dr. Rosen clearly, I think, can testify about that 4 

and speak for the, you know, the agency and that you 5 

know, -- 6 

H.O. LEUNG:  So, Counsel, based upon your 7 

record and you may have more basis of your reason for 8 

deposing the Commissioner, I'm going to deny you 9 

because I believe that this doctor here can answer 10 

those questions.  I'm going to give you a full 11 

opportunity to start if you want to ask the doctor 12 

questions, please do. 13 

MR. SIRI:  Okay.  I will get to those.  14 

I've got few, just few more quick procedural things, 15 

Your Honor, beforehand. 16 

H.O. LEUNG:  Okay. 17 

MR. SIRI:  And we'll, we will get to that. 18 

[OFF MIC CONVERSATION] 19 

H.O. LEUNG:  Okay.  Go ahead, Counsel. 20 

MR. SIRI:  Okay.  Okay. 21 

CROSS EXAMINATION OF DR. ROSEN 22 

BY MR. SIRI 23 

Q: I'm sorry, doc -- was it Doctor –- 24 

A: Rosen. 25 
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Q: Dr. Rosen, alright.  Good morning.  I'm going to 1 

ask you few questions, Dr. Rosen.  If you don't understand 2 

any of the questions at any time, please let me know, 3 

okay?  Sorry? 4 

A: Yes. 5 

Q: Okay. 6 

MR. SIRI:  And, and the witness was sworn 7 

in? 8 

H.O. LEUNG:  Yes, she was. 9 

MR. SIRI:  Okay. 10 

Q: And you understand you are testifying under 11 

penalty of perjury, correct? 12 

A: Correct. 13 

Q: Okay.  In order to streamline some of my 14 

questions, I'm going to just read you a list of acronyms 15 

and if you can tell me what they mean, this way, we have 16 

defined terms as we go through some questioning relating 17 

to the order.  HHS, do you -- what does that stand for, if 18 

you know? 19 

A: Health and Human Services. 20 

Q: Yeah.  The, the department of Health and Human 21 

Services.  And, and CDC? 22 

A: Centers for Disease Control and Prevention. 23 

Q: And prevention, correct? 24 

A: Yes. 25 
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Q: Okay.  Have you ever worked for the CDC or have 1 

been involved with the CDC? 2 

A: I have. 3 

Q: Okay.  When did you work for the CDC? 4 

A: From 2007 through 2009. 5 

Q: And what, what did you do there? 6 

A: I served as an Epidemic Intelligence Service 7 

Officer. 8 

Q: And you are aware that HHS is the department 9 

under which the CDC -- is an agency under the Department 10 

of HHS, correct? 11 

A: Correct. 12 

Q: Okay.  And what does the FDA stand for? 13 

A: Food and Drug Administration. 14 

Q: Okay.  And, and ACIP? 15 

A: Advisory Committee on Immunization Practices. 16 

Q: And that is a community within the CDC, correct? 17 

A: Correct. 18 

Q: Okay.  And they are the ones who essentially are 19 

the -- is the board that decides the CDC's vaccination 20 

schedule that most physicians in the country follow, 21 

correct? 22 

A: They make the national recommendations for the 23 

routine immunization program. 24 

Q: So, when you pull up the CDC immunization 25 
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schedule, that's the schedule that ACIP has voted upon 1 

essentially? 2 

A: With the ACIP recommendations. 3 

Q: Yeah.  And, and the IOM? 4 

A: That's the Institute of Medicine. 5 

Q: And that's part of the National Academy of 6 

Sciences, correct?  And that is not part of HHS unlike the 7 

CDC and FDA, correct? 8 

A: Correct. 9 

Q: That they are an independent body? 10 

A: Correct. 11 

Q: They are hired to conduct science and scientific 12 

reviews, right? 13 

A: I can't speak to the process for hiring. 14 

Q: Okay.  As the CD -- okay, fair enough.  Have you 15 

worked for any other federal health agencies other than 16 

the CDC? 17 

A: No. 18 

Q: Okay. 19 

A: I was with the Commissioned Corps. 20 

Q: With the what, I'm sorry? 21 

A: I was an employee of the Commissioned Corps when 22 

I was based at the CDC. 23 

Q: Okay. 24 

A: The U.S. Public Health Service. 25 
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Q: Great.  So, so, you got to wear the regalia?  1 

Okay. 2 

A: I did. 3 

Q: Are you familiar with the National Childhood 4 

Vaccine Injury Act of 1986? 5 

A: Not very familiar. 6 

Q: But are, are you at least aware that it is the 7 

Act that gave immunity to liability to pharmaceutical 8 

companies for injuries caused by their vaccine products? 9 

A: I don't know the details. 10 

Q: But I'm asking for your -- what your knowledge 11 

is.  Are you aware whether or not pharmaceutical companies 12 

can be sued for injuries caused by their vaccine products? 13 

A: I am not aware of it. 14 

Q: You don't know? 15 

A: No. 16 

Q: Okay.  So, what do you know about the National 17 

Childhood Vaccine Injury Act of 1986? 18 

A: I -- that's -- I don't know.  I mean, I rarely 19 

[unintelligible] [01:17:16] that act. 20 

Q: Nothing at all?  So, you are not aware that the 21 

manufacturer of the MMR vaccine, Merck, cannot be sued for 22 

injuries caused by their MMR vaccine? 23 

A: I am not familiar with the process for 24 

manufacturing companies. 25 
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Q: Are you aware -- but are you, are you aware that 1 

-- you can answer yes or no on that one, I would pre-, --2 

are you, are you -- 3 

A: No, I'm not aware. 4 

Q: You are not aware of that?  So, you are not aware 5 

that Merck can be sued for injuries caused by the MMR 6 

vaccine? 7 

A: No. 8 

Q: Okay.  What's a virus? 9 

A: A virus is a -- it's an infectious disease 10 

particle that can lead to an illness, of which measles is 11 

one example. 12 

Q: Okay.  How does it lead to illness? 13 

A: It enters a person's body through different 14 

possible routes.  It could be respiratory, it could be 15 

through the blood.  And it can replicate and it can cause 16 

-- it can in-, infect different organs of the body and 17 

cause symptoms. 18 

Q: Alright.  Viruses replicate and they take over 19 

the cell, cells in the body either they are going to DNA 20 

or they [unintelligible] [01:18:40] fluids, right? 21 

A: Correct. 22 

Q: And then they can -- the, the cells, okay.  23 

Alright.  So, and, and usually, the route of infection is 24 

actually on the costal surfaces, right, your eyes, your 25 
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intestinal tract, your lungs, that's the normal route that 1 

you would -- a human being would be contact with the 2 

virus, correct? 3 

A: That's a common route, yes. 4 

Q: Okay.  Did you discuss your appearance or 5 

testimony here today with anybody before today, before, 6 

before this hearing started? 7 

A: Yes, at work, it was discussed that I would be 8 

attending here. 9 

Q: Okay.  Who did you discuss that with? 10 

A: The people that are in the room. 11 

Q: Other than your conversations with counsel, 12 

anybody that wasn't an attorney? 13 

H.O. LEUNG:  I'm, I'm going to just put on 14 

the record this is the Hearing Officer speaking.  Mr. 15 

Siri, what I'm going to do is, I'm going to allow you 16 

ask a relevant questions and I understand -- 17 

MR. SIRI:  I'm just, I'm just getting a 18 

foundation going. 19 

H.O. LEUNG:  I understand that. 20 

MR. SIRI:  And it's taking long. 21 

H.O. LEUNG:  The reason why I'm, I'm, I'm 22 

cutting this short and I ask you to cut it short is I 23 

want you to get to the issues regarding the policy.  24 

I think you had some policy issues.  I don't want 25 
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this to be a mid-round.  I, I know you asked for a 1 

deposition of the Commissioner and you asked whether 2 

or not [unintelligible] [01:20:00] spoke to the 3 

Commissioner.  So, what I'm going to do is just limit 4 

your questions to relevancy as to what we are here 5 

for which is a hearing.  We have nine other cases.  I 6 

understand you have to -- I'm giving you a lot of 7 

leeway.  Normally, I don't have hearings that last an 8 

hour.  We don't have that time but I'm giving you of 9 

a lot of leeway to ask the doctor relevant questions.  10 

Who she spoke to in preparation for this, I don't 11 

believe is relevant.  If you are going to challenge 12 

her credibility, you can do it with questions 13 

regarding her, her knowledge about the medical 14 

science and things of that nature.  It's not a full 15 

on trial.  In other words, I don't -- we don't have 16 

the resource and the time for that.  So, I'm going to 17 

ask you to just get to the relevant questions. 18 

MR. SIRI:  Okay.  Can I ask her about her 19 

background? 20 

H.O. LEUNG:  You can. 21 

MR. SIRI:  Okay. 22 

H.O. LEUNG:  Yeah. 23 

Q: Can you tell us about just very tersely what -- 24 

what's your education?  What degrees you hold? 25 
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A: I have a Bachelor in Science from Cornell 1 

University, an MD from Stony Brook Medical Center. 2 

Q: Mm-hmm. 3 

A: I completed a residency in internal medicine at 4 

NYU.  I completed a fellowship at the CDC as an Epidemic 5 

Intelligent Service Officer where I worked with 6 

respiratory diseases branch.  I have been at the New York 7 

City Department of Health since 2009. 8 

Q: Okay. 9 

A: I'm currently the Director of Epidemiology and 10 

Surveillance for the Bureau of Immunization where I 11 

oversee surveillance and operate investigations for 12 

vaccine, preventable diseases including measles. 13 

Q: Okay.  Thank you.  Now, in the summons, it states 14 

that, a review of the department records show that 15 

respondent who is at least six months old lives at -- 16 

provides an address which is located in one of the 17 

effected zip codes.  How did the department determine the 18 

respondent's address? 19 

A: This person was exposed to -- identified as 20 

having been exposed to measles.  And when an exposure 21 

occurs, so for example, if somebody is exposed at a 22 

medical facility, the address, the name and the address of 23 

the people exposed are provided to the Health Department.  24 

So --  25 
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Q: By the physician's office? 1 

A: By the place where the exposure occurred.  So, 2 

for example, if it was -- the exposure occurred at an 3 

outpatient medical provider's office, the address would 4 

have been provided by that provider. 5 

Q: Okay.  And so, who was providing with these names 6 

and address?  Was it medical providers typically? 7 

A: A majority of the exposures that occurred did 8 

happen in medical settings and so it was the healthcare 9 

facility that would have -- 10 

H.O. LEUNG:  Can we just limit the 11 

questions as to this particular child and not policy 12 

as to this child.  Doctor, -- 13 

MR. SIRI:  Sure. 14 

H.O. LEUNG:  -- do you know how --  15 

MR. SIRI:  Yeah. 16 

H.O. LEUNG:  -- the Department of Health 17 

came in possession of his -- this address? 18 

DR. ROSEN:  I don't know the details of 19 

where this particular person was exposed. 20 

H.O. LEUNG:  Okay.  Counsel, next question. 21 

Q: But how did you get the address, from who? 22 

A: As I mentioned, I don't know for this particular 23 

child where they were exposed to have acquired the list of 24 

people exposed.  So if, if they were exposed in a 25 
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healthcare facility, it would have been the healthcare 1 

facility. 2 

Q: But you don't know the name of the healthcare 3 

facility that provided that information? 4 

A: We could obtain that, I do not have that. 5 

Q: And you, and you don't know -- and, and you just 6 

know that -- you believe that the address came from that 7 

unknown facility, unnamed facility? 8 

A: An address would have been provided at -- by the 9 

setting of exposure.  I don't know if it was a medical 10 

facility but if, for example, it were, that's where we 11 

would have received the initial address.  We also have 12 

access to the Citywide, the New York City, Citywide 13 

Immunization Registry which -- in which providers are 14 

required to enter vaccination records to all -- for all -- 15 

for doses administered to all children in New York City.  16 

That's another source of address information. 17 

Q: And that registry, does it sometimes have -- is 18 

it sometimes missing immunizations that have been 19 

administered? 20 

A: The vast majority because it's required by law 21 

for providers in New York City to adminis-, to enter doses 22 

that were administered, it is highly complete.  It's not 23 

100 percent complete.  And so, typically in the setting of 24 

an exposure to measles when people are identified as 25 
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having been exposed, if we identify a child who doesn't 1 

have documentation of vaccination, if they had been 2 

exposed in a healthcare facility, we would typically reach 3 

out to the healthcare facility and ask if they have any 4 

supplemental records that hadn't been entered into the 5 

CIR.  We would also try contacting -- we, we may try 6 

contacting the family of the person who is exposed and 7 

request additional information. 8 

Q: But you don't know the name of the health 9 

facility for this respondent, correct? 10 

A: I do not know where this -- 11 

Q: So, you don't know -- 12 

A: -- particular person was exposed. 13 

Q: And, and so you are, you are assuming that that 14 

happened in this instance.  You don't know for sure, 15 

correct? 16 

A: I know -- I'm assuming what? 17 

Q: You, you are assuming that the procedure you just 18 

outlined for confirming records happened in this instance 19 

but you don't know? 20 

A: I don't know where this person was exposed.  I do 21 

know that for every person who is exposed to measles and 22 

who received a summons, before someone receives the 23 

summons, they are looked up in the Citywide Immunization 24 

Registry. 25 
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Q: And who did that in this instance? 1 

A: One of the staff at the Health Department. 2 

Q: Okay.  You didn't do it? 3 

A: No. 4 

Q: What's the name of the respondent in this case? 5 

MS. PEONE:  The, the respondent or the 6 

child? 7 

MR. SIRI:  The respondent.  I see -- 8 

DR. ROSEN:  Malky Tabak. 9 

MR. SIRI:  -- we are not charging the 10 

child. 11 

Q: What's that? 12 

A: Malky Tabak. 13 

Q: Okay.  And what's the name of their child or her 14 

child? 15 

MS. PEONE:  Give him by going by only 16 

initials. 17 

H.O. LEUNG:  I'm going to not allow that 18 

for the privacy reasons, we only use the initials. 19 

Q: Let me ask this.  Do you know the name of the 20 

child? 21 

A: I do not. 22 

Q: Okay.  Do you know whether the respondent's child 23 

had moderate or severe acute illness with or without the 24 

record date and time the summons -- of the violation 25 
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listed on the summons? 1 

A: I know that we do not have documentation of any 2 

contraindication to rec-, to having been vaccinated. 3 

Q: Please answer my question.  Do you know whether 4 

respondent's child had moderate or severe acute illness 5 

with or without fever at the date and time the violation 6 

listed on the summons? 7 

A: I do not.  I -- 8 

Q: Do you know whether respondent's child had a 9 

severe allergic reaction after a previous dose of any 10 

vaccine? 11 

A: We don't have any documentation of such a 12 

reaction. 13 

Q: Okay.  Please answer the question.  Do you know 14 

whether or not respondent's child had a severe allergic 15 

reaction after a previous dose of any vaccine? 16 

A: No. 17 

Q: Do you know whether respondent's child had a 18 

severe allergic reaction after previous dose of any other 19 

drug? 20 

A: We don't have any such documentation. 21 

Q: Okay.  Well, I'll ask you again.  Do you know 22 

whether respondent's child had a severe allergic reaction 23 

after previous dose of any other drug? 24 

A: No. 25 
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Q: Okay.  Do you know whether respondent's child had 1 

a severe allergic reaction in the past to a vaccine 2 

component? 3 

A: We don't have such documentation. 4 

Q: Yes or no, please. 5 

A: No. 6 

Q: Do you know whether respondent's child was 7 

allergic to gelatin? 8 

A: We don't have such documentation.  I'm not aware 9 

for this child, no. 10 

Q: Are you aware whether the child is allergic to 11 

gelatin? 12 

A: No. 13 

Q: Do you know whether the child is allergic to 14 

chicken embryo cells? 15 

A: No. 16 

Q: Do you know whether the child's -- the 17 

respondent's child is allergic to human diploid lung 18 

fibroblast? 19 

A: No. 20 

Q: Do you know whether the respondent's child is 21 

allergic to fetal bovine serum? 22 

A: No. 23 

Q: Do you know whether the child is allergic to 24 

neomycin? 25 
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A: No. 1 

Q: Do you know whether the respondent's child is 2 

allergic to sorbitol? 3 

A: No. 4 

Q: Do you know whether the respondent's child has 5 

severe immunodeficiency or any kind of immunodeficiency? 6 

A: No. 7 

Q: Do you know whether respondent's child has a 8 

family history of altered immunocompetence? 9 

A: No. 10 

Q: Are you aware of whether the child -- 11 

respondent's child has received within the last 11 months 12 

any antibiotic containing blood products? 13 

A: No. 14 

Q: Are you aware whether respondent's child has a 15 

history of thrombocytopenia? 16 

A: No. 17 

Q: Are you aware whether child -- respondent's child 18 

has a history of thrombocytopenia purpura? 19 

A: No. 20 

Q: Are you aware that all the items just listed are 21 

some of the contraindications to the MMR vaccine listed by 22 

the CDC and adopted by the New York City Department of 23 

Health? 24 

A: Some are, correct. 25 
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Q: Which ones aren't? 1 

A: So, you did, you did list contraindications to 2 

vaccination, several of the ingredients that you listed to 3 

the vaccine would not cause an allergic reaction. 4 

Q: And -- 5 

A: I think, I think your point was to say that a 6 

contraindication would be a severe allergic reaction to a 7 

vaccine or a component and that's correct. 8 

Q: So, you are saying that having an -- you are 9 

saying that it's not a contraindication to be allergic to 10 

some of the ingredients in the vaccine that I have just 11 

listed? 12 

A: I'm saying that it is a contraindication if you 13 

are allergic to a vaccine component.  I am saying that 14 

allergic reactions are not expected to all of the 15 

ingredients that you listed. 16 

Q: And how do you know that? 17 

A: Because we know what common allergies are. 18 

Q: When you say we, who do you mean? 19 

A: Common al-, common allergies would be to 20 

something or an allergic reaction could occur typically to 21 

something like neomycin or gelatin. 22 

Q: And those are contained in the MMR vaccine? 23 

A: Correct. 24 

Q: But you don't know whether this child has an 25 
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allergy to those, correct? 1 

A: I know that this family did not submit medical 2 

documentation. 3 

Q: Do you know whether this child has an allergic 4 

reaction to gelatin or neomycin before this summons was 5 

issued? 6 

A: I do not. 7 

Q: Okay.  Now, your violation is based on 8 

respondents not providing the MMR vaccine to the child, 9 

correct? 10 

A: Correct.  And not -- 11 

Q: Okay. 12 

A: -- and not submitting documentation of immunity 13 

or a medical contraindication. 14 

Q: Does the benefit outweigh the risk for injecting 15 

MMR vaccine into, into this child? 16 

A: Based on the information we have, yes. 17 

Q: But you don't know whether or not this child has 18 

any of the contraindications we just listed, correct? 19 

A: Well, that the -- they were notified that they -- 20 

if there were medical contraindication that that 21 

documentation should be submitted. 22 

Q: Before the summons was issued, did the Health 23 

Department know whether this child had any of the 24 

contraindications we just went through? 25 
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A: No, and that's why the family was giving -- given 1 

an opportunity to submit that documentation. 2 

Q: So, when this summons was issued and sitting here 3 

today, you don't know whether or not the child has a 4 

contraindication to any -- to the MMR vaccine, correct? 5 

A: Correct. 6 

Q: Okay.  So, I'm going to ask you again, sitting 7 

here today, do you know whether the benefits of the MMR 8 

vaccine outweigh the risk for this child? 9 

A: Based on the information that we currently have 10 

received, yes. 11 

H.O. LEUNG:  Sir, I'm going to ask you to 12 

move on to a different subject.  You've retraced -- 13 

MR. SIRI:  Okay. 14 

H.O. LEUNG:  -- and retraced so -- 15 

MR. SIRI:  Yeah. 16 

H.O. LEUNG:  So, Mr. Siri, go ahead now. 17 

Q: Did you contact the respondent to ask if their 18 

child had received the MMR vaccine? 19 

A: I cannot comment on this particular case. 20 

Q: You don't know?  I'm asking for your knowledge.  21 

You are here testifying --  22 

A: Yes, I know that we do not have any documentation 23 

of vaccination or a medical -- 24 

Q: I'm asking, did you contact the respondent to ask 25 
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if their child had received the MMR vaccine? 1 

A: I did not. 2 

Q: Okay.  Do you know -- do you have specific 3 

knowledge of somebody at the Health Department contacting 4 

the respondent to ask if the child had received the MMR 5 

vaccine? 6 

A: I, I don't have access to that information right 7 

now.  It's possible that someone from the Health 8 

Department called the family. 9 

Q: Okay.  But you don't know? 10 

A: We can -- 11 

Q: Do -- 12 

A:  -- we can confirm that.  I do not have that -- 13 

Q: I'm asking, but you don't know, right? 14 

A: I do not know. 15 

Q: Okay.  Did anybody from the Health Department 16 

contact this respondent to ask if their child has a 17 

contraindication to the MMR vaccine? 18 

H.O. LEUNG:  To -- let me just say this.  19 

Doctor, to the best -- to your own personal 20 

knowledge, you can't speak for anyone else or any 21 

other, just to your own personal knowledge, answer 22 

that question.  I'm going to ask to take a break.  23 

Just give me two seconds here.  I'm going to pause 24 

the hearing for a second. 25 
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[OFF THE RECORD] 1 

[ON THE RECORD] 2 

H.O. LEUNG:  Okay.  The record should 3 

reflect, I stepped out, spoke to a hearing 4 

supervisor, I'm back in.  Go ahead, counsel. 5 

MR. SIRI:  Okay.  Thank you. 6 

Q: Doctor? 7 

A: Yes. 8 

Q: Does, does the MMR vaccine involve an injection 9 

into the body? 10 

A: I, I would like to go back to your question about 11 

-- 12 

Q: Well, your, your, your, your attorn-, your -- 13 

MR. MERRILL:  Yeah. 14 

MR. SIRI:  -- yeah, when I'm done, you can 15 

redirect. 16 

H.O. LEUNG:  Two things, Counsel. 17 

MR. SIRI:  Yeah. 18 

H.O. LEUNG:  I, I don't mean to cut you 19 

short. 20 

MR. SIRI:  Yeah. 21 

H.O. LEUNG:  We have nine other hearings. 22 

MR. SIRI:  Yeah. 23 

H.O. LEUNG:  I'm going to ask you, is your 24 

overall argument here in, in, in this line of 25 
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questioning, is that it wasn't medically necessary 1 

for this child or it was -- 2 

MR. SIRI:  It's -- that's one of the 3 

reasons under the order is, is, is that -- 4 

H.O. LEUNG:  Right. 5 

MR. SIRI:  -- whether it was medically 6 

appropriate or not, I seek to establish here today, 7 

yes.  But I need the opportunity to establish a 8 

factual record, Your Honor.  Without establishing it, 9 

I don't know how you could rule on, on that point. 10 

H.O. LEUNG:  Okay.  Because normally, you 11 

establish that record by bringing in evidence.  In 12 

other words -- 13 

MR. SIRI:  You want to put the burden on my 14 

client? 15 

H.O. LEUNG:  No, no, no, I'm not putting 16 

the burden but the issue is that you were served a 17 

summons that said there was no proof of immunization 18 

or proof of immunity or proof of a medically -- a 19 

medical exemption.  So, those are the three 20 

allegations here.  No immunization, no proof of 21 

immunity and no --  22 

MR. SIRI:  It just -- it doesn't say 23 

anything about a medical exemption.  It -- in the, in 24 

the violation, in the, you know, the last sentence.  25 
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But, but even if, but even if, even if it did, I, I 1 

certainly should have the opportunity to present the 2 

defense that it wasn't medically appropriate, how 3 

could I not? 4 

H.O. LEUNG:  No, no, you can present a 5 

defense.  All I am saying is that, if you ask her 6 

questions and she says -- you know what, I'm going to 7 

go, I'm going to let you continue, go ahead. 8 

MR. SIRI:  Thank you, Your Honor. 9 

Q: So, does the MMR vaccine involve an injection 10 

into the body? 11 

A: Yes. 12 

Q: Okay.  What company manufactures the MMR vaccine 13 

used in the United States? 14 

H.O. LEUNG:  Okay.  That's what I'm talking 15 

about.  I mean, how is that relevant to the hearing 16 

that I am doing? 17 

MR. SIRI:  They are involved -- they are, 18 

they are ordering in -- she, she testified they order 19 

the injection of this product into my client's body.  20 

You don't think in understanding that product, its 21 

risks, its benefits is relevant to whether it's 22 

medically appropriate to require that injection? 23 

H.O. LEUNG:  Well, it can be appropriate.  24 

The issue right now is whether or not -- I understand 25 
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your overall argument in terms of the constitutional 1 

arguments and I think -- 2 

MR. SIRI:  No, no, not only the 3 

constitutional argument. 4 

H.O. LEUNG:  Yeah. 5 

MR. SIRI:  The order provides it should be 6 

medically appropriate, right.  And so, I, I am 7 

seeking to establish it was medically appropriate. 8 

H.O. LEUNG:  And -- okay.  Let me just take 9 

a look real quick at what the order says, because 10 

what's going to happen here is --  11 

MR. SIRI:  So, you are saying there is no, 12 

there is no medical exemption in this order.  You are 13 

saying, this child has to get it no matter what? 14 

H.O. LEUNG:  No, no, no, I'm saying that 15 

you are served with this summons and that they are – 16 

the, the -- 17 

MR. SIRI:  I understand. 18 

H.O. LEUNG:  The summons established -- 19 

MR. SIRI:  I understand. 20 

H.O. LEUNG:  -- that -- okay.  The, the 21 

summons established a prima facie case against your 22 

client that they didn't get immunized as ordered by 23 

the Commissioner or in the alternative, show proper 24 

immunity to the measles or a proper medical 25 
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exemption.  We are here for that hearing now. 1 

MR. SIRI:  Okay. 2 

H.O. LEUNG:  The summons alleges that.  So, 3 

they are saying that they don't -- that your client 4 

didn't do any of those three alleged things and that 5 

you're getting immunized, show proof of immunity or 6 

proof of --  7 

MR. SIRI:  Even if I accept, even if I 8 

accept everything you just said Your Honor, which I, 9 

I -- 10 

H.O. LEUNG:  No, it's an allegation.  I'm 11 

not saying you accept that. 12 

MR. SIRI:  Right, but if, but if -- 13 

H.O. LEUNG:  I'm saying that's what the 14 

summons alleges. 15 

MR. SIRI:  Well, if the summons does allege 16 

that, though I will say it says failed to vaccinate 17 

or provide proof of immunity but let's just say it 18 

also failed to provide, you know, medically, that 19 

it's not medically appropriate which it doesn't say 20 

that in the last sentence. 21 

H.O. LEUNG:  Okay, alright. 22 

MR. SIRI:  This -- I'm, I'm seeking to 23 

establish that right now. 24 

H.O. LEUNG:  Establish what? 25 
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MR. SIRI:  That it's not medically 1 

appropriate. 2 

H.O. LEUNG:  Medical exemption -- 3 

MR. SIRI:  Well, you're, you are using, you 4 

are using this for medical exemption.  Well, it says 5 

medically appropriate. 6 

H.O. LEUNG:  Okay.  What I'm going to do 7 

is, you're, you're making the argument that it's not 8 

medically appropriate for this client.  What I'm 9 

asking to say is you can testify.  You can say it's 10 

affirmatively what it -- these, these questions that 11 

you are trying to establish which is that it may have 12 

been an adverse reaction to certain of these 13 

ingredients but what you are trying to establish is 14 

that she doesn't know whether or not he does or not 15 

which establishes -- what I'm trying to do is -- 16 

MR. SIRI:  Well, I'm moving on from there 17 

already. 18 

H.O. LEUNG:  Yes. 19 

MR. SIRI:  I'm -- I, I was going to move on 20 

to others, so. 21 

H.O. LEUNG:   Okay.  Because what I'm doing 22 

is, what I have been told by my supervisor is we need 23 

to move on because if these are not -- what I'm 24 

trying to do is prevent the other document 25 
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defaulting.  That's what they are saying is that time 1 

is of the essence in terms of getting these done.  2 

So, -- 3 

MR. SIRI:  Look, I -- I've got to put a 4 

proper defense.  This is not -- I, I, I just can't 5 

stress enough.  You know, you're, you're -- 6 

H.O. LEUNG:  I think this hearing began -- 7 

MR. SIRI:  The -- this -- 8 

H.O. LEUNG:  -- over an hour ago, sir.  And 9 

I understand -- 10 

MR. SIRI:  These people are just living in 11 

their homes.  They are just existing. 12 

H.O. LEUNG:  I understand. 13 

MR. SIRI:  And they are in violation for 14 

existing -- 15 

H.O. LEUNG:  Right. 16 

MR. SIRI:  -- as God created them.  That's 17 

literally what we're talking about here today. 18 

H.O. LEUNG:  And, and I'm not -- 19 

MR. SIRI:  I, I, I, you know, and I -- 20 

H.O. LEUNG:  I'm not -- listen. 21 

MR. SIRI:  -- I need to be able to make a 22 

proper record not only for this hearing but also for 23 

appeal. 24 

H.O. LEUNG:  And, and I think I've given 25 
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you the opportunity to make a proper record. 1 

MR. SIRI:  I would, I, I would say I have 2 

not even touched on the medical appropriateness yet. 3 

H.O. LEUNG:  Okay.  Well, I'm, I'm going to 4 

ask you -- 5 

MR. SIRI:  But, but, you know, I've -- if -6 

- you know, I would, I would say that -- let's look 7 

at it this way.  If you could carry over the record 8 

from here to the other hearings, that will make it -- 9 

H.O. LEUNG:  Yeah.  I -- 10 

MR. SIRI:  -- but, but I need an oppor-, I 11 

need an opportunity to make my record. 12 

H.O. LEUNG:  Okay.  You can make your 13 

record, you can ask a couple more questions and then 14 

we're going to have to move along. 15 

DR. ROSEN:  I'm sorry.  Can I just answer -16 

- 17 

MR. SIRI:  Well, I, I have got to object, I 18 

got to object to that. 19 

H.O. LEUNG:  You can object to anything you 20 

want, that's okay. 21 

MR. SIRI:  I know.  I'm, I'm just putting 22 

on the record my objection that -- 23 

H.O. LEUNG:  Alright. 24 

MR. IRI:  -- I've not been given enough -- 25 
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asking just a few more questions is not, you know, I 1 

strenuously object because I'm not being provided an 2 

opportunity to create a record. 3 

H.O. LEUNG:  I understand your objection, 4 

Counsel. 5 

MR. SIRI:  Okay.  Alright. 6 

Q: So, again, what company manufactures the MMR 7 

vaccine that this order says my client should be injected 8 

with? 9 

H.O. LEUNG:  You can answer that, go ahead. 10 

DR. ROSEN:  Merck. 11 

Q: Merck.  They are the only manufacturer, correct? 12 

A: I can't comment on that. 13 

Q: Okay.  Do you know when the MMR vaccine was 14 

licensed? 15 

H.O. LEUNG:  Counsel, I'm going to stop you 16 

there because I, I don't -- you can make your 17 

ultimate argument.  If your ultimate argument is that 18 

you believe this MMR is unsafe -- 19 

MR. SIRI:  How can I make an ultimate 20 

argument without a factual record, Your Honor? 21 

H.O. LEUNG:  Because what we're doing right 22 

now -- 23 

MR. SIRI:  I can -- you want me to just say 24 

into the record it's not medically appropriate?  How 25 
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do I do that without a factual record? 1 

H.O. LEUNG:  You can ask the doctor and you 2 

can establish -- you can, you can -- 3 

MR. SIRI:  You want me to just say is it 4 

medically appropriate? 5 

H.O. LEUNG:  Well, what is your basis?  I 6 

mean, you can make -- 7 

MR. SIRI:   I, I'm trying to establish 8 

that. 9 

H.O. LEUNG:  You are trying to establish 10 

what? 11 

MR. SIRI:  That it's not medically 12 

appropriate but I need to get an opportunity to 13 

question the doctor. 14 

MR. MERRILL:  I -- well, I object to the 15 

term medically appropriate.  That's not in the order 16 

anyway. 17 

H.O. LEUNG:  Well, I, I -- 18 

MR. SIRI:  It's in the violation.  It's in 19 

the summons.  While you're looking at that, can I 20 

just ask a few more questions? 21 

H.O. LEUNG:  Go ahead. 22 

MR. SIRI:  Okay.  Well, I'm going to try to 23 

-- I'll try to make this quicker. 24 

Q: Can the MMR vaccine cause brain damage? 25 
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A: Serious allergic -- serious reactions to the MMR 1 

vaccine are very rare. 2 

Q: Please answer the question.  Can the MMR vaccine 3 

cause brain damage?  Yes or no? 4 

A: That is not, that is not a typical reaction of 5 

the MMR vaccine. 6 

Q: Can the MMR vaccine cause brain damage, yes or 7 

no? 8 

H.O. LEUNG:  Okay.  Counsel, I'm going to 9 

just -- the reason why I'm doing this is as follow –-  10 

MR. SIRI:  Can I make an application -- 11 

H.O. LEUNG:  Yeah. 12 

MR. SIRI:  -- to have a deposition?  And we 13 

can come back another day -- 14 

H.O. LEUNG:  Well, first off, this is --  15 

MR. SIRI:  -- after I have an opportunity 16 

to create the record. 17 

H.O. LEUNG:  -- this is the Office of 18 

Administrative Trials and Hearings.  It's not a full 19 

blown hearing and a full blown trial.  So, the 20 

procedures are streamlined for efficiency and to get 21 

to the fact.  There is no, there is no provision for 22 

depositions. 23 

MR. SIRI:  Okay.  Okay.  So, you are 24 

denying the application? 25 
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H.O. LEUNG:  I am denying the application, 1 

yes. 2 

MR. SIRI:  That's fine.  So, I, I would 3 

like to continue to question the witness. 4 

H.O. LEUNG:  Okay.  I'm going to rule and 5 

I, I don't mean to -- counsel, and let me just 6 

establish, I don't even know what time this hearing 7 

started.  It's, it's almost noon now.  I think it's 8 

been over an hour.  We have nine other cases.  The 9 

issue that I'm going to read here is the following, 10 

on Page 2 of the order that is at issue here in the 11 

summons, is that the child should be vaccinated 12 

against measles and as such a parent or guardian 13 

shall demonstrate that the child has immunity or 14 

document to the satisfaction of the Department that 15 

such child should be medically exempt from this 16 

requirement.  So, your questions right now regarding 17 

whether or not the -- who made the MMR vaccine, does 18 

it cause XY and Z damages, brain damage, it does not 19 

go to the issue of whether or not the child had 20 

immunity, whether he had the proper vaccination or 21 

whether it was medically exempt. 22 

MR. SIRI:  Really? 23 

H.O. LEUNG:  Medic-, -- 24 

MR. SIRI:  Why not? 25 
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H.O. LEUNG:  Because medically exempt is an 1 

issue and an affirmative defense that you can raise 2 

by producing evidence that my client is medically 3 

exempt for XY and Z reasons, and here is the doctor's 4 

note or here is my doctor that says it's medically, 5 

medically exempt.  It's not by asking questions that 6 

can be negated by this doctor saying, no, no, no to 7 

every question you asked.  It doesn't establish the 8 

medical -- 9 

MR. SIRI:  But you are assuming -- you, you 10 

just assuming as -- 11 

H.O. LEUNG:  I'm not assuming anything. 12 

MR. SIRI:  -- to my questions. 13 

H.O. LEUNG:  No, no. 14 

MR. SIRI:  They are not just no -- they are 15 

not just no, no, no. 16 

H.O. LEUNG:  No, I'm, I'm assuming based 17 

upon the chain of questions and the questions that I 18 

have allowed that I should have stopped such as who 19 

makes the vaccine.  I mean, that's a discovery 20 

question for a possible civil litigation and it has 21 

nothing to do with whether or not, excuse me, the 22 

child was vaccinated or whether -- 23 

MR. SIRI:  But it, it is a predicate to the 24 

documentation that shows -- 25 
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H.O. LEUNG:  Do you have -- 1 

MR. SIRI:  -- Merck, Merck -- 2 

H.O. LEUNG:  Okay. 3 

MR. SIRI:  I have, I have plenty of 4 

documentations for Merck here. 5 

H.O. LEUNG:  Do you have documentation -- 6 

MR. SIRI:  And I want to establish that 7 

Merck created the vaccine -- 8 

H.O. LEUNG:  Counsel, do you have 9 

documentation showing whether or not this child is 10 

medically exempt from the requirement or has the copy 11 

of immunity? 12 

MR. SIRI:  Yes.  It -- all of this that 13 

were here shows that this child should not receive 14 

the MMR vaccine.  And I need to go through with this 15 

doctor to establish it. 16 

H.O. LEUNG:  Okay.  All of those documents 17 

show what?  Just tell me what it shows.  And the 18 

record should reflect that counsel is pointing to a 19 

box full of documents.  What will those documents 20 

show?  Just give me an offer of proof. 21 

MR. SIRI:  Sure.  I mean, the offer of 22 

proof shows that the, the -- that the risks of the 23 

MMR vaccine outweigh the benefits for this child. 24 

H.O. LEUNG:  Okay.  And how does that 25 
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address the following issues, whether or not the 1 

child was vaccinated, whether or not the child had 2 

the proper immunity or whether or not the child was 3 

medically exempt? 4 

MR. SIRI:  It should be medically exempt 5 

because the risks outweigh the benefit. 6 

H.O. LEUNG:  Okay.  Okay.  And it's through 7 

questioning and what documents do you have to show 8 

that the, the child -- 9 

MR. SIRI:  I have the clinical trials of 10 

the MMR.  I have got all kinds of documents -- 11 

H.O. LEUNG:  Okay. 12 

MR. SIRI:  -- regarding the product. 13 

H.O. LEUNG:  Please testified in a summary 14 

faction as to what your evidence will show because I 15 

want that to be in the record and I don't want to 16 

exclude your evidence but I'm not going to allow you 17 

to question this doctor as to every chain of science 18 

leading up to whether or not the MMR vaccine is or is 19 

not safe. 20 

MR. SIRI:  Well, you are assuming what I 21 

was going to ask her. 22 

H.O. LEUNG:  I'm not assuming anything.  23 

I'm just trying to expedite this hearing to give you 24 

a fair hearing and also to allow you to produce the -25 
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- 1 

MR. SIRI:  Okay.  So, is she going to get 2 

to respond to what I say? 3 

H.O. LEUNG:  It, it -- I made -- 4 

MR. SIRI:  Because, because what -- okay, 5 

well then in that case, it's totally unfair and 6 

prejudicial.  What you are saying to me is, I need to 7 

basically preview to the witness all of the arguments 8 

so that she can then be coached, -- 9 

H.O. LEUNG:  Because, because it's just -- 10 

MR. SIRI:  -- coached as to -- 11 

H.O. LEUNG:  No, no. 12 

MR. SIRI:  -- what she is going to say. 13 

H.O. LEUNG:  Because this is a hearing and 14 

that -- 15 

MR. SIRI:  Doctor should have to -- 16 

H.O. LEUNG:  Counsel, let me just speak. 17 

MR. SIRI:  Yeah, I just -- 18 

H.O. LEUNG:  Because this is a -- 19 

MR. SIRI:  I want to finish my argument, 20 

that's it. 21 

H.O. LEUNG:  Because this is an expedited 22 

hearing in terms of us getting to the facts.  It's 23 

not a trial.  The, the rules and evidence are 24 

relaxed.  I'm going to ask you to get to the 25 
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substance of what your evidence will show and I'm 1 

giving you an opportunity to summarize it without 2 

asking a hundred questions to the doctor.  So, before 3 

I close the hearing, I'm going to give you an 4 

opportunity -- 5 

MR. SIRI:  I probably could have gotten 6 

through half of my outline at this point. 7 

H.O. LEUNG:  Okay, but we have been on 8 

hearing for over an hour now and we have nine 9 

additional hearings. 10 

MR. SIRI:  So, –- 11 

H.O. LEUNG:  I'm sorry. 12 

UNIDENTIFIED FEMALE:  Can you pause the 13 

audio? 14 

H.O. LEUNG:  Okay. 15 

UNIDENTIFIED FEMALE:  So, I could just 16 

address all the parties. 17 

H.O. LEUNG:  Let me just pause this real 18 

quick. 19 

UNIDENTIFIED FEMALE:  Alright. 20 

H.O. LEUNG:  Standby, no, it's not paused 21 

yet, hold on.  I'll tell you when it's paused. 22 

UNIDENTIFIED FEMALE:  Okay. 23 

[OFF THE RECORD] 24 

[ON THE RECORD] 25 
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H.O. LEUNG:  Okay.  The record should 1 

reflect we are back on the record.  We spoke with the 2 

Assistant Director of Adjudication who came in and 3 

determined that the substantive argument regarding 4 

the constitutional arguments that have taken up a 5 

long -- a significant amount of this hearing can be 6 

transferred over to the subsequent hearings and we 7 

are going to, in the other eight hearings, reference 8 

the argument regarding that.  And any -- Counsel, Mr. 9 

Siri, as to the -- 10 

MR. SIRI:  Yes. 11 

H.O. LEUNG:  -- other eight subsequent 12 

hearings, to the extent, obviously, they are all 13 

individualized with different children or 14 

individuals, you can make your defenses individually, 15 

just like you did in the beginning of this. 16 

MR. SIRI:  Right. 17 

H.O. LEUNG:  When we get to this argu-, 18 

portion of the argument, you can just tell me on the 19 

record that you are referencing the same arguments. 20 

MR. SIRI:  Absolutely. 21 

H.O. LEUNG:  Okay? 22 

MR. SIRI:  Got you. 23 

H.O. LEUNG:  So, -- 24 

MR. SIRI:  And, and those others should go 25 
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real quick, very quickly. 1 

H.O. LEUNG:  And Mr. Siri, when I -- when 2 

we last spoke before I paused the record, what I was 3 

doing was, I was cutting you off and in the politest 4 

way possible from asking additional questions of this 5 

doctor to establish your offer of proof that the MMR 6 

vaccine in your opinion and this is the substance of 7 

your question, the benefits -- the health benefits do 8 

not out-, outweigh the health risks and danger of the 9 

MMR vaccine and you were going to ask questions to 10 

this doctor to establish that.  What I was trying to 11 

tell you is that, is that you don't need to ask her 12 

questions.  You can, you can assert affirmatively 13 

what you believe through your evidence, okay? 14 

MR. SIRI:  I understand.  Which I, I -- 15 

just for the record, -- 16 

H.O. LEUNG:  Yeah. 17 

MR. SIRI:  -- they are the one who issued 18 

the violation and, you know, -- 19 

H.O. LEUNG:  That's true. 20 

MR. SIRI:  And -- 21 

H.O. LEUNG:  And I don't mean to cut you 22 

off.  That's true. 23 

MR. SIRI:  I understand your point. 24 

H.O. LEUNG:  However, you are asserting the 25 
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affirmative defense of, hey, this summons doesn't 1 

apply to me because I know like -- I know this child 2 

doesn't have the vaccine and I know there is nothing 3 

in his record, and I am assuming it's him, that shows 4 

that he has the immunity but it's not medically -- 5 

MR. SIRI:  But with the, with the Health 6 

Department because -- 7 

H.O. LEUNG:  That he should be medically 8 

exempt.  And now, medically exempt is -- I am going 9 

to ask the doctor.  What is medically exempt and what 10 

is the proof required for a medical exemption 11 

according to the statute in the Department of Health? 12 

DR. ROSEN:  So, a provider would submit 13 

documentation stating that a, a person has a 14 

contraindication to receiving the MMR vaccine.  There 15 

is standard criteria.  The Advisory Committee on 16 

Immunization Practices and we have a copy of the 17 

summary, outlines what contraindications are to 18 

different vaccinations. 19 

H.O. LEUNG:  And is this a -- it has to be 20 

a letter from a physician or -- 21 

DR ROSEN:  Do you want to pull up the, the 22 

wording from [unintelligible] [01:48:13]? 23 

MR. SIRI:  It's not what it says in the 24 

order.  It doesn't say anything about a letter from a 25 
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physician. 1 

H.O. LEUNG:  I understand that.  I am just 2 

asking what the definition of that term is, medical 3 

exempt is.  What is it? 4 

DR. ROSEN:  This would not be -- this would 5 

not come from -- it's not a parent's decision about 6 

having a contraindication.  It would be coming from a 7 

medical provider who deems this person to have a 8 

medical contraindication and that contraindication 9 

should be valid based on Advisory Committee on 10 

Immunization Practice's national standards. 11 

H.O. LEUNG:  And Doctor, in your experience 12 

in dealing with MMR cases, what has been an 13 

acceptable medically -- what has been determined to 14 

be medically exempt, acceptable proof of medical 15 

exemption? 16 

DR. ROSEN:  So, criteria would include 17 

somebody who is pregnant.  There are very few 18 

contraindications to the MMR vaccine.  19 

Contraindications include pregnancy, someone who is 20 

severely immunocompromised without -- for example, 21 

somebody perhaps who is on chemotherapy or cancer 22 

treatment, somebody who has a severe allergic 23 

reaction to a vaccine, a document -- someone who has 24 

documented severe allergic reactions to a vaccine 25 
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that they have received or a vaccine component 1 

previously.  So, this is a documented severe allergic 2 

reaction and when we say severe, that mean something 3 

that's life threatening, something like anaphylactic 4 

reaction or someone who can't breathe, not, not a 5 

rash, for example. 6 

H.O. LEUNG:  And so, the child cited in the 7 

summons, and I don't mean -- I just have to -- as to 8 

the child cited in the summons, we do not know for 9 

certain whether or not this child has these 10 

contraindications or does not have it.  Is that 11 

correct? 12 

DR. ROSEN:  We are left to assume that they 13 

don't because they did not submit documentation as, 14 

as outlined in the summons showing that they have the 15 

medical contraindication.  Medical contraindications 16 

are very rare.  Most people are eligible to receive 17 

the vaccine. 18 

H.O. LEUNG:  Mr. Siri, can you ask your 19 

questions of the doctor that go to the issue of 20 

medical exempt as -- 21 

MR. SIRI:  Sure. 22 

H.O. LEUNG:  -- as it's defined? 23 

MR. SIRI:  Sure. 24 

Q: Can MMR vaccine cause brain damage? 25 
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A: That is not an expected reaction to the MMR 1 

vaccine. 2 

Q: Can it cause brain damage? 3 

A: I siad that's not an expected reaction and just 4 

for background, the safety of vaccines is monitored very 5 

closely.  Millions of doses of this vaccine have been 6 

given as a routinely recommended vaccine. 7 

MR. SIRI:  I mean, can, can you direct the 8 

witness to answer the question? 9 

H.O. LEUNG:  I am going to allow -- 10 

MR. SIRI:  It's kind, it's kind of 11 

difficult because it takes a while because I don't 12 

get an answer. 13 

H.O. LEUNG:  Well, I am going to ask you 14 

this and I am going to allow -- I allowed that 15 

question but how does that go to the issue of 16 

medically exempt because medically exempt, based upon 17 

what the doctor testified to, is a doctor's note.  I 18 

mean, I am just going to lay it out.  It's a doctor's 19 

note from the child's physician saying that the 20 

child's medical condition, as it existed at the time 21 

the doctor wrote the note, exempts the child because 22 

of some condition from [unintelligible] [01:50:58].  23 

So, how does this question establish that? 24 

MR. SIRI:  You know, Your Honor, under, 25 
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under the City Charter, okay, it provides that the 1 

City Charter says that and this is Section 104.9.5.  2 

It says that Administrative Law Judge or Hearing 3 

Officer may dis-, officer may dismiss a notice of 4 

violation which interests of justice, when, and it 5 

goes on to give criteria. 6 

H.O. LEUNG:  Okay.  So -- okay. 7 

MR. SIRI:  Okay.  So, there is also, I am 8 

just adding on that there is also an interest of 9 

justice here. 10 

H.O. LEUNG:  Okay. 11 

MR. SIRI:  And, and so, you know, that's a 12 

proffered argument that I can make under City 13 

Charter, and, and it -- all of this also goes to 14 

that. 15 

H.O. LEUNG:  Okay.  I understand that but 16 

what I am trying to tell you is that I am asking you 17 

to restrict your questions to the issue of medical 18 

exempt.  You can make the argument and you can 19 

testify to as to why you believe in interest of 20 

justice dismissal is appropriate.  However, you are 21 

asking questions such as the, you know, the make and 22 

model, who makes it, that doesn't go to the issue of 23 

medical -- 24 

MR. SIRI:  I am just asking if, if the MMR 25 
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vaccine can cause brain damage. 1 

H.O. LEUNG:  Okay.  And I'm, I'm, I'm 2 

allowing her to answer [unintelligible] [01:52:06] 3 

because I am not going to -- I know you want to -- 4 

MR. SIRI:  Okay. 5 

Q: Can MMR vaccine cause deafness? 6 

A: I am not aware of the vaccine causing deafness. 7 

Q: Can the MMR vaccine cause long term seizures? 8 

A: I am not aware of it. 9 

H.O. LEUNG:  Counsel, again, -- 10 

MR. SIRI:  I am almost done on that one. 11 

H.O. LEUNG:  Okay. 12 

MR. SIRI:  I am almost done.  I am going to 13 

give you evidence right now. 14 

H.O. LEUNG:  Go ahead. 15 

MR. SIRI:  I'm going to give you evidence 16 

right now. 17 

Q: Just, can MMR vaccine cause a child to enter into 18 

a coma? 19 

MR. SIRI:  I can go fast.  I just need to -20 

- 21 

H.O. LEUNG:  Okay. 22 

MR. SIRI:  -- give in some bandwidth 23 

[unintelligible] [01:52:39] -- 24 

H.O. LEUNG:  What I am going to do right 25 
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now, Counsel, I know you are going fast.  I am going 1 

to stop you there.  I am going to stop you there 2 

because, again, it's not addressing the issue on 3 

whether this child -- 4 

MR. SIRI:  How do you know?  I haven't 5 

asked my questions. 6 

H.O. LEUNG:  Because I have given you a lot 7 

of leeway -- 8 

MR. SIRI:  I, I've really not asked too 9 

many question.  We spent about 40 minutes arguing 10 

about asking questions but I haven't actually asked 11 

many questions. 12 

H.O. LEUNG:  The question that you just 13 

asked, forget about the line of questioning.  The 14 

question that you just asked does not -- the specific 15 

question you just asked -- 16 

MR. SIRI:  Okay. 17 

H.O. LEUNG:  -- does not go to the issue of 18 

whether or not this child has a medical exemption. 19 

MR. SIRI:  It, it goes to whether or not 20 

the summons is appropriate.  If they don't know the 21 

condition of the child beforehand, they don't 22 

understand what the vaccine can cause, what reactions 23 

it can cause, how can they issue this order?  Of 24 

course, it's appropriate.  They need to understand 25 
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what medical issues the vaccine can cause, what the 1 

condition of the child is.  And if they don't, how 2 

are they issuing the summons? 3 

H.O. LEUNG:  Again, you are going to -- 4 

your, your question then -- 5 

MR. SIRI:  It goes to injust-, -- 6 

H.O. LEUNG:  Counsel, -- 7 

MR. SIRI:  It goes to justice -- 8 

H.O. LEUNG:  -- your question then goes to 9 

the issue of why this summons should have been issued 10 

in the beginning, which belies the fact that you just 11 

told me that the -- I asked you to restrict the 12 

question -- 13 

MR. SIRI:  They are both, they are both. 14 

H.O. LEUNG:  Okay. 15 

MR. SIRI:  They are both.  I know you want 16 

to restrict it to that particular point but I 17 

actually -- I have other arguments including 18 

injustice under the Charter.  There is that. 19 

H.O. LEUNG:  I understand.  And one of your 20 

arguments that you just made is that you asked the 21 

question because you believe that this summons was 22 

improperly issued to begin with.  That they had no 23 

basis to, to, to issue the summons. 24 

MR. SIRI:  That's right. 25 
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H.O. LEUNG:  And again, I am going to deny 1 

your request to ask that question because that 2 

doesn't go to the issue that I ultimately have to 3 

decide.  I am not going to decide whether or not 4 

there was a good cause basis to issue the summons.  I 5 

am going to tell you straight out.  I am not going to 6 

do that. 7 

MR. SIRI:  I, I get that. 8 

H.O. LEUNG:  So, the question is not 9 

relevant for me making a decision.  So, I am going to 10 

stop you there and I am going to ask you to -- 11 

MR. SIRI:  But it's -- it is relevant to 12 

the question of injustice -- 13 

H.O. LEUNG:  I understand. 14 

MR. SIRI:  -- under the Charter that you, 15 

you can't rule on that. 16 

H.O. LEUNG:  I understand.  And you've 17 

asked the questions and you've -- I've allowed them 18 

and I understand your argument. 19 

MR. SIRI:  I really haven't asked any 20 

questions yet. 21 

H.O. LEUNG:  Your argument is that that the 22 

summons does not conform to the interest of justice.  23 

You don't have -- and your question, your line of 24 

questioning goes to that.  I understand that. 25 
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MR. SIRI:  Can I -- then let me ask -- let 1 

me ask some very quick questions, okay?  Honestly, I 2 

could have gotten through a lot of this already, you 3 

know.  So, let me just -- let me add here, I'll put 4 

this into evidence. 5 

H.O. LEUNG:  What is, what is this?  What 6 

are you putting in? 7 

MR. SIRI:  This is from the CDC.  This is 8 

something called the vaccine information statement. 9 

H.O. LEUNG:  Respondent's 2, is it -- I 10 

have marked and I am going to show it to counsel for 11 

-- 12 

MR. SIRI:  Here is a copy.  Okay.  Can I, 13 

can I see a copy? 14 

H.O. LEUNG:  You can read that and let me 15 

know.  Hearing no objection, this is admitted. 16 

[Respondent's Exhibit 2 admitted into 17 

evidence.] 18 

MR. SIRI:  Okay.  And, and this vaccine 19 

information statement published by the CDC provides 20 

that the risk of the MMR vaccine include deafness, 21 

long term seizure, coma and brain damage, okay.  And 22 

I am going to -- 23 

H.O. LEUNG:  As the hearing officer -- 24 

MR. SIRI:  -- tie it all back to the 25 
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client.  I just need to get there -- 1 

H.O. LEUNG:  As the hearing officer, I am 2 

taking that testimony in and I am, and I am 3 

considering this in my decision.  You have just 4 

testified to something that's relevant.  You are 5 

saying that there is a Federal CDC printout that 6 

shows that there is a danger to this MMR vaccine and 7 

ultimately that issue goes to what -- about this 8 

summons that you're, you're, you are saying that it 9 

addresses. 10 

MR. SIRI:  It's not appropriate to issue it 11 

but, but it needs to be -- 12 

H.O. LEUNG:  I am sorry.  Just -- 13 

MR. SIRI:  It needs -- that it's -- that 14 

the summons was unjust to issue but that -- not in a 15 

vacuum obviously.  That alone -- 16 

H.O. LEUNG:  Does it go other than to -- 17 

MR. SIRI:  To go to injustice? 18 

H.O. LEUNG:  It goes to the issue of 19 

whether or not there is a medical exemption? 20 

MR. SIRI:  It, it goes to medical 21 

exemption.  It goes to the appropriateness of the 22 

violations -- 23 

H.O. LEUNG:  And how does it go to the 24 

medical exemption?  Just explain it to me so I can -- 25 
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how does this CDC outline or whatever this form is, 1 

go to the issue of medical exemption? 2 

MR. SIRI:  Okay.  It goes to the question 3 

of whether or not, at the end of the day, if you look 4 

-- why don't -- when you look at the violation, 5 

itself, okay.  On the violation, it says, it says, 6 

without the immunization -- it says document to prove 7 

that immunization is not medically appropriate, okay. 8 

H.O. LEUNG:  Where are you reading from? 9 

MR. SIRI:  I am reading from the violation 10 

itself. 11 

H.O. LEUNG:  The summons? 12 

MR. SIRI:  The summons. 13 

H.O. LEUNG:  Okay. 14 

MR. SIRI:  And so, I am trying to provide 15 

you the documentation including the testimony -- 16 

H.O. LEUNG:  Okay.  But that's -- 17 

MR. SIRI:  -- it's not medically 18 

appropriate.  And I know what you want.  You want me 19 

to go get some doctor's note.  You -- 20 

H.O. LEUNG:  No, no, no. 21 

MR. SIRI:  -- to, to do that -- 22 

H.O. LEUNG:  It's not a medical -- these 23 

are two different stamps. 24 

MR. SIRI:  And it -- 25 
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H.O. LEUNG:  What's contained on the 1 

summons is it what I have to decide.  What I have to 2 

decide is whether or not the law -- the order was 3 

complied with in the sense that the child was either 4 

vaccinated, had the proper immunity or was medically 5 

exempt.  And what you are showing me -- what I am 6 

trying to do is, I am not denying you presenting 7 

evidence.  What I am trying to say is that what you 8 

are giving me tied into one of those three things.  9 

Oh, fourth, interest of injustice, right. 10 

MR. SIRI:  And interest of justice as well. 11 

H.O. LEUNG:  So just -- when, when you give 12 

me some -- all I am asking is what -- 13 

MR. SIRI:  Okay. 14 

H.O. LEUNG:  What pigeon hole are you 15 

putting this into? 16 

MR. SIRI:  Understood. 17 

H.O. LEUNG:  Are you putting it into 18 

interest of justice pigeon hole or are you putting it 19 

into -- that's all I am asking. 20 

MR. SIRI:  In-, right, interest of justice, 21 

appropriateness of the summons -- 22 

H.O. LEUNG:  Okay.  Appropriateness of the 23 

summons is something that -- 24 

MR. SIRI:  Because -- yeah, so there is 25 
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three.  There is interest of justice. 1 

H.O. LEUNG:  Okay. 2 

MR. SIRI:  There is the appropriateness of 3 

the summons because you have to have a factual 4 

background, meaning they, they have -- they should 5 

have basic knowledge regarding the product they are 6 

saying the child should be injected with and the 7 

child. 8 

H.O. LEUNG:  Okay.  Appropriateness of the 9 

summons -- 10 

MR. SIRI:  Summons and the third is -- 11 

H.O. LEUNG:  Interest of justice and what's 12 

the third? 13 

MR. SIRI:  And, and then -- and, and 14 

medically appropriate. 15 

H.O. LEUNG:  Medically appropriate. 16 

MR. SIRI:  Or what do you call, medical 17 

exemption, whatever you want to call it. 18 

H.O. LEUNG:  Okay.  Okay. 19 

MR. SIRI:  Okay. 20 

H.O. LEUNG:  Fine.  That's fine. 21 

MR. SIRI:  And, and, and the interest of 22 

justice has a sub-point that they have not -- that -- 23 

you know, I am going to present you evidence that 24 

they can't substantiate that the risks -- that, that 25 
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the benefits outweigh the risks. 1 

H.O. LEUNG:  Okay. 2 

MR. SIRI:  They are going to substantiate 3 

that. 4 

H.O. LEUNG:  Okay.  I have, I have let you 5 

make the argument -- 6 

MR. SIRI:  Yes. 7 

H.O. LEUNG:  -- that the benefit does not 8 

outweigh the risk. 9 

MR. SIRI:  Yes. 10 

H.O. LEUNG:  And I have allowed you to 11 

present some documents.  Is there any other documents 12 

you want to present or any evidence you want to 13 

present? 14 

MR. SIRI:  Yes. 15 

H.O. LEUNG:  Okay.  Go ahead. 16 

MR. SIRI:  Okay.  So, the next document I 17 

am going to present requires a little bit of 18 

testimony, probably four questions.  Can I ask the 19 

witness? 20 

H.O. LEUNG:  Yes.  What are the bases of 21 

the questions?  I mean, I just -- what -- go ahead.  22 

Start the questioning. 23 

MR. SIRI:  Okay. 24 

Q: Okay.  Just so we have -- we know what we are 25 
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talking about here.  Alright.  I just want to make sure we 1 

are on the same page about what we are talking about.  2 

This is an MMR vaccine container, right? 3 

A: Correct. 4 

Q: Okay. 5 

H.O. LEUNG:  The record should reflect that 6 

Mr. Siri is holding up an MMR vaccine container. 7 

Q: Okay.  And this is a dose of MMR, one that was -- 8 

that you would give to one child, correct? 9 

A: It's a vial of MMR vaccine. 10 

Q: That would be administered to a child under the 11 

order, to comply with the order, this is what they would 12 

need to be injected with, correct? 13 

A: Correct. 14 

Q: Okay.  And this, and this is -- so you can see 15 

what it is, this is a vial of MMR without the label on it.  16 

So, you can see it's, it's actually some powdered form, 17 

okay.  This powdered form, it gets reconstituted with, 18 

with, with liquid solution before it's injected, right? 19 

A: Correct. 20 

Q: Okay.  Okay.  And this is the typical needle that 21 

you used to do that? 22 

A: Correct. 23 

Q: Okay.  I am going to use the appropriate 24 

procedure for putting it back on.  I think I did that 25 
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right.  That's an unopened one, okay.  Before this product 1 

was licensed in 1978, it underwent a clinical trial, 2 

right?  Three more questions. 3 

H.O. LEUNG:  I am going to -- no, no, 4 

Counsel.  I am stopping you right there. 5 

MR. SIRI:  Okay.  Let me get the clinical 6 

trial -- 7 

H.O. LEUNG:  Get, get through your 8 

testimony. 9 

MR. SIRI:  Give, give me, give me Exhibit 10 

175.  I don't know how I can do this without 11 

testimony but I mean, I, I am just going to -- 12 

H.O. LEUNG:  Counsel, you're going to do it 13 

-- 14 

MR. SIRI:  -- object for the record. 15 

H.O. LEUNG:  You can object it.  Counsel, 16 

you can put your objection on the record. 17 

Q: Not 175, so 3 -- Exhibit 317, as the exhibit is 18 

being pulled out, to have a proper clinical trial, you 19 

need thousands -- tens of thousands of participants who is 20 

properly [unintelligible] [02:00:14] to get specifically 21 

significant results, correct?22 

H.O. LEUNG:  I am going to object -- 23 

Counsel, I am not going to let you ask her the 24 

foundation of how the MMR vaccine came to existence, 25 
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the clinical trials, the positives or negatives of 1 

it. 2 

MR. SIRI:  Why not? 3 

H.O. LEUNG:  I am going to allow you to 4 

testify -- 5 

MR. SIRI:  Doesn't that go to all four of 6 

the points we just talked about? 7 

H.O. LEUNG:  No, no, I am going to allow 8 

you to testify as to that and I am going to allow you 9 

to present evidence as to that. 10 

MR. SIRI:  Okay.  But she -- okay, so if 11 

that -- alright.  If I am going to do it that way, I 12 

want to make sure -- I want, I want a directive that 13 

she doesn't have an opportunity to actually then 14 

opine on it because what's going to happen is, is all 15 

I am -- 16 

H.O. LEUNG:  Counsel, I am not going to 17 

make a preliminary ruling as to what another witness 18 

can or cannot.  I am not going to bar them from 19 

doing.  You can make an application at the end of 20 

your presentation, if they start talking and you 21 

could say, that's inappropriate, I don't want them to 22 

talk and I will make an application but you can't bar 23 

them.  I can't put a restriction -- 24 

MR. SIRI:  But you are barring me from, 25 
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from asking her questions. 1 

H.O. LEUNG:  No, I am not ask, I'm not -- 2 

MR. SIRI:  But you don't want to bar her 3 

from, from that -- from, from the counsel. 4 

H.O. LEUNG:  I'm not -- 5 

MR. SIRI:  Okay.  I am fine with -- if you 6 

want to bar me from asking questions, I will offer my 7 

proffers of proof.  Can I just make my, make my 8 

objection on the record? 9 

H.O. LEUNG:  No, no, -- 10 

MR. SIRI:  But, but I would like similar 11 

directive that counsel for the DOB cannot also ask 12 

questions. 13 

H.O. LEUNG:  Let me just, let me just put 14 

on the record.  I am not barring you from asking 15 

questions.  I am barring you from asking questions 16 

that are not relevant -- 17 

MR. SIRI:  They go to the fourth point. 18 

H.O. LEUNG:  I understand.  You disagree 19 

with me. 20 

MR. SIRI:  Yes. 21 

H.O. LEUNG:  You think they are relevant.  22 

I think they are not relevant -- 23 

MR. SIRI:  I am just making, I am just 24 

making a record. 25 
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H.O. LEUNG:  I understand. 1 

MR. SIRI:  I should make a record. 2 

H.O. LEUNG:  I am barring you from asking 3 

questions and I have given you a lot of leeway that I 4 

believe is not relevant to my ultimate determination 5 

as to the facts of this case.  That's what I am 6 

barring you from.  I am not barring you summarily 7 

from asking questions because (a), I don't like you 8 

or (b), because I think you are not -- 9 

MR. SIRI:  I didn't think you did. 10 

H.O. LEUNG:  No.  I am barring you because 11 

-- 12 

MR. SIRI:  You just seem very nice. 13 

H.O. LEUNG:  I am barring you because I 14 

believe the line of questioning is not relevant.  15 

Simple. 16 

MR. SIRI:  Okay. 17 

H.O. LEUNG:  That's it, nothing personal.  18 

And to the extent that you are telling me that they 19 

cannot ask questions, I don't even know what the 20 

questions are.  If it's not relevant, I'll bar them 21 

but if it is relevant, I'll allow it.  You're telling 22 

me to, to put a gag over them before they can -- 23 

MR. SIRI:  Yeah, but -- 24 

H.O. LEUNG:  No. 25 
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MR. SIRI:  -- you -- 1 

H.O. LEUNG:  What I am telling you right 2 

now is, you can present evidence, any evidence you 3 

want.  I am not barring you from anything.  But if 4 

you ask questions that are not relevant, I will stop 5 

you.  And I have given you a lot of leeway. 6 

MR. SIRI:  Okay.  So, I hope the same 7 

standard of relevance that you are applying will 8 

apply to them too. 9 

H.O. LEUNG:  It will, it will.  I guarantee 10 

it will. 11 

MR. SIRI:  Because I can't see what 12 

possible questions can be asked. 13 

H.O. LEUNG:  I guarantee it will and to the 14 

extent that you believe that they ask a question 15 

that's not relevant, you object and I'll make a 16 

ruling. 17 

MR. SIRI:  So, they -- okay.  So, any 18 

question regarding the safety or efficacy is not 19 

relevant, right? 20 

H.O. LEUNG:  Present your evidence. 21 

MR. SIRI:  Okay.  Okay.  This is a copy of 22 

the clinical trial summary by the FDA relied upon to 23 

license. 24 

H.O. LEUNG:  How many pages are in that, 25 
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Counsel, approximately? 1 

MR. SIRI:  Two hundred and fourteen. 2 

H.O. LEUNG:  Okay.  So, what are you giving 3 

that to me for? 4 

MR. SIRI:  This -- 5 

H.O. LEUNG:  What's the purpose?  What is 6 

the [unintelligible] [02:02:52]?  Where does it go? 7 

MR. SIRI:  Yeah, this goes into all four of 8 

the arguments. 9 

H.O. LEUNG:  Okay. 10 

MR. SIRI:  All four.  Everything I am going 11 

to give you right now -- 12 

H.O. LEUNG:  Yes. 13 

MR. SIRI:  -- goes into all four of those 14 

arguments. 15 

H.O. LEUNG:  This 200 plus paged document 16 

will be marked as Respondent's 3, I am sorry, 17 

Respondent's 4. 18 

MR. SIRI:  Or you know, let me -- do we 19 

have a summary?  Do you have -- 20 

H.O. LEUNG:  Did you give me two separate 21 

documents of this or are they just one? 22 

MR. SIRI:  No, Your Honor.  Just -- 23 

H.O. LEUNG:  This is one?  Okay.  So, this 24 

is Respondent's 4. 25 
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MR. SIRI:  317? 1 

MR. MERRILL:  Do you have a copy of 2 

[unintelligible] [02:03:16]?  Okay. 3 

MR. SIRI:  You know what?  I've got just 4 

the relevant trials from that.  I could give you a 5 

shorter version.  Would you prefer that? 6 

H.O. LEUNG:  You can give me whatever you 7 

want, Counsel. 8 

MR. SIRI:  Okay. 9 

MR. MERRILL:  Can I access further what 10 

this is? 11 

MR. SIRI:  No, 316 -- 12 

H.O. LEUNG:  Can you summarize what those 13 

200 pages says? 14 

MR. SIRI:  That is the FDA summary of the 15 

clinical trial relied upon to license the MMR2 16 

vaccine that the order is saying should be injected 17 

into my client. 18 

H.O. LEUNG:  Okay.  And, and, and make an 19 

argument for me as, as the finder of fact.  What is -20 

- what do you think that supports? 21 

MR. SIRI:  Sure.  So, when you look at this 22 

clinical trial, clinical trials in order to be, and I 23 

was going to do this through the witness, but 24 

clinical trials in order to be, they, they need to 25 
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usually have a few elements.  One, they are -- they 1 

typically have a control group, right, you can -- 2 

H.O. LEUNG:  Okay.  Just, just summarize 3 

what those 200 plus pages say.  You don't have to 4 

testify as to what -- what does it say? 5 

MR. SIRI:  What it shows is that there were 6 

only 800 or so participants in the clinical trial. 7 

H.O. LEUNG:  Alright. 8 

MR. SIRI:  That's underpowered so you 9 

cannot reach statistically -- 10 

H.O. LEUNG:  And therefore, -- 11 

MR. SIRI:  -- significant result. 12 

H.O. LEUNG:  -- the MMR vaccine is 13 

dangerous.  Is that what you are saying? 14 

MR. SIRI:  No, I didn't say that. 15 

H.O. LEUNG:  Okay. 16 

MR. SIRI:  And they looked at safety for 42 17 

days. 18 

H.O. LEUNG:  Okay. 19 

MR. SIRI:  So, you couldn't find out what 20 

the long term adverse events were, okay, and they had 21 

no control group.  So, you couldn't properly compare 22 

what the difference between getting the MMR and not 23 

getting the MMR was.  So, they were underpowered, was 24 

not -- and was not -- and was only a 42 days of 25 
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safety review -- 1 

H.O. LEUNG:  Mr. Siri, and I am going to -- 2 

MR. SIRI:  -- and -- 3 

H.O. LEUNG:  -- ask you to get to the end 4 

therefore. 5 

MR. SIRI:  And therefore, therefore, it's 6 

more evidenced towards the four points and I am 7 

building the case right now, Your Honor. 8 

H.O. LEUNG:  But I don't understand what 9 

the -- does that support any theory?  Does it show 10 

that it's safe -- 11 

MR. SIRI:  What it, what it shows is that -12 

- what it shows is that before it was licensed, okay, 13 

it shows two things.  One, you didn't know what the 14 

long term adverse reactions to this product was 15 

before it was licensed. 16 

H.O. LEUNG:  Okay. 17 

MR. SIRI:  One, undisputable, I don't think 18 

she would dispute if I could ask her because it only 19 

says 42 days.  Two, when you look at the actual, it 20 

was eight little clinical trials and it has the 21 

adverse reactions and I'd like to submit this.  So, 22 

this is a summary of just taking out -- 23 

H.O. LEUNG:  This is a -- how many pages 24 

would you say this is here? 25 
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MR. SIRI:  I don't know, 25.  This is just 1 

a relevant -- 2 

H.O. LEUNG:  I'm going to mark this as P4. 3 

MR. SIRI:  Okay.  So when you look -- 4 

MR. MERRILL:  This is of part of three, 5 

that's not four? 6 

MR. SIRI:  It's part of 3, that's right.  I 7 

wanted to -- 8 

H.O. LEUNG:  This is all part of that? 9 

MR. SIRI:  Yeah, I want -- 10 

H.O. LEUNG:  Okay.  I am sorry. 11 

MR. SIRI:  I, I'm, I'm -- 12 

MR. MERRILL:  I think we should mark it as 13 

an exhibit.  It seems to be the relevant -- 14 

MR. SIRI:  It's a relevant parts but I -- 15 

you know, for, for -- 16 

H.O. LEUNG:  I am going to mark as P4 and 17 

P5.  Any objection from the Department? 18 

MR. MERRILL:  No, I haven't seen it but. 19 

H.O. LEUNG:  Yeah. 20 

[Respondent's Exhibit 4 admitted into 21 

evidence.] 22 

MR. SIRI:  For completeness, I mean, I am 23 

fine with with-, withdrawing this if you just want 24 

that.  You don't have to deal with a copy and that's 25 
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just the relevant part. 1 

H.O. LEUNG:  No, that's okay.  We'll take 2 

everything you have but I would like you to summarize 3 

what this -- 4 

MR. SIRI:  Yeah. 5 

H.O. LEUNG:  -- is telling. 6 

MR. SIRI:  Let me get, let me get the 7 

document here.  Take, take a copy, please.  Okay.  8 

So, now, if you, if you look at -- so, this is what 9 

you see now.  Go to the third page please, okay.  On 10 

the third page, this is the summary -- 11 

H.O. LEUNG:  Well, are they following 12 

along?  Do you have this? 13 

MS. PEONE:  No, Your Honor.  I don't have a 14 

copy of it. 15 

MR. MERRILL:  No, Your Honor. 16 

MR. SIRI:  Do you have a copy?  Here you 17 

go. 18 

MR. MERRILL:  This is 4? 19 

H.O. LEUNG:  This is Petitioner's 4 and 20 

that Petitioner's 4 is the Department of Health and 21 

Education and Welfare bate stamped September 15, 22 

1978, a letter [unintelligible] [02:06:15] Dr. Grey 23 

[phonetic] from Dr. Marlin [phonetic].  Go ahead. 24 

MR. SIRI:  Okay.  Let me get the 25 
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[unintelligible] [02:06:20] request.  So, so, is 1 

there -- I just want to make sure -- this is the, the 2 

clinical trial relied upon to license this product by 3 

the FDA.  If there is any objection to that, I also 4 

have the -- 5 

H.O. LEUNG:  Counsel, there is no 6 

objection. 7 

MR. SIRI:  Okay. 8 

H.O. LEUNG:  What I want you to do is just 9 

get to the summary part of this. 10 

MR. SIRI:  Next third page -- if you go to 11 

the third page, you could see it's the summary of the 12 

clinical trials, okay.  And you could see there are 13 

one, two, three, four, five, six, seven, there are 14 

eight, there are eight basically studies.  And you 15 

could see the total participants of 834 individuals.  16 

Do you see that? 17 

H.O. LEUNG:  I do. 18 

MR. SIRI:  Okay.  So, that's the total 19 

number of individuals that received the MMR to 20 

license this product, okay.  And if you look at the 21 

summary, there was no control group that was used.  22 

There's no placebo control group.  So, they weren't 23 

comparing it to anything.  Please turn to the next 24 

page and let's look at the adverse reactions from the 25 
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MMR vaccine in this trial.  Please turn down to upper 1 

respiratory illness.  Do you see that? 2 

H.O. LEUNG:  Yes. 3 

MR. SIRI:  Okay.  Do you see in zero to 4 

four days, 60 -- 39.6 percent of the children in the 5 

trial had an upper respiratory illness after getting 6 

MMR.  Between five and 12 days, 38.5 percent, those 7 

are very significant numbers of children that had 8 

respiratory illness in this trial.  If you go down 9 

and look at gastro-intestinal illness, similarly, you 10 

can see the number of children that had gastro-11 

intestinal illness following the MMR vaccine, right?  12 

One of the things that they are complaining about in 13 

the order is that M -- the measles can cause 14 

pneumonia and, and, and diarrhea. 15 

H.O. LEUNG:  Mr. Siri, can I stop you 16 

there? 17 

MR. SIRI:  Yeah. 18 

H.O. LEUNG:  Does the child in question in 19 

this have any of these adverse reactions? 20 

MR. SIRI:  He hasn't received the MMR 21 

vaccine, Your Honor. 22 

H.O. LEUNG:  Okay.  He is -- 23 

MR. SIRI:  Okay.  So, how can he -- he 24 

hadn't received it yet. 25 
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H.O. LEUNG:  Okay. 1 

MR. SIRI:  He, he could. 2 

H.O. LEUNG:  Does he have a doctor who can 3 

testify or have -- does he have a record? 4 

MR. SIRI:  There is a doctor right here, 5 

Your Honor. 6 

H.O. LEUNG:  No, no, no.  Does the child 7 

have a doctor that can attest to the fact that this 8 

child taking this vaccine would be detrimental to his 9 

health? 10 

MR. SIRI:  Does the -- there is an 11 

obligation for him to go do that? 12 

H.O. LEUNG:  Well, I am trying -- 13 

MR. SIRI:  I mean -- 14 

H.O. LEUNG:  There, there is an obligation 15 

in the sense that -- 16 

MR. SIRI:  There is an obligate -- 17 

H.O. LEUNG:  There is an obligation in the 18 

sense that your client received the summons alleging 19 

a failure to immunize and that the defense, the 20 

allegation specifically says that he wasn't immunized 21 

as required by law, didn't have proper tests showing 22 

that he had proper immunity albeit see any 23 

documentation showing that there is a proper 24 

exemption. 25 
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MR. SIRI:  Yeah.  I am showing that it's 1 

not medically appropriate to give this child when you 2 

look at the clinical trials, when you look at the 3 

post licensure safety studies conducted by the 4 

Institute of Medicine and the CDC which you find -- 5 

H.O. LEUNG:  So, you are saying that 6 

summons should not -- this is an argument in the 7 

cubby hole that it should not have been issued.  Is 8 

that correct? 9 

MR. SIRI:  I am -- no, I am saying it's -- 10 

I am saying that even the summons on its face says it 11 

should be medically appropriate.  You are say -- 12 

adding the requirement that a doctor issue it.  I 13 

don't know why that's required -- 14 

H.O. LEUNG:  Okay.  So, you're saying -- 15 

MR. SIRI:  -- all of a sudden. 16 

H.O. LEUNG:  -- it's not medically -- so, 17 

you are saying that this supports the idea that it's 18 

-- 19 

MR. SIRI:  The four, the four buckets. 20 

H.O. LEUNG:  Okay. 21 

MR. SIRI:  It's injust, it's the risks 22 

outweigh the benefits, it's not medically 23 

appropriate.  Right, you know the four. 24 

H.O. LEUNG:  I have it.  Anything else? 25 
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MR. SIRI:  You have it.  Okay.  You, you 1 

will continue -- if you go through this, you will see 2 

all of that for all of these, okay? 3 

H.O. LEUNG:  Okay.  Anything else in terms 4 

of this document? 5 

MR. SIRI:  Yeah.  Well, well, here is the 6 

thing, I'd like to be accepted that, you know, I made 7 

a representation but it's just counsel saying it.  8 

The doctor would have said it.  What is a properly 9 

powered study?  What is, what is a placebo control?  10 

But I didn't have a chance to do that.  So, I am 11 

going to leave it then.  Obviously, she shouldn't 12 

have a chance to now go and, you know, say stuff 13 

afterwards, after the fact now that she is given a 14 

preview of the argument.  She shouldn't have an 15 

opportunity to say it beforehand when she would have, 16 

you know, not, not being a preview of the arguments 17 

when truth was original to her. 18 

H.O. LEUNG:  Right.  I, -- 19 

MR. SIRI:  It's no longer original to her. 20 

H.O. LEUNG:  I won't hear any arguments or 21 

testimony or questions from that. 22 

MR. SIRI:  Well, because we are not, 23 

because we are not there yet. 24 

H.O. LEUNG:  Okay. 25 
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MR. SIRI:  Okay.  Now, when the 1986 act 1 

was passed, okay, I am going to read two sentences 2 

from two provisions of law into the record, okay.  3 

One is the 198-, the National Vac-, Childhood Vaccine 4 

Act 1986 was provided -- was codified at 42USE300AA-1 5 

through 34.  I am going to read you one sentence from 6 

that act.  It says, "No person may bring a civil 7 

action for damages in the amount greater than $1,000 8 

or an unspecified amount against a vaccine 9 

administrator or a manufacturer in a State or Federal 10 

Court for damages arising from a vaccine related 11 

injury or death."  That was in 1986.  The reason that 12 

act was passed was because of all the harm being 13 

caused by vaccines at that time.  There was only one 14 

manufacturer left for MMR, DTaP and polio.  Those are 15 

the only two vaccines at the time.  They were going 16 

bust.  The US Supreme Court [unintelligible] 17 

[02:10:43] said that the amount of damages, the 18 

amount of liability was 200 times the amount of 19 

revenue from the DTP vaccine at that time.  MMR was 20 

having a similar problem.  So, instead of letting -- 21 

than make a better, safer vaccine, what Congress did 22 

is give them immunity from liability for their 23 

injuries.  Okay? 24 

H.O. LEUNG:  I understand your argument. 25 
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MR. SIRI:  And the US Supreme Court then 1 

[unintelligible] [02:11:02] said, just, just so you 2 

know, read one sentence, "We hold that the National 3 

Childhood Vaccine draft pre-empts all design defect 4 

claims against vaccine manufacturers brought by 5 

plaintiffs who seek compensation for injury or death 6 

caused by vaccine, side-effects."  And so, that is 7 

what the 1986 did and what it did is it, it, it 8 

removed the market forces that drive vaccine safety 9 

instead of making health departments responsible for 10 

vaccine safety.  They sit in that shoes, actually the 11 

Federal Health Authorities or the CDC does.  Now, 12 

after the 1980 -- when the 1986 act was passed, one 13 

of the things it did is it actually told HHS, you 14 

need to look at whether some of these vaccines cause 15 

certain injuries.  HHS then went in turn hired the 16 

Institute of Medicine to conduct that review, okay.  17 

In that review, can I get the Exhibit 39 please?  18 

Okay.  The IOM issued its first report in 1991, 19 

alright.  In that report, it looked at four commonly 20 

claimed serious injuries from the Rubella component 21 

of this vaccine, okay.  And what it found was that 22 

two of those commonly reported conditions are caused 23 

by the vaccine, alright.  The Rubella component of 24 

the vaccine, one of those, okay, is -- 25 
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H.O. LEUNG:  I am going to mark as 1 

Respondent's 5 the adverse affects of Rubella 2 

vaccines and Pertussis, okay. 3 

MR. SIRI:  Pertussis. 4 

H.O. LEUNG:  Pertussis. 5 

MR. SIRI:  Okay.  And so, if you turn to 6 

the second to last page please, okay. 7 

H.O. LEUNG:  Any objection to R5 being 8 

admitted? 9 

MR. MERRILL:  Something -- sure. 10 

H.O. LEUNG:  Hearing no objection -- 11 

[Respondent's Exhibit 5 admitted into 12 

evidence.] 13 

MR. SIRI:  The Institute of Medicine, I 14 

mean, you know, and HHS has done a paper. 15 

MR. MERRILL:  Yeah. 16 

MR. SIRI:  So, if we go to the second last 17 

page which you can see is, this is the, this is the 18 

summary of conclusions, okay.  So, under the Rubella 19 

vaccine which is, which is what's in here, RA 27/3, 20 

it's made with human diploid cells from aborted fetal 21 

tissue.  It says evidence insufficient to indicate.  22 

So, they didn't -- there was no evidence one way or 23 

another whether or not it causes radionuclides and 24 

other neuropath -- neuropathies with thrombocytopenic 25 
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purpura, okay.  But it was -- evidence was consistent 1 

with the cause or relationship or indicated cause and 2 

relation for chronic arthritis and acute arthritis, 3 

okay.  The next report issued by the IOM was then in 4 

1994.  That's Exhibit 314, okay.  And what the IOM 5 

this time looked at, they looked at the Rubella 6 

component.  As you know, the MMR stands for Measles, 7 

Mumps, Rubella so they looked at the Rubella 8 

component in the 1991 report.  In the 1994 report, 9 

they looked at the mumps and the measles component 10 

and what they did in that report is they looked at 11 

the 22 most commonly claimed serious adverse 12 

reactions after that vaccine.  And what they found in 13 

that report is -- 14 

H.O. LEUNG:  Respondent's, Respondent's 6 15 

is what counsel is going to read from.  If there is 16 

any objection by the Health Department, let me know. 17 

MR. MERRILL:  No. 18 

H.O. LEUNG:  No objection.  This is 19 

admitted.  Go ahead. 20 

[Respondent's Exhibit 6 admitted into 21 

evidence.] 22 

MR. SIRI:  Okay.  So, if you go to that one 23 

and you go to the fourth -- if you go to the fourth 24 

last page, this is the summary of causality table, 25 
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okay.  And so, here they said, okay, these are the 1 

conditions we know we believe are caused by it.  2 

These are the ones we, we would believe are not 3 

caused by it and these are the ones we don't know.  4 

And what you are going to find is, and it's very 5 

troubling, is that for 18 of them, for 18 of them, 6 

the IOM said, you didn't do the science.  We don't 7 

know.  Even though they are commonly reported, we 8 

don't know whether or not the measles and mumps 9 

component cause encephalopathy which by the way, they 10 

later found out it did, that's brain damage as you 11 

saw.  Or sub-acute sclerosis or septic meningitis or 12 

residual seizure and sterility or optic neuritis, 13 

right, damage to the nerves in the eyes, right.  Do 14 

you see that under mumps and measles and mumps, on 15 

the fourth last page, fourth last page?  May -- can I 16 

lean over, Your Honor, -- 17 

H.O. LEUNG:  Yes. 18 

MR. SIRI:  -- let me help you out there, is 19 

that okay? 20 

H.O. LEUNG:  Yeah. 21 

MR. SIRI:  I don't want to get into your 22 

space too much. 23 

H.O. LEUNG:  Okay. 24 

MR. SIRI:  So, so, here is, here is the, 25 

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 67 RECEIVED NYSCEF: 01/04/2021



 PROCEEDINGS 

Geneva Worldwide, Inc. 

256 W 38 th Street, 10 th Floor, New York, NY 10018  

162 

here is the measles and the mumps.  The Category 1 is 1 

no evidence bearing.  Category 2 is the evidence 2 

inadequate to accept or reject and you can see under 3 

the measles and mumps, there were -- science wasn't 4 

conducted to figure out, were these things or were 5 

they not caused by the measles or mumps. 6 

H.O. LEUNG:  Okay. 7 

MR. SIRI:  Okay. 8 

H.O. LEUNG:  Got you. 9 

MR. SIRI:  Okay.  Now, if you go to the 10 

next page, you can also see the evidence favors 11 

rejection.  So, for -- there is nothing that was 12 

rejected and the favor did accept causation for 13 

anaphylaxis for the, for the measles vaccine. 14 

H.O. LEUNG:  Okay.  So, any other evidence 15 

you have? 16 

MR. SIRI:  Okay.  Yeah, and then there is 17 

another page that were also accepted for 18 

thrombocytopenia as well as, as well as death.  Death 19 

can result from the measles vaccine according to the 20 

Institute of Medicine, okay.  Now, what the IOM said 21 

in this report was, read one sentence, "The lack of 22 

adequate data regarding many of the adverse events 23 

under study was a major concern to the committee."  24 

They said, hey, HHS, do your job, you got to do 25 
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studies to find out, do this -- does this vaccine 1 

does it or does it not cause death.  But you know 2 

what HHS is?  HHS solves the responding Vaccine Corp.  3 

If it does any study that shows that the vaccine 4 

causes harm.  Well, what happens is that we use 5 

against it in Vaccine Corp.  So, under the 1986 act, 6 

you can sue them for a vaccine injury.  But the 7 

respondent is the Department of Health Mental 8 

Services and the vaccine [unintelligible] [02:16:01]. 9 

H.O. LEUNG:  Counsel, I am going -- 10 

MR. SIRI:  I am moving on.  I am moving on. 11 

H.O. LEUNG:  No, no, I am -- before we move 12 

on, how many more documents do you have, 13 

approximately?  Just give me approximate. 14 

MR. SIRI:  Maybe a dozen, two. 15 

H.O. LEUNG:  Dozen, okay.  I am going to 16 

ask -- 17 

MR. SIRI:  I am going to go quickly. 18 

H.O. LEUNG:  No, I am going to ask you to 19 

mark them from R7.  Mark them all, R7 upwards. 20 

MR. SIRI:  Exhibit 33 -- 21 

H.O. LEUNG:  And then I am going to ask you 22 

to give them to me in mass and I am going to ask you 23 

to read into the title of it and I am going to take 24 

it.  What I don't want you to do is right now, I am 25 
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allowing you to make a record but -- 1 

MR. SIRI:  Forty three -- 2 

H.O. LEUNG:  -- I am going to make -- my 3 

determination and my instinct right now is that this 4 

is not relevant to the three issues of whether or not 5 

the child was vaccinated, whether or not he had 6 

tested immunity and whether or not there was a 7 

medical exemption.  So, I am going to ask you to mark 8 

them if you can, R7, starting with R7 upwards. 9 

MR. SIRI:  Sure.  R7, so this is a report 10 

from 2012.  This looked at 31 commonly claimed 11 

injuries from the MMR, and R7? 12 

H.O. LEUNG:  Yes. 13 

[Respondent's Exhibit 7 admitted into 14 

evidence.] 15 

MR. SIRI:  And this one found that six of 16 

them were caused by MMR but 23 of them, they have no 17 

idea.  Again, IOM said, hey, why aren't you doing the 18 

science that's needed Exhibit 4 -- 19 

H.O. LEUNG:  This is, this is the same part 20 

-- 21 

MR. SIRI:  Exhibit 48 -- 22 

H.O. LEUNG:  Okay.  This is your copy here.  23 

Okay.  Then that comes. 24 

MR. SIRI:  Wait a second.  This is -- well, 25 
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wait a second.  I am sorry.  Did I just lose that 43?  1 

Yeah, let me, let me get 48.  So, R8.  So, the R8 is 2 

an excerpt from the 1998 IOM report in which it says, 3 

"The committee was able to identify little 4 

information pertaining to why most individuals react 5 

adversely to vaccines when most do not," okay.  And 6 

so, what it did is, it said, hey, you got to do the 7 

studies for which children are going to be 8 

susceptible to injury. 9 

[Respondent's Exhibit 8 admitted into 10 

evidence.] 11 

H.O. LEUNG:  Right. 12 

MR. SIRI:  Okay.  And this is a report.  13 

This is Exhibit 49.  And so this is, you know, 2012, 14 

over a dozen years later, the IOM again looked at 15 

this issue and it said, both epidemiological and 16 

mechanistic research suggest that most individuals 17 

who experience an adverse effect of vaccines have a 18 

pre-existing susceptibility.  These pre-dispositions 19 

can exist for a number of reasons, genetic variance, 20 

okay, environmental exposures, behavior, intervening 21 

illness, developmental stages, all of which can 22 

interact or suggest it graphically.  Some of these 23 

adverse effects are specific to the particular 24 

vaccine while others may not be.  Some of these 25 
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predispositions may be detectible prior to 1 

administration of vaccines.  Much work remains to be 2 

done to elucidate and to develop strategies to 3 

document the epidemiology mechanisms that lead to 4 

adverse effects in individual patients.  What they 5 

are saying is vaccines, MMR can cause.  We, we can 6 

identify which children will be injured but you 7 

haven't done the science to figure that out.  Let me 8 

get a -- let me get Exhibit 225, okay.  I would like 9 

to ask, I would like to ask whether or not they know 10 

if the child is genetically predisposition that would 11 

render them susceptible to an adverse reaction to MMR 12 

but yeah, I have seen your objection stands.  Because 13 

for example, here is, here is a study that identifies 14 

specific genetic markers for when a child will have a 15 

seizure, will have seizures after the MMR vaccine. 16 

H.O. LEUNG:  Okay. 17 

[Respondent's Exhibit 9 admitted into 18 

evidence.] 19 

MR. SIRI:  This is conducted by a reputable 20 

peer review science, mainstream journal by 21 

institutions. 22 

H.O. LEUNG:  Counsel, I appreciate you 23 

commenting -- 24 

MR. SIRI:  Yeah, that's going -- so, this 25 
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is R, what is this, R10? 1 

H.O. LEUNG:  R10, I'm going to move into 2 

evidence. 3 

[Respondent's Exhibit 10 admitted into 4 

evidence.] 5 

MR. SIRI:  Exhibit 340 -- 6 

[CROSSTALK] 7 

H.O. LEUNG:  I would give you an 8 

opporutnity to submit the evidence and comment on 9 

what it says and what it is -- 10 

MR. SIRI:  I mean, look, I'm doing it in 11 

this fashion, Your Honor, but I -- my objection 12 

stands that this is not --  13 

H.O. LEUNG:  I understand your objection. 14 

MR. SIRI:  -- appropriate for me to be able 15 

to make a proper record. 16 

H.O. LEUNG:  No, I understand that.  I'm 17 

trying to balance the needs of the tribunal, the 18 

opportunity to give you a full and a fair hearing and 19 

to be respectful of the opportunity to expound as 20 

much as you can, but I have to use my discretion 21 

limited as much as I can. 22 

MR. SIRI:  Okay.  The, the --  23 

H.O. LEUNG:  Can we move on to R11 and I'll 24 

let you talk and tell me what this says. 25 
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MR. SIRI:  So, R, R11 is this, this is an 1 

example of a compensation of a hundred million 2 

dollars that was given by the Vaccine Corp. for an 3 

injury after the MMR vaccine and --  4 

H.O. LEUNG:  Thank you.  Can we move on to 5 

R12? 6 

[Respondent's Exhibit 11 admitted into 7 

evidence.] 8 

MR. SIRI:  I, I, -- the next one requires 9 

me to ask questions in regards to antibiosis and what 10 

this actually does in the body. 11 

H.O. LEUNG:  Tell me what R12 says first. 12 

MR. SIRI:  What I just gave you? 13 

H.O. LEUNG:  No, R12 the, the thing that's 14 

coming. 15 

MR. SIRI:  Not everything I have has 16 

exhibits.  I'm only giving you exhibits that I have 17 

but I have -- a lot of these are just questions to 18 

elicit evidence from the witness.  Most of what I was 19 

going to do today regarding, regarding getting 20 

evidence and in fact, I would think that would be 21 

advantageous for them because it's their witness. 22 

H.O. LEUNG:  Okay.  No, what I'm doing is 23 

I'm --  24 

MR. SIRI:  And I'm not --  25 
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H.O. LEUNG:  -- allowing you to produce 1 

whatever evidence you want.  I'm giving you a 2 

sentence to comment what the evidence is. 3 

H.O. LEUNG:  Okay. 4 

MR. SIRI:  And I'm admitting it without 5 

objection, okay.  So, I'm giving you every 6 

opportunity to put in --  7 

MR. SIRI:  Okay. 8 

H.O. LEUNG:  -- hundreds of pages of 9 

documents.  So, can we move on to R12? 10 

MR. SIRI:  Sure. 11 

MS. PEONE:  I need just one moment, Your 12 

Honor --  13 

H.O. LEUNG:  Okay.  Sure. 14 

MS. PEONE:  -- I apologize. 15 

MR. SIRI:  Exhibit 60. 16 

[OFF MIC CONVERSATION] 17 

H.O. LEUNG:  Okay.  Alright.  Thank you.  18 

Okay.  Move on to R12. 19 

MR. SIRI:  So, what this is, is an 20 

ingredient list for the vaccine and what you are 21 

going to find is what's in this vial is that viruses 22 

have to grow on something, okay.  And they have a 23 

growth medium that it needs to grow on.  And so, you 24 

know, each component -- so, the Measles, Mumps, 25 
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Rubella are each grown either on the embryo cell 1 

cultured, human diploid lung fibroblast or fetal 2 

bovine serum and actually most of what you have in 3 

this vial is the actual growth medium that it's grown 4 

on.  So, you have components from chickens, from cows 5 

as well as human diploid lung fibroblast, okay.  That 6 

-- those are from the cultured cell line of aborted 7 

fetus.  So, they take an aborted fetus, they took the 8 

lung fibroblast, they culture it.  It only -- it has 9 

-- so, it dies out for generations and what they do 10 

is they grow the Rubella virus on it.  This vial 11 

contains millions of millions of pieces of, of human 12 

DNA in it, all broken down below 500 base pairs as 13 

part of the manufacturing process.  The whole point 14 

of this vaccine is order to create antibodies.  If 15 

you are injecting it into the body, not only with the 16 

viral components but the antigens from the human bo-, 17 

bovine and chicken components, in particular, the 18 

human components, it has the ability to create some 19 

serious adverse events --  20 

H.O. LEUNG:  Understood. 21 

MR. SIRI:  -- relating to that. 22 

H.O. LEUNG:  We're going to move on the 23 

R13. 24 

[Respondent's Exhibit 12 admitted into 25 
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evidence.] 1 

MR. SIRI:  Okay.  First, do you have 2 

Exhibit 60?  So, you -- so, you will see on the third 3 

page that there is MMR and you can --  4 

MS. PEONE:  That's R12, 60 is already 5 

entered? 6 

MR. SIRI:  Yeah.  So, Exhibit 307 and 7 

Exhibit 341 and 308.  These are all document that use 8 

the aborted fetal tissue and that is and that the 9 

cell culture strain are still in this product that 10 

you're looking at right now. 11 

H.O. LEUNG:  Okay. 12 

MR. SIRI:  And they want -- that, that they 13 

want to inject into my client's body.  And they --  14 

H.O. LEUNG: This is the document? 15 

MR. SIRI:  This, this is the -- so, you can 16 

match up WI38 and MRC5, those are the ingredients on 17 

the exhibit.  I don't know what it was marked, the 18 

ingredient list for the vaccine.  You can match up 19 

with the --  20 

H.O. LEUNG:  I'm going to mark this as 13, 21 

alright. 22 

[Respondent's Exhibit 13 admitted into 23 

evidence.] 24 

MR. SIRI:  Okay.  And then Exhibit 341 says 25 
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--  1 

H.O. LEUNG:  This is 13.  And you have R14 2 

coming? 3 

MR. SIRI:  Exhibit 341. 4 

H.O. LEUNG:  Yeah. 5 

MR. SIRI:  And so, you know, when they 6 

first licensed this vaccine, they didn't understand 7 

the concept of the research from the genesis that, 8 

that, that DNA below 500 page pair can readily insert 9 

-- 10 

H.O. LEUNG:  Counsel, can, can I, can I ask 11 

you something? 12 

MR. SIRI:  Yeah. 13 

H.O. LEUNG:  And I'm going to ask you with 14 

all due respect to -- without like in a professor 15 

type thing educating me, just tell me in summary what 16 

it says.  I don't need the background, like, just 17 

tell me what it purports to. 18 

MR. SIRI:  I'll try my best. 19 

H.O. LEUNG:  For instance, -- 20 

MR. SIRI:  I'll try my best. 21 

H.O. LEUNG:  R12 or whatever you just said. 22 

MR. SIRI:  I'll try my best to give you 23 

what you're asking for --  24 

H.O. LEUNG:  I understand you. 25 
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MR. SIRI:  -- despite the fact that it's 1 

missing critical pieces to understand --  2 

H.O. LEUNG:  I understand. 3 

MR. SIRI:  -- how the connected tissue.  4 

So, I'm not sure what you're, you know, --  5 

H.O. LEUNG:  So, what is R14, tell me? 6 

MR. SIRI:  You know, so, well, well, so, 7 

R14 and R15 those are the product descriptions for 8 

what's on the ingredient list. 9 

H.O. LEUNG:  That's all I needed to know.  10 

Thank you. 11 

[Respondent's Exhibits 14 and 15 admitted 12 

into evidence.] 13 

MR. SIRI:  Okay.  That's what I was telling 14 

you. 15 

H.O. LEUNG:  Okay. 16 

MR. SIRI:  Okay.  And then R --  17 

H.O. LEUNG:  And then we have R16? 18 

MR. SIRI:  R -- yeah, Exhibit 341. 19 

MS. PEONE:  That's R15. 20 

MR. SIRI:  341, I don't know what your R 21 

are up to. 22 

MR. MERRILL:  Yeah, this one that we have, 23 

R15. 24 

MR. SIRI:  Yeah, yeah, okay.  So, that's, 25 
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that's, you know, that's a history of the use of the, 1 

the tissue.  Can I, can I get Ex-, Ex-, Exhibit 70, 2 

please?  This was a -- this was one of the, the 3 

seminal studies, this was done with, you know, 80 4 

aborted fetuses in order to create the Rubella 5 

component where they take the fetus so they, they 6 

come to three centimeter tubes every --  7 

H.O. LEUNG:  I am going to mark that as 8 

R16. 9 

[Respondent's Exhibit 16 admitted into 10 

evidence.] 11 

MR. SIRI:  -- component of the body --  12 

H.O. LEUNG:  Yes. 13 

MR. SIRI:  -- into the lungs and so forth 14 

and they culture it to see it's good for vaccine 15 

production.  And then, let me just skip ahead here to 16 

Exhibit 321.  And so Exhibit 321 is, is -- this is, 17 

this is somebody work for major genetics companies in 18 

Silicon Valley.  She -- and, and so she's got a 19 

letter regarding the use of fetal DNA in the MMR 20 

vaccine and the issues related thereto.  Can I get 21 

Exhibit 267?  Now, you know, measles has been around 22 

since the beginning of recording history as far as I 23 

understand.  It's something that's actually part of 24 

nature or God, whatever one wants to call it, okay.  25 
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But the MMR is not.  MMR is a man made product, okay.  1 

It's something that's only come about because of 2 

man's creation.  And so, you know, there might have 3 

been a reason that the measles vaccine is part of the 4 

natural world as we know it.  What this is, is 5 

handing you is a, is a prospect, the study of a 6 

100,000 individuals in Japan that were followed for 7 

22 years by the major health authorities and what 8 

they found is that those had gotten measles and 9 

mumps, okay.  Those have got measles and mumps, 95 10 

percent of them were still alive, didn't die from 11 

cardiovascular disease after 22 years.  But of those 12 

that didn't have measles and mumps, okay, only 85 13 

percent of them survived.  That's a huge 14 

differential.  And that is from major peer review 15 

study by major institutions.  What it shows is that 16 

getting measles and mumps potentially, let me get the 17 

next Exhibit 309, getting measles and mumps, the 18 

study indicates it actually protects you from 19 

cardiovascular death.  Cardiovascular disease killed 20 

600,000 Americans last year.  The measles killed 4-, 21 

around 400 Americans a year in a few years before the 22 

measles vaccine was first licensed in 1963, okay.  23 

So, if, if the measles -- if eliminating measles 24 

cause 5 percent of cardiovascular deaths, that far 25 
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outnumbers the number of death from actual measles.  1 

You have 309?  That is the -- that's the number of 2 

deaths from heart disease.  And that study, as far as 3 

that study remains un-rebutted in the medical 4 

literature.  There is nothing that contradicts that 5 

finding. 6 

H.O. LEUNG:  That's R19, Counsel is 7 

referring to? 8 

MR. SIRI:  Yeah. 9 

[Respondent's Exhibits 17 to 19 admitted 10 

into evidence.] 11 

MS. PEONE:  Yes. 12 

MR. SIRI:  Okay.  Now, there is also 13 

numerous, numerous studies that show that those who 14 

had measles have far less rates of various cancers.  15 

Can I please have Exhibit 265?  Okay.  So, this is, 16 

this is a study out of the International Agents for 17 

Research on Cancer in Lyon, France, okay.  And what 18 

they found is that those who had measles had a 60-, 19 

that those who did not have measles had a 66 percent 20 

increase rate of non Hodgkin's Lymphoma and a 233 21 

percent increase rate of Hodgkin's Lymphoma. 22 

H.O. LEUNG:  That's R20? 23 

[Respondent's Exhibit 20 admitted into 24 

evidence.] 25 
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MR. SIRI:  That's R20 and that one also 1 

remains un-rebutted in the medical literature as far 2 

as we are aware.   Can I get Exhibits 310, 311 and 3 

Exhibits 330?  These are all studies consistently 4 

showing peer review science that those who have 5 

measles have far less rates of various cancer 6 

including ovarian cancers and, and, and Exhibit 335.  7 

And I'm also going to provide you the number of 8 

people that died from, from non-Hodgkin's Lymphoma.  9 

That's 20,000 people last year.  A percentage of that 10 

relates to people not getting measles.  You can just 11 

do the math.  400 deaths from measles in the years 12 

before 1963, that's according to the CDC versus how 13 

many people have died because you have eliminated 14 

measles.  And people who want to exercise their right 15 

to not get this vaccine --  16 

H.O. LEUNG:  That's R21. 17 

MR. SIRI:  Okay. 18 

H.O. LEUNG:  Admitted. 19 

[Respondent's Exhibit 21 admitted into 20 

evidence.] 21 

MR. SIRI:  Which, which one are you --  22 

H.O. LEUNG:  Fever and infectious child 23 

diseases in history of cancer patients and that it 24 

controls. 25 
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MR. SIRI:  So, one of those actually was 1 

about ovarian cancer which kills 13,000 people a year 2 

in the United States.  It showed that having measles 3 

have, have a risk of having ovarian cancer. 4 

H.O. LEUNG:  R22 appears to be a -- 5 

MR. SIRI:  I just want to make something --  6 

[CROSSTALK] 7 

MR. SIRI:  I want to make something very 8 

clear for the record.  I'm not testifying today.  I 9 

am, I am telling you -- these are, these are 10 

documents and, you know, the, the evidence testifies. 11 

H.O. LEUNG:  Exactly. 12 

MR. SIRI:  So, the -- these documents --  13 

H.O. LEUNG:  Okay. 14 

MR. SIRI:  -- speak meaning and I'm trying 15 

to fill in the gaps for you but I'm not a, I'm not a, 16 

I'm not a witness.  I was intending --  17 

H.O. LEUNG:  Right. 18 

MR. SIRI:  -- to create the connectted 19 

tissue through their own witness but I've not --  20 

H.O. LEUNG:  Yeah.  Well, let me just say 21 

something, Mr. Siri. 22 

MR. SIRI:  Okay.  312 -- 23 

H.O. LEUNG:  In OATH hearings, an attorney 24 

statements when, when it did come in, it is testimony 25 
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to the extent that you are introducing these 1 

documents.  And you can testify --  2 

MR. SIRI:  Okay. 3 

H.O. LEUNG:  -- in place of your client.  4 

You can testify in place of the client's doctor.  You 5 

can testify -- triple hearsay is permitted.  Whatever 6 

you need to say, I'm taking into consideration.  7 

Everything is testimony, okay. 8 

MR. SIRI:  Triple hearsay? 9 

H.O. LEUNG:  Triple hearsay. 10 

MR. SIRI:  What about quadrubple? 11 

H.O. LEUNG:  Yeah, everything is admitted, 12 

very informing. 13 

MR. SIRI:  Okay. 14 

H.O. LEUNG:  R23 is admitted, R24 is 15 

admitted.  Everything from R7 upwards that we have 16 

admitted.  We are now up to R24 has been admitted 17 

without objection. 18 

[Respondent's Exhibits 22 to 24 admitted 19 

into evidence.] 20 

MR. SIRI:  Okay.  Let me just confirm that 21 

we get -- so we did, we did all of these. 22 

MS. PEONE:  And we have 311, 310, 330. 23 

MR. SIRI:  335. 24 

MS. PEONE:  335. 25 
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MR. SIRI:  266 -- and 266. 1 

MS. PEONE:  266. 2 

MR. SIRI:  Okay.  This is -- you're being -3 

- this is you're being handed a survey from the 4 

Department of the Healthcare and the epidemiology at 5 

the University of British Columbia again documenting 6 

differentials. 7 

H.O. LEUNG:  Okay.  R25 is admitted. 8 

[Respondent's Exhibit 25 admitted into 9 

evidence.] 10 

MR. SIRI:  So, between those that have had 11 

measles and those that have not had measles. 12 

H.O. LEUNG:  Okay.  Is this the last of the 13 

documents, Counsel? 14 

MR. SIRI:  No, almost.  312 is --  15 

H.O. LEUNG:  Okay.  Let's move on. 16 

MR. SIRI:  -- that gives you the number of 17 

deaths from ovarian cancer per year. 18 

H.O. LEUNG:  Okay. 19 

[Respondent's Exhibit 26 admitted into 20 

evidence.] 21 

MR. SIRI:  So, you can have a comparative 22 

study.  There are various -- I don't know how to do 23 

this [unintelligible] [02:30:43], but basically the 24 

doctor could explain this but we're not going to do 25 
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that.  Essentially, bottom line is that -- alright, 1 

let's just leave it alone.  Let me get that --  2 

H.O. LEUNG:  R26 in a minute? 3 

MR. SIRI:  329.  These, these three, okay.  4 

So, these are studies that show that children who 5 

have had measles have far less allerg-, allergies and 6 

atopic diseases.  Atopic diseases are things like 7 

asthma.  It's when you're sensitized to something in 8 

the environment.  So, children that have had, that 9 

have had measles have far less of these conditions. 10 

H.O. LEUNG:  That's R27?  It's admitted. 11 

[Respondent's Exhibits 27 admitted into 12 

evidence.] 13 

MR. SIRI:  That's three of those, 329, 336 14 

and -- 329 and 336.  Just, just do those two, we 15 

don't need to use the other one, two is enough. 16 

H.O. LEUNG:  That's going to be R28. 17 

[Respondent's Exhibit 28 admitted into 18 

evidence.] 19 

MR. SIRI:  Okay.  And then Exhibit 331, 331 20 

is the study that actually looked at Parkinson's rate 21 

in adulthood between those who have had measles and 22 

those who don't.  Those who have had measles have the 23 

rate of Parkinson's disease. 24 

H.O. LEUNG:  Okay. 25 
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MR. SIRI:  You know, you know, when you, 1 

when you looked at the world, my clients believe that 2 

God created the world, that there is a divine 3 

creator.  There might have been a reason that God 4 

created the world the way he did.  They want to just 5 

exist in this world the way God created it.  I think 6 

all of these peer reviewed science that I don't know 7 

any studies, we're not aware of any study that rebut 8 

these findings.  Hence, this is the best available 9 

evidence --  10 

H.O. LEUNG:  R29 is admitted. 11 

[Respondent's Exhibit 29 admitted into 12 

evidence.] 13 

MR. SIRI:  -- about what [unintelligible] 14 

[02:32:21] measles does shows -- supports that, that 15 

you've -- on the four prongs we talked about, 16 

fairness, justice, medically appropriate, is it 17 

medically appropriate to increase a child's risk of 18 

cancer, atopic disease, heart disease in order to 19 

prevent them from having what's typically been 20 

considered a, a mild childhood illness. 21 

H.O. LEUNG:  Is this the end of the 22 

document? 23 

MR. SIRI:  Almost.  So, Exhibit twe-, let 24 

me get Exhibit 20.  So, Exhibit 20 is the, is the, is 25 
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the package insert for MMR, the MMR vaccine itself.  1 

So, this is from the manufacturer.  You can see in 2 

there that despite having millions of pieces of DNA, 3 

it's never been evaluated for whether you can call it 4 

mutate genes.  Let me get Exhibit 3 --  5 

H.O. LEUNG:  That's Respondent 30 admitted 6 

without objection. 7 

[Respondent's Exhibit 30 admitted into 8 

evidence.] 9 

MR. SIRI:  Yeah, Exhibit 313.  This is the 10 

study out of Canada from their health authorities and 11 

what they did is they tracked what happ-, within two 12 

weeks of getting MMR, how many kids went to the 13 

emergency room that wouldn't have otherwise went.  14 

One in a 168 children ended up in the emergency room 15 

according to the Canadian health researchers, that 16 

wouldn't have otherwise ended up there because they 17 

received the MMR vaccines, pretty recent study, still 18 

waiting for an HHS response on that one.  It's quite 19 

a concerning finding but obviously that's, you know, 20 

an issue in Vaccine Corp.  Because, you know, my firm 21 

that does vaccine injury cases in Vaccine Corp, we 22 

have studies from ACDC or FDA or HHS that shows that 23 

vaccine causes harm, they are going to be liable 24 

because they are the respondent in the vaccine injury 25 
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compensation program.  It's part of the Federal Court 1 

of Claims.  You can go to the Federal Court of Claims 2 

website anytime, click on vaccine claims and you can 3 

read all about the vaccine injury compensation 4 

program down in Washington DC that's administered in 5 

the Federal Court of Claims in a specialized program.  6 

There is no discovery and you have to give all your 7 

evidence and, and, and, and the government is 8 

offended by this little law firm called the 9 

Department of Justice.  Just like there are 10 

government attorneys here defending vaccines, there 11 

are government attorneys defending on the federal 12 

level too.  Do we do Exhibit -- what do we have? 13 

[Respondent's Exhibit 31 admitted into 14 

evidence.] 15 

MS. PEONE:  313. 16 

MR. SIRI:  Okay.  We did 313?  Okay.  You 17 

know, and Exhibit 20 just, just point out that it has 18 

a long list of, of adverse reactions.  I'm just going 19 

to read 21CFR, it's one sentence, 201.57C7 and what 20 

the Code of Federal Regulation provides is that on 21 

the package insert, despite popular belief, the only 22 

adverse reactions that are supposed to be listed that 23 

are, that are post marketing are, "Only those adverse 24 

events for which there are some basis to believe 25 
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there is a causal relationship between the drug and 1 

the occurrence to the adverse event".  That's the 2 

Code of Federal Regulations.  When you see adverse 3 

events on the MMR package insert, the only reason 4 

it's there is because the manufacturer had a basis to 5 

believe there is a causally related but they are not 6 

liable.  So they, you know, they pop it on there and 7 

who knows what their evidence is because you can't do 8 

discovery. 9 

[Respondent's Exhibit 32 admitted into 10 

evidence.] 11 

H.O. LEUNG:  Are we done with the 12 

documents, Counsel? 13 

MR. SIRI:  Twenty two and 21.  These are 14 

example of a Merck amending their package insert to 15 

add Transverse Myelitis in 2014 and, and, and another 16 

I think, another serious injury in 2017, of course, 17 

getting discovery as to the evidence that supported 18 

that, you, you can't get because you can't sue them 19 

for the injuries.  You can get, you know, hundreds of 20 

millions of dollars for robocall violations but you 21 

can't a dollar pretty much out of Merck unless it can 22 

be proffered if a child dies from MMR vaccine.  Let 23 

me get Exhibit Number 53.  So, there is actually only 24 

one study that I am aware of that looked at the 25 
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health outcomes of the vaccinated and non-vaccinated 1 

children in the United States.  It was a small study.  2 

It could be far better but it's the only one.  It's 3 

Exhibit 53 and what it found was there is lots of, 4 

you know, lots of the issues and concerns that the 5 

IOM looked at, that are in the package insert that 6 

study found it was out of the school public health of 7 

Jackson University were increased.  You know, the 8 

question is one of, are you trading, avoiding a 9 

limited, limited infection for a chronic health 10 

issue.  Okay.  Moving on, moving on --  11 

[Respondent's Exhibits 33 and 34 admitted 12 

into evidence.] 13 

H.O. LEUNG:  So, I'm going to, I'm going to 14 

ask you to document how many more you have. 15 

MR. SIRI:  Exhibit 16. 16 

H.O. LEUNG:  How many more do you have 17 

approximately? 18 

MR. SIRI:  No, I have only got several 19 

pages so we went through -- we are on Page 19.  I 20 

have few more pages so not much, okay.  Exhibit -- 21 

which one did we just do? 22 

MS. PEONE:  This is 16. 23 

MR. SIRI:  Exhibit 16. 24 

MS. PEONE:  I'm so sorry, 34 25 
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H.O. LEUNG:  Thirty four, yeah. 1 

MR. SIRI:  We, we just did 34?  No, 53. 2 

MS. PEONE:  We are on Exhibit Number 16. 3 

MR. SIRI:  Right, but which one did we -- 4 

okay, because -- 5 

H.O. LEUNG:  We just did this one. 6 

MR. SIRI:  We just did that?  Okay.  So, 7 

you know, this, this is a report by the Congress with 8 

regards to, you know, ACIP that we talked about 9 

earlier.  ACIP makes the vaccine recommendations 10 

including adding the MMR.  And what Congress found is 11 

that most of those people who sit on that ACIP Board 12 

have conflicts with pharmaceutical companies.  You 13 

can read it.  It's wonderful interesting read.  14 

Exhibit 238, please.  Okay.  And what you can find 15 

here is that the CDC vaccine schedule from 2000 which 16 

is the same year that this report was issued.  It was 17 

on the schedule by that point.  Let me get Exhibit 18 

16.  Well, we already did 16, okay.  Let, let, let's 19 

move on to Exhibit 2-, 272.  So, you know, 20 

understanding that pharmaceutical companies in this -21 

- I think I'm done in like five, 10 minutes total. 22 

H.O. LEUNG:  What, what I'm going to do 23 

Counsel, is I'm going to --  24 

MR. SIRI:  I'm, I'm --  25 
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H.O. LEUNG:  -- let you introduce whatever 1 

documents you have and I'm going to let the title of 2 

those documents -- 3 

MR. SIRI:  I'm going as fast as I can. 4 

H.O. LEUNG:  No, no, no, you can summarize 5 

what's coming. 6 

MR. SIRI:  I am. 7 

H.O. LEUNG:  You don't have to --  8 

MR. SIRI:  I'm not, I'm not slowing this 9 

down. 10 

H.O. LEUNG:  No, no, just tell me that --  11 

MR. SIRI:  The only thing slowing down is 12 

having this discussion. 13 

H.O. LEUNG:  -- tell me the titles of the 14 

documents that's coming in. 15 

MR. SIRI:  Okay.  This, this is Exhibit -- 16 

this is the mandate for safer child vaccine which is 17 

a part of the 1986 act, codified in United States 18 

code.  It's what underpins vaccine safety in this 19 

country.  You can see the title right there.  It's, 20 

it -- what it does is it requires and, and you can 21 

see these are titles.  It has a general rule.  It has 22 

a task force.  It has a report that is submitted 23 

every two years to Congress in which HHS documents 24 

how they made vaccines safer, okay.  Exhibit 273, you 25 
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might just leave this out, and cover it up as we go 1 

through the next two because it's going to be 2 

relevant.  Essentially, because vaccine, vaccine 3 

manufacturers are immunity from liability, this is 4 

what underpins vaccine safety.  HHS is assuring their 5 

safety.  You could see it under Provision 1.  And so 6 

every year, the cong-, the HHS submitted by the end 7 

of year a report to Congress.  This is a stipulation 8 

from Federal Court and what you'll find is that these 9 

reports required by Section C every year, have never 10 

been submitted a single time.  This was a stipulated 11 

order in Federal Court showing they've never actually 12 

done that and that's a simple requirement, just 13 

submit a report.  Exhibit 274, please  And then for 14 

the task force, if you recall under the neck, the 15 

title, okay, this is the task force for safe-, and 16 

this document right here.  The task force for safer 17 

childhood vaccines, okay.  This task force was to 18 

make recommendations on how to make vaccine safer to 19 

the secretary of HHS and this is a response to a 20 

[unintelligible] [02:38:58] request and you'll see, 21 

that task force was dissolved in 1998.  It doesn't 22 

even exist.  They are not doing even a simple task 23 

required to show the MMR vaccine is safe.  Let me get 24 

Exhibit 318 and 319, okay.  This is, this is a group 25 

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 67 RECEIVED NYSCEF: 01/04/2021



 PROCEEDINGS 

Geneva Worldwide, Inc. 

256 W 38 th Street, 10 th Floor, New York, NY 10018  

190 

of physicians and that's -- that, that have compiled, 1 

you know, a summary of the risks of the MMR vaccine 2 

and, and so forth.  You know, these are physicians so 3 

they are writing it from the perspective of 4 

physicians. 5 

H.O. LEUNG:  Counsel? 6 

MR. SIRI:  And those positions.  319 and 7 

318 --  8 

H.O. LEUNG:  I'm going to stop you right 9 

there.  I'm going to stop you right there. 10 

MR. SIRI:  Yeah. 11 

H.O. LEUNG:  Just let me stop you. 12 

MR. SIRI:  Sure. 13 

H.O. LEUNG:  I'll just put on the record.  14 

We've been on the record for close to -- 15 

MR. SIRI:  Exhibit 146. 16 

H.O. LEUNG:  Hold on, Counsel, two hours 17 

and 40 minutes now. 18 

MR. SIRI:  Yeah. 19 

H.O. LEUNG:  You have documents to tend to 20 

show that the --  21 

MR. SIRI:  Exhibit 146. 22 

H.O. LEUNG:  We have admitted 39 documents 23 

consisting of probably over 600 pages.  Counsel, 24 

stop. 25 
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MR. SIRI:  Yeah. 1 

H.O. LEUNG:  Stop, stop, stop.  Okay.  To 2 

the extent that you have further documents to support 3 

your proposition that this summons should not have 4 

been issued and it's unjust to issue it, I'm going to 5 

allow you to admit that and mark it. 6 

MR. SIRI:  Okay.  One second. 7 

H.O. LEUNG:  The next one to be 40 and I'm 8 

going to let you mark it and your, your assistant 9 

mark it from 40 onward.  When it's marked and 10 

everything is ready to be admitted, let me know.  11 

Right now, we're going to -- I'm going to allow both 12 

sides to go to the substance.  Is there anything you 13 

want to argue in terms of summation because I'm 14 

moving to that right now?  Is there anything else, 15 

after you present this evidence, is there any other 16 

testimony you want to provide that's relevant to the 17 

issues in, in, in the summons? 18 

MR. SIRI:  Yeah, can I just give direction 19 

as to what exhibits to be marked, please? 20 

H.O. LEUNG:  Sure, sure. 21 

MR. SIRI:  So, I'm going to circle the ones 22 

that I'd like to mark. 23 

H.O. LEUNG:  Just hold it into the 24 

[unintelligible] [02:40:37] and then I am going to 25 
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read it all in mass, okay?  Thank you.  The documents 1 

that I've admitted so far --  2 

MR. SIRI:  Almost done. 3 

H.O. LEUNG:  -- only up to Respondent's 39, 4 

Department of Health, any objection to those being 5 

admitted into evidence? 6 

MR. MERRILL:  No objection. 7 

H.O. LEUNG:  Okay.  They are admitted into 8 

evidence. 9 

[Respondent's Exhibits 35 to 39 admitted 10 

into evidence.] 11 

MR. SIRI:  Okay.  So, just this is 1, 2, 3, 12 

4, 5, 6, okay.  And so, you know, between 1900 and 13 

1962, okay, when there was absolutely no measles --  14 

H.O. LEUNG:  Counsel, I'm going to stop you 15 

because I understand your argument -- 16 

MR. SIRI:  Because you said summation. 17 

H.O. LEUNG:  Yeah, I am -- 18 

MR. SIRI:  Summing. 19 

H.O. LEUNG:  You're summing up? 20 

MR. SIRI:  Summing. 21 

H.O. LEUNG:  Go ahead. 22 

MR. SIRI:  You told me to sum, I figured 23 

you are giving me --  24 

H.O. LEUNG:  Go ahead. 25 
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MR. SIRI:  -- three sentences. 1 

H.O. LEUNG:  Go ahead. 2 

MR. MERRILL:  Do I get to put a couple of 3 

things in -- 4 

H.O. LEUNG:  Sure. 5 

MR. MERRILL:  Okay. 6 

H.O. LEUNG:  Before we do the sum up, I'm 7 

going to turn to Department of Health.  You had about 8 

a couple of hours [unintelligible] [02:41:39]. 9 

MR. MERRILL:  Okay.  First of all, I just 10 

want to add one more document, Your Honor.  This is 11 

the frequently asked questions of those who are 12 

handed up -- were served on the, all the respondents 13 

which gives instructions on how to submit medical 14 

proof.  I also have a --  15 

H.O. LEUNG:  This is a multi paged document 16 

that I'm going to enter -- mark as P --  17 

[OFF MIC CONVERSATION] 18 

H.O. LEUNG:  I think we have 3, don't we?  19 

No? 20 

MR. MERRILL:  I thought we were on 2. 21 

H.O. LEUNG:  Two?  Okay.  I'm going to mark 22 

it as P3. 23 

MR. MERRILL:  Okay. 24 

H.O. LEUNG:  It's a document entitled 25 
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frequently asked questions, New York City measles 1 

Vaccine Order zip codes 11205, 11206, 11211 and 2 

11249. 3 

MR. SIRI:  Can I see a copy of what you are 4 

submitting? 5 

H.O. LEUNG:  I'm handing it to counsel to 6 

look at. 7 

MR. SIRI:  Yeah, my -- 8 

H.O. LEUNG:  Any objection to that being 9 

admitted into evidence? 10 

MR. SIRI:  My only objection is I don't 11 

have an opportunity to cross examine the Department 12 

of Health about it. 13 

H.O. LEUNG:  You can ask him questions 14 

about it.  What -- you are here representing, Mr. 15 

Siri.  You have a question about it? 16 

MR. MERRILL:  It actually came up in the 17 

testimony.  We already answered his questions here 18 

but -- 19 

H.O. LEUNG:  Okay.  Do you have any 20 

questions for the Department of Health, Counsel, on 21 

these -- on this document?  First of all, you, you 22 

don't object P3 is admitted into evidence. 23 

MR. SIRI:  Right, my objection is what it 24 

was. 25 
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H.O. LEUNG:  Yeah. 1 

MR. SIRI:  Yeah, you know, this, this 2 

document also says the vaccine is safe and I think 3 

it, it implies that the benefits outweigh the risks -4 

-  5 

H.O. LEUNG:  Got you.  I understand so --  6 

MR. SIRI:  And, and, and --  7 

H.O. LEUNG:  I'm going to take your 8 

testimony --  9 

MR. SIRI:  Yeah. 10 

H.O. LEUNG:  -- that you disagree with the 11 

assertions in it. 12 

MR. SIRI:  So, can I -- so, can I ask about 13 

the substance of this document?  There is lots of 14 

things in here. 15 

H.O. LEUNG:  What do you mean by asking 16 

about the substance?  What are you talking about? 17 

MR. SIRI:  Well, you know, there is lots of 18 

assertions in this document that --  19 

H.O. LEUNG:  You can, you can -- you don't 20 

have to ask questions.  You can, you can rebut the 21 

assertions based on your testimony.  You can say --  22 

MR. SIRI:  Yeah. 23 

H.O. LEUNG:  -- look, Paragraph 3, I 24 

disagree with it, just --  25 
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MR. SIRI:  Yeah.  Well, okay.  So, for 1 

example, the Health Department has set multiple 2 

strategies on the outbreak.  Now, what they did is in 3 

the Jewish community, when there were cases, they 4 

excluded the children from school, okay.  And they 5 

did that back in 2000-, in 2018, okay.  Using that 6 

heavy handed approach, for months, there were not 7 

that many cases.  What they did is they laughed at 8 

those people you have that firm belief about this 9 

injecting this product with only two options.  They 10 

either have to give a product that was against their 11 

conscience to do that in a way they lived 1000 years 12 

or they had to get their child have measles to go 13 

back to school.  And so, --  14 

H.O. LEUNG:  Counsel, I think this is in 15 

support of your summation that this should not have 16 

been issued.  So, I'm just asking --  17 

MR. SIRI:  Well, it's directly related to 18 

what's been argue in here. 19 

H.O. LEUNG:  Okay. 20 

MR. SIRI:  Because it says in here.  It 21 

says, you know, they, they tried and, and so what 22 

they are, what -- I mean, I would do this through 23 

that you said I should just summarize it.  So, the 24 

point is, is that, what it did is that, this was not 25 

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 67 RECEIVED NYSCEF: 01/04/2021



 PROCEEDINGS 

Geneva Worldwide, Inc. 

256 W 38 th Street, 10 th Floor, New York, NY 10018  

197 

an -- it wasn't an outbreak in the traditional sense.  1 

Epidemiologically, it didn't follow that trend.  What 2 

it was it that it became a spi-, when 3 

[unintelligible] [02:44:09] they had measles parties 4 

as the Commissioner of Health had said.  Measles 5 

parties, that why it didn't go outside of the Jewish 6 

community.  People were trying to get their kids back 7 

in school and it was the heavy hand in the Jewish 8 

community that did this.  There were cases that were 9 

in public schools where they didn't exclude the 10 

unvaccinated kids in those schools. 11 

H.O. LEUNG:  The P3 is --  12 

MR. SIRI:  I, I had more point, okay. 13 

H.O. LEUNG:  Alright.  So, P3 is admitted. 14 

[Petitioner's Exhibit P3 admitted into 15 

evidence.] 16 

MR. MERRILL:  Your Honor, it's being 17 

admitted to the party that there was a lot of 18 

testimony earlier about, you know, where people told 19 

that they could, could submit medical objections and 20 

proof of immunity and that's, that's why it brings -- 21 

H.O. LEUNG:  Okay.  Was P3 provide -- 22 

provided to Respondent? 23 

MR. MERRILL:  Yes, it was given, she had 24 

given it. 25 
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H.O. LEUNG:  Okay. 1 

MR. SIRI:  With -- 2 

H.O. LEUNG:  Okay.  I also want -- 3 

MR. SIRI:  With the violation. 4 

MR. MERRILL:  I also want, I also want to 5 

mark as P -- yes, and that was correct the witness 6 

had provided.  I also want to mark in -- there's been 7 

a lot of statutes and other things submitted.  So, I 8 

want to submit a copy of that Judge Pels [phonetic] 9 

decision which upheld the order back in April and so 10 

I have a copy for you, Your Honor. 11 

MR. SIRI:  Thank you. 12 

MR. MERRILL:  And I, I think the witness 13 

was pointing out that the safety and efficacy of the 14 

vaccine was brought in that case as well.  And if you 15 

look at the decision whether his doctor is testifying 16 

it, they had actually had [unintelligible] [02:45:15] 17 

the doctor had submitted affidavits.  The Plaintiff's 18 

expert there, [unintelligible] [02:45:19] cited that 19 

there is very little mainstream scientific evidence 20 

about being -- 21 

MR. SIRI:  I, I submit for the record that 22 

-- okay. 23 

[CROSSTALK] 24 

H.O. LEUNG:  I'll mark it as P4.  So, any 25 
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objection to this decision being admitted? 1 

MR. SIRI:  Well, it's just the 2 

characterization, number one, it only addresses the -3 

-  4 

MR. MERRILL:  According, according from 5 

that -- according to --  6 

MR. SIRI:  Yeah, it only -- it only, it 7 

only address one of the constitutional arguments that 8 

I have raised, not, not the [unintelligible] 9 

[02:45:37] and, and, and, and --  10 

MR. MERRILL:  I just want to raise, we've 11 

accepted a lot of hearsays and a lot studies, you 12 

know, about, about the data that you pointed out but 13 

the doctors has testified to [unintelligible] 14 

[02:45:45] in there [unintelligible] [02:45:46]. 15 

MR. SIRI:  Those doctors are not here 16 

today.  I didn't bring them in my case.  I brought 17 

evidence from the Institute of Medicine, the FDA, the 18 

CDC. 19 

MR. MERRILL:  You put, you put it in 20 

letters -- you put in letters -- 21 

H.O. LEUNG:  Alright.  Alright. 22 

MR. SIRI:  So, these -- most of the 23 

evidence been --  24 

H.O. LEUNG:  Counsel, Counsel --  25 
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MR. SIRI:  Yeah. 1 

MR. MERRILL:  Okay. 2 

H.O. LEUNG:  Let, let's give him a chance 3 

to talk. 4 

MR. SIRI:  I was responding to his --  5 

H.O. LEUNG:  I understand. 6 

MR. SIRI:  I wasn't.  He cut me off. 7 

H.O. LEUNG:  I understand. 8 

MR. SIRI:  I was responding. 9 

MR. MERRILL:  I didn't cut you off.  You 10 

cut me off right now. 11 

H.O. LEUNG:  Okay. 12 

MR. MERRILL:  I let you go for hours to put 13 

in letters and put in like, -- 14 

H.O. LEUNG:  Alright.  Alright. 15 

MR. MERRILL:  -- you know, and then lastly, 16 

Your Honor, I just want to read from, I think it's 17 

Respondent's 2.  This is the key statement that were 18 

in context here which has been grossly distorted. 19 

H.O. LEUNG:  Respondent's 2? 20 

MR. MERRILL:  Yeah. 21 

H.O. LEUNG:  Okay.  Let me take a look. 22 

MR. MERRILL:  If you look there, it talks 23 

about Section 4, it's Page 2 risk of vaccine 24 

reaction.  I just want to say that in, in, in the 25 
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document the Plaintiff had put in --  1 

MR. SIRI:  I thought the document speak for 2 

itself. 3 

MR. MERRILL:  -- getting MM-, well -- you -4 

- getting MMR vaccine is much safer than getting 5 

measles, mumps or Rubella disease.  And then going 6 

down at the bottom where it talks about the risk, and 7 

the severe allergic reaction, we don't know, we have 8 

testimony about that.  It says any medication can 9 

cause a severe allergic reaction, such reactions to 10 

vaccine are estimated to be about one in one million 11 

doses. 12 

MR. SIRI:  That is for only for 13 

anaphylaxis, not for brain damage, not for coma --  14 

MR. MERRILL:  Now, that's the severity -- 15 

MR. SIRI:  -- not for seizures, that's not 16 

for any of those --  17 

H.O. LEUNG:  Okay. 18 

MR. SIRI:  -- that's a comp-, that is not 19 

what it, that's not what it says and severe and rare 20 

means one in a thousand, one in a thousand. 21 

H.O. LEUNG:  Understood, understood both 22 

sides' argument.  Do you have any objection to the 23 

decisions that's marked P4 being admitted into 24 

evidence? 25 
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MR. SIRI:  This -- but -- I don't have an 1 

object-, it's a, it's a decision.  I have no 2 

objection to it being admitted.  I just want to say -3 

-  4 

H.O. LEUNG:  That's for me to consider. 5 

MR. SIRI:  -- once --  6 

H.O. LEUNG:  Because it's -- if it's in 7 

evidence, I will consider it.  Do you any objection 8 

to me considering this in my decision? 9 

MR. SIRI:  Well, I have, I have -- yes, I 10 

object to it be considered in anyway --  11 

H.O. LEUNG:  Okay.  P4. 12 

MR. SIRI:  -- anything in there is fact --  13 

H.O. LEUNG:  Four is admitted into evidence 14 

and you're going to --  15 

[Petitioner's Exhibit P4 admitted into 16 

evidence.] 17 

MR. SIRI:  -- as fact --  18 

H.O. LEUNG:  Okay. 19 

MR. SIRI:  I object to you considering 20 

assertions in there as factual. 21 

H.O. LEUNG:  Got you. 22 

MR. SIRI:  It's a legal decision. 23 

H.O. LEUNG:  Okay.  Hold on. 24 

MR. SIRI:  The facts --  25 
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H.O. LEUNG:  Understood. 1 

MR. SIRI:  -- it's not in evidence. 2 

H.O. LEUNG:  Understood. 3 

MR. SIRI:  Is what I'm, is my -- yeah, I, 4 

I, that's --  5 

H.O. LEUNG:  Understood. 6 

MR. SIRI:  And, and the characterization --  7 

H.O. LEUNG:  Hold on one second before you 8 

go further. 9 

MR. SIRI:  Okay. 10 

H.O. LEUNG:  Because I'm going to give you 11 

an opportunity.  I promise you I'm going to give you 12 

an opportunity. 13 

MR. SIRI:  Okay. 14 

H.O. LEUNG:  But you, you spoke at length 15 

and I want to give Department of Health, Mr. Merrill 16 

an opportunity to address all the issues that they 17 

have.  Have you completed?  Is there anything else 18 

you want to add?  Okay.  Now that that's done, I'm 19 

going to ask, do you have anything you want to 20 

testify to?  Anything of substance you want to tell 21 

me? 22 

MR. SIRI:  Of? 23 

H.O. LEUNG:  About the case, about why we 24 

are here for. 25 
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MR. SIRI:  Well, I, I, you know, I, I -- do 1 

you want to just -- are we just going to rest on this 2 

record because -- 3 

MS. PEONE:  No, we don't have to rest.  4 

First -- 5 

MR. SIRI:  -- the rec-, look --  6 

H.O. LEUNG:  First thing we're going to do 7 

is --  8 

MR. SIRI:  -- the record, the record is -- 9 

listen, the record -- well, let's get these in.  You 10 

know, I, I just -- I mean, I'll, I'll -- I want to -- 11 

I'll -- my summation is as to the four arguments, the 12 

four core arguments, I don't believe, I mean, I just 13 

stand on my objection about not, you know, being able 14 

to make a fulsome record.  Separate from that, I'm 15 

happy, you know, I think that the arguments that we 16 

made on the first point speaks for themselves.  I'm 17 

happy to rest on the record here today if Mr. Merrill 18 

is as well. 19 

H.O. LEUNG:  Okay.  Okay.  So, there is 20 

nothing further either side needs to address.  Is 21 

that correct? 22 

MR. MERRILL:  Right. 23 

H.O. LEUNG:  Okay. 24 

MR. SIRI:  As long as your, as long as you 25 
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-- as long as your objection stand, then no. 1 

H.O. LEUNG:  You mean your objection, 2 

right? 3 

MR. SIRI:  Yeah.  I, what -- I apolo-, 4 

you're -- right.  You're, you're limiting rulings 5 

that I objected to. 6 

H.O. LEUNG:  Right.  Okay.  I have enough 7 

to make a decision.  I'm going to take the case under 8 

advisement and issue a written decision.  You will 9 

receive within 30 days.  Hearing nothing further from 10 

either parties, this hearing is adjourned.  The 11 

record should reflect that the extensive arguments 12 

that form the basis of --  13 

MR. SIRI:  Wait, did we finish putting the 14 

rest in?  I'm sorry. 15 

H.O. LEUNG:  I'm going to do it right now. 16 

MR. SIRI:  Okay. 17 

H.O. LEUNG:  The extensive arguments made 18 

at the later portion of this hearing applies to 19 

subsequent summons that we are going to either hear 20 

today or be adjourned at a later date if we run out 21 

of time.  Mr. Siri has indicated that the substantive 22 

arguments that has taken up the majority of the 23 

nearly three hours hearing is a common, is a common 24 

defense to the subsequent summons -- summonses that 25 
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we're going to hear.  So, to the extent that the 1 

subsequent summonses will refer to the record here, 2 

it will be to save time so that all the arguments 3 

that we -- that took up over two hours will not have 4 

to be repeated.  So, this record will be joining the 5 

other records.  The record should reflect that I've 6 

also admitted the following documents.  We ended at 7 

R39.  We have now gone to R40, R41, R42, R43, R44 and 8 

R45.  And I've given a chance to DOH to review that, 9 

any objection going up to R45? 10 

MR. MERRILL:  No, Your Honor. 11 

H.O. LEUNG:  Hearing no objection, these 12 

are admitted into evidence and hearing nothing 13 

further from either parties, is that correct? 14 

[Respondent's Exhibits 40 to 45 admitted 15 

into evidence.] 16 

MR. MERRILL:  Correct. 17 

H.O. LEUNG:  This hearing is concu-, 18 

conduct-, concluded, thank you. 19 

[END OF HEARING] 20 

 21 
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The Tabak hearing transcript is annexed separately as Exhibit 5.
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$unrnrary $ispcsitiott Su*telnad

I Bsnd:Sbaat ?th Floirr
Broo*lyn" !{Y"t{?0'i

IGI

DEFARTMf;NT OF HFAI.TH &
SNENTAL hIYGIENE-

-ryainst-

MAI-KY TABAK

685 MARCY AVEI'IUE, APT.#E
BRmXLYh*,Nv 1120ff

{Respordent}

Vislatbril5urnrsons Ne.; 3019&t9LS

Seeision Date: 8129/2S19

Hear*rq Officen Laung Davld

Resffirder,lfs Rep.: Aaron Siri, Esq.

Fetitiorffils Rep": Thornas Meniil. Esq. Lwraine Peone,

Esq. and Fr. .lennifer Rosen, M.S.

Type of Hearing: ln Person

uHE"
r'm,'/

vtou
co[3€

coilDlflgx
{9EVERITVI

EODE
sEg[lot*

FTIIDIHGS DECrgrotl
cooE

PEI*ALTf

1 N N 3.*3 'l?re eurllmoflB ulleges thal
Respondert tlr* psrsfit ota ehild who ie

at bad 6 montlx uld, fiailed tc cor*ply

u,tft fi€ Cornr*issione/s Ord€r, in

vidatim af NYS Ha*lth C.ode 3.85. The
summsr issuatffi ctate wat April 21.

20r9.
Petitionerinhodued * cop{ of the

Conrmissior*eda Ordsr {F1} and the
Heaff! Board's fr*sotulion {F?}. dated

April g, 2019 ard Aprd 17, 2019
respectively. u*rerein tfs Conrmissioner
declared, and the Bsard resolved. Flat a
public health emergencY exisied

F.rrsuantto NYC l-lealtfi Csde 3.01. The
Comm'rssion*r, bry her Order. ard the
Soerd, by its Resdution. dir€fted thst
per*or!$ six tflonths of age or dder who

Sueteiaed $1.S0.oCI

#€fu
Surnrnsnr#; 3Ot$&19L{) 08ag/2019
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live, worft or reside in mrtain zip codes
in Wlliarnsburg. Brooklyn, uftich
included dp sde 1 1206 {respxrndent's
iip code), be veccinsted again$t
measles, demonstrgtt immunity to
mea$les, o* shot'll prtof of an
acceptable medicd exrytion.

Petilioner relied upon theswsm
statemefits of tle issuing inspeclor. ard
ihe eqridenee *r#rnitted st tfe headtq"

Respondent argued ttlat the
Cffnrrlis$tsnef *,Oroer qP t ], alplrud on
April 1?,3019" aryl Bul&e surnnton*,
whicfrurss iasuodon Apd 21,2019,
must therefore be diarniased because
Respordent cannot be fiable fr vioi*ting
an expired Order. ln srrFpc,tof his
argument. R*spcnMrrelH uPcxt lha
last paragraph of tre +rder- uftidl
etate6" 'This Srder shall remain in sffect
until lhe nod*eding €f $€ f.lYS Bosrd
of Fleaflfi schedliled for,Apr* 17, 2019. et
wfrlcfr time it may be cor*inuadof
rescinded b-y the gsad."

ifureover, Rerpordent argnret thd he
cannot be liable for vh*atirrg the fioard's
Resoh$ion bsc;ruse service bY
publication of the Re*olution fl$Efientts
l{YC Admini*Miue Coda t?-148s,af
not efiectuated until April 24, 2019.
which is after the date of issuance' {*1
is a r:opy of the *ily Remrd Online.
rrftlch ehslrs ttgttl.te Resolutbn nss
p{.rbt}'8h€d therein f,or 3 e.msesxjvedayx
trorn 4l?2J1 Bts 412411 gl"

Respsnder{ ffiada a vaiety of
snslit$tional and sc*xrfific argunen!*
and clullenge* ts ilte mlidity- e{firoy
and safety cf fle HMR vawing end to
the fundarnsrtal fairnees sf tl?e

srlrnrnsns erd FetitianeCE authority to
mandate vamination. ln support of
tlese arguments, Respo*dertt prodded
zu bstantia, doccrnentatior.
{Respondente 1 to 45}.

Petitioner resp{}r}d6d by ttating ttut
the validity and efficacy of tfia illiiR
vaccine a*d tlte Coramissiorie!'s
au*rority lo issue an emerge*rcy Order

WE-
$urn*nons#: 3€19&19L0 O,N?p,n81g

Page 2 of4
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sias sded in rffint Efg3ti)fr tP4 ia e
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IF YOU
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Yru tstusT gse {}ATtI's rralinc or rnail-i1 aFF:al frrrrrs 6vsih*rlc o$
{)ATH-3 setr*irs t!} submit y{}ur apcal. Ifis{rucririlLr t-or frling an
appcel may he found on tlr fsrrn rrd OATH's rlebcirc ar
nyc. gcv/rreth/Bppeals.

Your appcal MUST bc rc*ived by the {TATII lkarings l}ivision
wirtir JO 4rv* of tl- &cisirrn rlatc' s 35 day: if the rbti!$ion was
rnailcd lrl !.(Et.

To apperl yoo MUST pqr tbe full fn*lt-v scxcd ilr this dccirian

r lf yqt ccnrpl pcy bccause of finarrci:d her&*ttip' yer rnay sek
lrr n*r( Pr€-Psy by sr*rmirting wirh yourrppal * Fma*cbl
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Pryrit of 4

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 68 RECEIVED NYSCEF: 01/04/2021



CITY $T NEW YORK
DEPT. O}: HNAL I'}I AND I!.IE.N-I'AL HY

Malky Tab'ak

Responden t*.,Appeltr ant,

v

N$TICfi OT APPEAL &
MEMORAN DUI}{ OT, L^4,11I

"Surrusons: 3Sl 98- t 9l-il

ti

Dept.ofHesllh & Mental Hygiene of the [lity of ]'{erv
Ycrk

Petitioner-Appe1lee

NOfiCE CIF APrEi{L

R*slpordent lt,falk3, Tabak f'Mr$. Tabak*) hereby appeals the deeision os Summons

Nnrrrber 3O198-l gL0 (the "Summsil*-). 1

gREpISp4{,ARY STATEME}{r

tln Friday" April 9, 2019, Oxiris Bsrboi, the Nerr York City Commissioner of H*alth an<t

Me.ntal $yglene {ih* 
*Commic$ianer-} issusd nn ffier {the 

*'Commlfsio* r"g $rd*r'} requiring

that r,:ertain catrgories of pe*plt in *ed*in rip *od*s be inject*d urith lk{erck's produ*t M-M-fi.Il,

al=co knn\r€ as {he measles, iltumps, rr,rbella {"MhlR"}, r*'ilhin fbdy-eight h*urs of lhc

Cornrnissioner" s *rder. Petitioner-Appellm's lfearin g Erhibit I .

On ApriX I ?, ?019, the {iepartmert cf llealth and Mental i{ygiene rrf the City r:f N*w York

soard of Hsalth {the 
*uBoard") created a resalutitn {thc -'Reraluticn"} 

'a'hictl also required

adrninistffitisn cf the MbJR. vaccine. but defined rvhat cons{irurcd & "nuisafic€* completell'

differently" applied it to diflercnt categ{lrirs sf i*di'-idnals, }rad a di{Terent ag* rangt:, prcvided far

r On September 10,2f19, Mrs.'labd< submitted a fi*gu*stlor Estertrion alTime to f"i{e }ppeul. OAT}I approved

rherrquestr^rnOc1ober9,20rc.andsetthedeadlinetolile thisappeal forTunsday,Novsmberl?.3019' Mrs'Tahak

subminedtsecond Eequestfcl-Erttnsipnafl'imetoFile,lppea| tnXsvembcr?,?S19. GATttappnrvedthe weond

rl"qucst on Nsyem,her 12.2O\9" and set the deadline to appeal for Decernbeyl, 3019"

Fage I of?0
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different penalties, and cantained other material differcnces as deuiled below" Petitioner-

Appellcrns ll*ring Exhibit 2.

tln April 23, ?019, hlrs. Tabak rvas cited *-s having violated the Corr:rni,ssioner's Order by

n6t providing eithcr pro<if ol'immunitlr or pnrcf of MbtR vaccination for her child C"R {the

-khild*). f,xhibit A, Sumwonr,

The Cornmissioner must cautiously resen*e the use of h*r e{Eergency ;}o\*l*r te avoid

abr-esiug that authcrity. 'ifiIherr the Commissioner and the Bsffd flex enor*rous powers, the'l"ribunal

rnugt be comprehcnsive and meticulous in revierving the Sumrrrons, hearing, and decisicn sf the

OATH HcaringOfficer, The hearing record reftretts that fte Sunrman rhordd hcve been dismi*scd

and thar the Hearing OfTicer deprived Mr*" Tabak sf a lull and fair hearirtg, mads error* of }aw,

and issue.d an arbitrary and capricious decision-

q4f{s

Cln April ?3, ?Sl9 &lrs. T*bak was aiisl as having violated the Conrmissioner's Order by

tbiling ro vaccinate her child vrith MMR* Erhibit A, Sunmons. On August 28, 2019. David

t,eung {the "H**ring Oflicgf} conduct*d a heari:rg *ancerning the Summons' The Hwring

dlfficer sustained the $rrmmons F€r decisinn dilteri Augux l+" 2819, Exhibit B' He*riug

Decision. All argunnents and exhibits e,nterEd into eyideilcc during the hearing are incorporared by

reference,

$TJ{NDARD Of REvrtrw

'"When an appeal is iiltrd, tle Appeals Unit rx'ilt d*tenrrine whr*l*r the facts ccniained in

rhe fir:dings *f the Hearing Ofticer are $upp$rted try a prep*:nderance cf;?he cvidence in rhe record

aad whetlrer lhe dercrrninatigns of ihe Hearing Ofhcer. as **ll as the penaities irnposed' arc

supported by law. Excepr as prnviderl in 48 RCNY |i$ 3-15, 5-04 antl 5-t15. the Appals Linit has

Page 2 of?0
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the pcrver to afHrm, reverse, remnnd *r modi$ the declsion nppealed f,i'om-" 4$ Rules of Netv

Yr*rk $ el9 {gxll

ARGTIilTENT

I" THE $UMT}!ON5 SHOULN gA DISMISStrD 8 CAUsf, T}Itr COMI}I$SIOT{f,R'$
oR$trn sxplRtrr} otr{ AFnrL 17,2st9, AlrI} THE 1}Alf, CIr OCCUnnENCf, SFI
TIIE SUhIMONS IS ATTER TIIE EXPIR.*TTON DATE

Th* Surnrvrsas, issued on April ?3" 2019- alleges a violation that oecuiled on April 21.

2SI9- whielr is after the Csxmissioner's ftdrr expired,. Thersfore. the violation was rmtimely,

anri the Tnbunal rn$stdisfiri.ss &e Surarnans.

The Surnrnons issued to Mrs. Tabak alleges a viclation of the Cornmissi*ner's Order,

trhib-it "d Summanr. The last senten*e of the '"Vit:latian Description'o sectian Etats tfiEt

"Respondult has &iled ts vsc.cinate chitd fl or otherwise rubrnit acceptablt puof of imneunity in

violaricncfthe Grder."' ii{.{errrphasisadded.} The Sunemansspeci*cailydefinesthe terffi*f}nl€r"

a* tlle *,pril 9, ?*19- Cflnmissioner's Ordcr. The Comrnissioner's Order eryllrd on April 1?,

2019" Yct, tlrc $*rnr:rons alleges thst bfu$. Tabal vio*aled the Comrnissior*er's Order'ffi April 2t,

2S19, tt *'as, theiefore, *n error of, law for the llearing Officer Lo a{Jir*: ths Summons because

the Cornrnis$ioner's ilrder had expiretl by the da.te cf the o{cumenct lisled sn thr Sunr:nons" On

this basis. the Tribunal tnast disrniss the Surnmons"

During the bear,ing $fi thc Sun:mors, Petitioner-Appellee conceded ttrat the

Cornrnissioner's Onler expirrd rn April 17, 2tll9. Exhibit C, Hetring Traa*ript, P #- 'l'he

[,o,rrmisslofier's Oriler expired br-'cause the New York Ciry He;llth Code provides rhat an

rrnergenc.y aclion \hall bcr{fective o*ly uaritr lhe next me*ting of the B0ard, which mwting shall

be hsld wirhin five busineris days nf the fo*rnissirnefs rleclaratian[-J" NY Cir-v Health Cde
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t']t{Y City Health {lode {?4 RCNY}} $ 3"i}t {d}" 'l'hc Bnard convened on April tr7. 2019; thus, the

{lomrnissiimer's (}rder expirl.d on that date"

During the hearing, Petitioner-Appellee argued thatdespite the $rder expiring on April 1?,

2ill9, th* Resoiution cantinued the Csrilriissioner's Ordsr, and lhus tlle Conrmissionerns *rdcr

was still valid an the date of occurrence orl the Sumrncns. Petitioner-Appeller"s arguruent is

plainly incorrrct. Tlre New York City Health Code provides that "the Board mry cantinur or

rescind-" NY City HeaEth Code {NY City Health Code {24 RCNY}I $ 3-Cl (d) ternphasis add*t}"

Nothi*g in lhat setiun states tlrst &e tsoard may awewl and continue the e.metgency order' On

its faec, that seeticn only disrys the Bpard to eontioue the order'as is* or til rescind the qrder ailld

issue a new *rder"

In this instance, the Bs*rd did not continue the Commissioner's Order" Even rhorgh the

Resslution *cknowledges {he Corumissioner"s Order in thc preamble, nothing in the Resalation

sta[es it is contiauixg the Cemrnissigner's ffer" lnstead, the Ssard *]lowed the Commrissinnsr's

Order to expire and cscated a nr*.ordpr riia its ResoXuticn dated April 17, ?Slg"

lndeed, the tsr:ns of lhe Commissioner' s *lder are materjaliy di iTerent ftom the t*rrns used

in the Resoluticn" This verifies rhat the Commissinneros Order and the Restrlutiein, althrrugh they

bath,address the sarrle topic, arc two different direcdves, arrd as sucil one i-s nCIt a continuation of

the slher, Firsl, th* Rrootrutinn entirely redefincs r*hat constitutes a nuisance. The $rder defines
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the nuisance as the ptesence af a pers*n lrnvaccinaied rvith futMR.l The Rssolution defines {he

nuisance as the measles outhreak-l

Serond, lhe Resalirtion rerategorizes individuals sutrjrct Io the violaiion in several

imporlant $fiaJts:

a- The Csmnrissioner's Order includes people who "live" *.ork, or reside$" in the

affec-ted zip ,cade, hd rh* Res{i}utien only includes individuatrs whs ",lir"cil or

wor.kf in ths a{?b*t*d zip codes. Petitioner-*ppell,ee's }Ie*ring Erhibi* I & 2.

"iltrre deeisisn tc not inclade peoplc who '?,*side"' in thr zip code is inrportant.

fuXerrie$!^Webster"s dietianar.v delines *reside* to meas: '1o dwell prruanentNy or

contilruously: ceeupy a ptrace es one\ leg*l ttoraicile." Merriar*-'Vfebste.r's Onlir*

Dictionary, svailabtre at hups:#nrww.r*erria*n-.r-ebster,rorn/dietionarylreside.

ftnversely. thai same dictionaey defi.nes olive" as: *t.c pass thraugh or spend th*

duralio* sfl-]" Merriam-Wsb$er.s Ordine Dictionary, available at

https:#rvwrx.rneria,rn-*.ebster:"eorr/dicfionary/iivc. Thir$" the Commissicner't

OrrJer ineludes peaple uihc were not actually living i* the zip codes a{ the time sf

the Grder, but wbo n:aintain their legal domiciln there {e .g", lxople v,.ho werc away

f,-ar thn sufi!fi?er, nr rvho lir,e atlro*6 for a period of tlrne); in contrast, the Re*rlutian

oaly includes pertple *'hp ars physicaily present in the area.

*WtlllRUAS, 
X alsr: l-tnd that the presence nf any pcrson in Willianrsburg iacking &e Mlr{R yaccine, unle:t th&r

varcinc is orher*'ise mrdically contra-indicated or such pcrson has drmonsrrared irnmuoity against rneasles" creai*s
an unnecessar)' and av*idable rirh of continuing rhe our,breah and ir rherefore a nei-qance, as defincd in Nes' Yarti Cirr-
Adrninistrative Code $i7'1421.,1'- Petiticne,r-A,ppe.llce's Hearing Erhibit l.

r *WHEREAS, thr Board of Hcalth rcgards fie atbresaid repons cf over iOO ca:es of measle* as sufllcicrtr proof no

authorize the declantion thar an rurbreak ofrneasle* is occrrring in Williarnsb'urg that threatens the heahb and safcty
*f Nerv Yorliers and is lrnrn#iarcly dange.rnus to humm lif* and hral& anrl crmstifftes a public nuisanc*f-f"
Prtiiion*r-App*lle*'s He:rring Er hibif 2.
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b- The Carnmission€r'$ Order incXudes children "stdcr tban six rn{}nths.'o and ths,

' Res*:lutiott includes chiltlren "six months of agc and ahier." Petitinner-Appellee's

H*ering E*ibits I & ?. Thrrefore. under the Commissioner's {Jrder, children

rvho were si* months old rvere not requfud te be vaccinated, whcreas, under tlre

Resoiutinn, six-month-otd babies were required to be l.acxinared.

c- The Csrnarissioneds Order dses not incl{:de rhildren who anend s*hool, preschocl

er chiid r:are in ttitr *ffBctert zip codes, but the Rmotrution <Ioes irwlude childran who

. "attendli schtol, preschcol or child elre rvithin the afbcted zip cales-o' Petitioncr,

"dppdlee'* Ifuering Erhibtt ?.

d, The Camrnissisr*r's Order cxer*pts children whose paffflts rr guartiians providc

documsntalion sholving that Mil{R ils n*t me<iically appropriate, rrhereas the

R*selution is rnore oner$u$ and require* tlrat such darumentalion mcei it*e

sari s f;action of Fetirioner*Appel lee "{

Third, the penalties,are *ntirely diffcrcat. The Commissionrr'$ Ortier inclildes q "**arningo'

ttxt *Jfid;ture tc ccrnply with thi* Order is a virlatian of g3"85 of the htew Yortr< Ciry ltealth C*de,

snd a rnisdemeanor fur whi h yflt Hlsy be subj*t t* civil and/or crjmin*l fines, lirrfeiturcs and

pcnallir,s. i*cluding imprisonment." Perilionrr-Appellee's Helring Exhibit l. The fi.esclution,

hor*ever, dit* not include lhis lang*lage and r:pted to enhance the civil grrulty- by adopting lhe

prcvi,ricn of l&Y City I{eah.h Code {?4 fi.f:NY) $ 3.I ? {a} and subjecring violar*rs ro fines tbr each

family member. *ntl lor each day a pers$n rictrates the Rrrssluri,on. This "'enhanccd='civil penalty

I "l'h* ttrminoleigy ma1'seern similar tletn:*en thc fommissioner's Ortier antl t}c Resolution; ho*ever, it hss a legal
distinction. Othenrise. :lre Eoard w*ruld aat have gone thrcugh tlre r{tr<rrt of arnrnding the language in irs Reso,lutinn.
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did nst app€sr in tlre Comffiissioner's {}ftler but is includcd in the "resotved"' language of the

Resnlution- 5

ln sum, the R.esolutionchnnges numefilus legally pcrtincni aspects of the Comlrnissicnefs

Order, including the prohibiled conduci, the popnlation subject to the order, and tho pen*lty. This

is precisely why ncwhere in the Resolulion does it evsr siaie that it is continuing the

Cornmissio*er's Orrler. The Resohrtion plainty created fl nc$r and distiact order, and pc.r tlr,e

requirenents af NY Ci4r Health Code {?4 RCNY} $ 3"{il {d}, the Cornrnissiorler's Ordel expirrd

ou April 17,2ff19.

Iisr these trEasons, it is evident &at thc Soard did not continue &e Com*nissioner's Onder.

The Sunarnons cites the dere of,&surren€ trr&s April 2 I , 2S19. Because the Cornmissiorer"s Srder

expircd on April l?, 2019, prior to thc date cfoccsrrance, the Trjbunatr must dismiss the $unrrnons

because it was an error of lsw for flte Hearing OfTicer Ls sustain the Summons.

TI. T}IE SU*IMONS S}IOIJLS BE DISMISS€N tsECAUSA THg RF*SOI,UTION WAS
NOT LEGAI=LY BNTORCEABLT UNXTL }IPRIL 35f 2019, AgrER TilE DATE
of" occu&REl{cE, A-r+{I} TIXEftSFORE N0 VTOLATIOIT{ EXIS.TEB AS
AI,LEGED

Ev*n assumirg the Summons alleged a violatisn *f the &esolution {which it did nat), it

lyas an error of larv fcr,the Hearing ${ficer to sustnitr rhe Summons becnuse the Resclution r*as

nnr legally enfurceable until April 25, ?0t9, and the datc of sccutrence list*d *n h'lm" Tabak"s

Surnrni:ns x,as l\pril 31. 2*19 "

The Corr,rrni*sioner's *rtler was crcated pursuaat to "puhlic health drnergency" p$\+teni

i -RF-SQI-VL.D, tlrar agy person rcquired by thb de(lamtion to bs irnrnurriztd against rneasles" or a$l- parent or

guardian requirrti by ir to irnmunize his pr her child, sball be violaring $ic oftlcr $fiI br subiect to the fines authcrieed

[y appiicable law, rulc aad regulatiens each dary rhat he. she, or ruch child r:sntinues to r*side, wodr sr attend srht:cl,

pr*uii1"ot sr chiid care i:l any of thr affecl*d zip rodcs *-ithsur lraving beel varcinaled against mea*les until snch

time tn* this sun616ak is d*lared tr br over b1. the Commissi$ner of tbe Departntent sf Ileaith and Mental H1gicnc."

Pelirioner-A ppell€c's llearing Erhibif 2.
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FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 68 RECEIVED NYSCEF: 01/04/2021



found at NY City tlealth Cade {24 RCNY} $ 3"SI {d). "In'*is provision explicirly grants the

{-ornmissioner the legxl aurhoriry* to make her order etlective inernediately- {}n th* other hand" the

R.escl$tio* was published pursuant to New Yortri City ArJmin. Code $ I ?- 148, and this code setian

dres n*t grafir Ule Br:ard the authxxity ts rrrske its onler effmtive irnmediately.

Instead, where th* Brard pflsses a resolu$on, NYC Adnrin. Code $ 17-148 {c} requires

publication of tlre nstice oTor a p€riod erf not less than thrrc days in the City Recond snd in a

ner&'$paper circulated in the ar€a CIr ams rncntioned in such order." Notice via publicatio* is *ot

legally sufficient until Sre expiratioa CIf,thn third day af publieati n. Jd"

'I-tre Boad published the Resalutisn is tlre Ciry Rfff$d April ??, 2S19, through April 24.

?019. Respondent-Appslhtrt's llerring Erhibit l" Tlus, notice of the Re*olution was nol

legatly sutfieient until April ?-9, ?CI19 {i.,e", the expiration sf the thirri day of pu'biication}.

Petitiorrer*Appellee, thrref,orc, f,ar:noL'i*sue * vialsticn sf the Resolutian for an occurrence pri*r

to April75,2#rg.

When asked to rebut this fart at the he*ring- Petitioacr-Appller presena€d nc legal

argumenl, nnly statins lhat rlre Resol*tiou rvss irnnrediaiely effective. Erhibit C, Il**ring

Traurriptn pp SdS?.

As discusseti *bove, the Cornrnissioncr's firder'1nas only elTettive until the next rneeting

of the Bosrd.no NY City Heatth Ccde {34 KCNY} $ 3.CI1 {d}. Thus, ti,re Llomrnissionsr's Drder

expired on April 17. 1019. Consequently, frar* April l?,2'fi19, tlxtugh April ?4, ?Sl?, neither

thr f onur:issicner's dlrdernsr the Resolution rvas in forcc trr etTEcl b4n*" Tabak is alleged to have

vinlat*d the Comrnissioner's Srdrr cn April 21"2*19- Nsither lhe Comrnissioner's tlrdcr nor the

Resalutinn *'as in eff,ecr on lhis date; therefore, it rvas an arrot of law for rhr l{earing Officer to

su-stain the $re*rmons because nc violaiion existed as aileged, and as such, thc Tribunal must

Fage I ofl0
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dismiss the Summans.

III. TItrE STI}IMONS STIOI,IL} BE DISMISSET} BECAUSf THR $TJMSICINS FAILED
TO pROyrDE RnAIiOIIASLE NOTICC TO MRS. TASAK AS REQUTRET' By
DUE PROCESS AND TIIE llX?lY Y' ftJ{ CITY C}|ART[R $ t046

Furthen*ore, the Triburral stmuld dismiss the Sumrnons hcause it faileci io pmvide

reasol:abls notice ts Mx. Tabak- Due process requircs that tv{rs" Tabak be provi*Jecl fair nolice

of the charges so that sfie may pr€psre and present an adrquate dctknse and opporarnity tc be

heard" i*.{atter af Blaek u Ambach, ?3 N"Y. ?d 3?3 (19891" The Ne*' York Cig Cha*er r,equim

that, at a minimenr." the $ummoas provide sn actarate statement sf rhe rnatt*r ts be edjudj$ated"

NYCil $ 1S46.. 'lhe Summons {even with tl* Cornmis$io*er'* Order aad Resolutiox atteched}

firliled t0 meet &ese stendards.

Beeause the C{rtnTaissioner's CIn*et arul the Resolution are so different, drle proeess

rcquires thx Mrs. Tabak be rcasonably ared accurate{y infonn*S of which order she i"t allege,cl t*

hir,-e visl*ted. {}t}renvise, Pcritioner-Appellee hnsdeprived her of the;#ility fo rnouat * viable and

eflsstiye deferrs t* {he allegations. For exarnple, t}re Comrni$sir.rn€r"s Order and the Reso}ution

define the terrn *nuisan*e'dlfferently; the individuals subjeclrd tn the trro orders nre dissirnilar;

and the Conrneissioner's Ordercites possible ir*prixr*mrnt, *.heneas the Rest'rlution maadates sidl

pcnalties for each day the order is violated. To fur{her complicate this issue. the Resaluti*n

enforces these eivil penaities against persons *'hr: "reside" in the affected zip codes, ,vet the

language af the Resolution itself does not m*ndatr the lv{MR vaccirie fcr inrJividuals u:lto'reritie"

in the affected zip cll*le.r - only lirr thr:se rvhc '"livcl ] *r work{ | rvithin thc al?ccted zip codes" and

children *,hn "livefi or attend[] schocl, preschool, or child care u,ittrin thr atTectsd zip codes.'d

. "RESOLV,FO, rhar any p€r5on reguired b1' this declaration lo b inrmunized againx rn*asleli. or atqr Pars,nt ot
guardian required b1. ir m immunir* his nr htr child. shall be violating this arder and be subiect to the fires autho*'ir*d

b1. applicable law, rule and rrguhtions earh day thal he. she, or such child continues tn te*ide, work or attcnd scho*l,
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Pstitioner-Apprllr*'s ltrraring Exhibit ?. Therefirre. ibe Surnrnons {er,en x'ith the

Ccrnmissioner's {Jrder and Resolutiorr atla*hed} does not provide fair notice olttle onler that rvas

allegedl.r' violaicd and as such prevents it{m' Takh from mormting an eflective defense.

Nat onl-v does tlre Surnrnons lhil n provitle &ir noLice, but it also lails provide an accurate

$talcanent of tlre mstters to be a{iudicated" The "'Details of Vioiation" rf the Surnr'nons, &:i sl,{srt

to by the issuing o{ficrr, mf,tr to troth the C+nunissionet's Order ar*d {he Resolution a$ f*{r distitrct

orders. This sectiar stalg$ &ar the Comneissioner',s Order required "',all Frso,ns who live, work *r

attend school wjthin ZIP codes I12S5, I tr?S6, I 1211 arrd I I249 to be ?*ecinstal against mssles.*

fixhibit A, $umnons" This reprcscntation of the Conrenis;siqnsr"s Order is inconect, The

Comrnissione,rtr Order did n$t include individuats whc atterrd school i* th* affected zip cod*s but

did include people whu "rtside- in the affected zip ccdes - which the Susrns*s kils r$ i:*clude,

Petitioner-Appdlee'r llmring Erhibit I "

l-inally" the "DebaiXs of Vislafion" se+tion rt'the srrorn Sumnsns summarizes the

Resolution as rcquiring v'accixaiion, ounless they dernonstratt proaf *f irnrnunity or thai

immunization is not rre dically *ppropriare." Exhibit A, $ummons. (emphasis added.) However.

the Cornmissioner's Order *nd the Resolution bth stste that Mrs. 'l'ahak rnust deffrosstrate a

-'medical exemplir:n." Fr€ntr a medical perspective" these two terns are vxtly dillbrsnt and {ause

ilnc$rtainly as w what Mrs- Tabak is requireri to sho*'in arder to establish drat the rhild medicatly

cannot receive the vaccination" .tes, Erhibit C, Hearing Trunsrript, pp f.t6.l{E {discussing

Petirioner-Appellee 's de finirion *f a "medical exemption" ta the MMR vaccine). Th*e arnbigu*us

and ccnllicting state*rents co*fuse the standard and deprived lv{rs. Tabak cf moirnting a viablr

prcschool or child care in cny of lhc all'ecred zip cader without having been l"*erinaled against rneasles sntil such
rirnr drat thir o$tbreak is declarc.- Petitinner-Apprll*r'r llcaring Hrhibit ?. {emphasir added.i Thc distinction
txtwern th* rvords "livr- and "reside" are legalll signilrcanl $e.r" argnmeat at Section l. p 5"
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defensr to rhe Surnrnr:ns. Furthermore, Mrs. Tcbak *as clearly nct provided '"fln acr":ufaie

Etaterrren{ of the naatter tc bc adjudieated" as required by NYCC $ }&t6.

Irr surno the Corrrnissi*ner'* Order anil rhe Bsflrd's Resslutisn are a total imbrcglia. The

Sumrnans docs not prcvide an arcurate statemcnt sf the matler tt be adjudicated end dces not

provide a layErerso* xith :easonabl.r notice of which srderrr'as viclated. "lhcreforc, it lvns an error

qf lalv lor the Hearirrg tlllic*r to su"slain lht Summons because Fetitrioner-Appcile* Failed t$

pr*vide Mru- Tabak en ascrnate staterne*t af the rnatte,rs to be adjudieated as required by the New

York Cify Charter $ I CI46 and frir noti*€ r$ r€qufutd fu due procsss of law. and rhus the Trjbuna|

must dismiss the Sumrnons.

ru. THE S{JMMOFIS SHST}LI} BE I}ISI{ISSEI} BSCAUSE T[Ig, IIEAIII}{.G
OFTICER trEPRIYED IITR.S' TABAK OF' A FIJLL AND FAIR lIEA*.Iit{G SY
RSTilSIITG TO ALLOltr CN.OSS.SXAMINATIOf{ CIf Tilf, ISSUTITG OTFIC$R
WHERE A I}TTFUTD O*'FA.CT WAS PRf.SEITTED

The ?ribunal shsrrld dismix {he Silnlffi$ns b*calls€ it was a$ €rr$r oll*w fior the Hmring

Offtcer tc deprire Mrs. Tabak of a fuNl and fair l:eari,ng by refiating to ellow ersss-€xarylination of

the issuing of,ficer rvhrre * disputr of lacl *-as presenled.

"A r,e*prndent rna)r request the [issning offlcer's] apFearance if it makts an off,er of pro*f

to refute the altegatiens on a $Bmn"tslli and it persuades the Ficaring tlffict:r that cnrss-exarnining

the fi*suing officerl aboul a disputed laet *i)illd be laeipfu!^" .fo}'fl v. l/*ntage zlssoclrrtes. /nc.

(Appeal No. Il$0?46, October 27,zglt)- Cour,rsd far lv{rs" Tabak prcffered lhat crrrss-

examination of the is.luing ollieer rvfl.s ft€resssrr ir order to establish rvhether the Mll'lR tn.tccine

rvas medically appropriate for the child and rt'hether proaf ot'a nredical exernptiort rvas requestcd

bcfbre the Surnrnons tlras issued. Thc Hearing *ffecer declined Mrs" Tatrak's applicatit>n to cro$$-

exami*e rtre issuing officer. holdi.ng Lhal the dr:ctor app*ating *n behalf of thc Pctitioner-Appelhe"

Dr. Jennif,er Ri}sen {"Dr, Rosrn"}, .w?s avai}able nnd cor:ld ails}\Er anl'questinns reg;irding these
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tiisputed facts- Erhibit C, llearing Tmnscript, p l{" Itror+ever- rvhen questioned- Dr. ft.osen

lacketl any knortrledge *t thr tkc* leadirrg to the issrrflnee of the Summ*ns and rvas unable to

presenl ilny xesponses trN t]$estions directrd at these disputerl facts. Far exanrple. Dr. Rosrn: did

nst knolv where the child uas *xposrd i$,xhibit C, I{eariug Trunseript, p l$!; did **r know

rvhere ihe child's aridress nms obtains! {Srhibit C, Hetring Transeript, p I0g}; did rr*t know if
$e ehild had any ffedic8tr cantraindicatisn tr MMI{ before ttre Sur,nnrc*s Tvas issued {flmring

Trans*ript' p I I7); and did not knornr if any persoo fum the health depalrmrnt had cantseted Mrs-

Tabali [o detennine if the *hiEd had bwn given MMR befsrs rhe Surunoas was issued {He*ring

Transcript, p lt?-l t8)

Thus' it was an srror of, law fbr the Hearing SIficen ro refllse Mrs. 'l"abak the ability t*

cr'oss*exarnine thE issuiog oflleer and drprive Mrs. Tabak o-f a futl and fair hearing. and rhe

Tribunal must dismiss itle Surnmons_

V. TITS SUMh{ON.I SHOULD BE }[S}}{I$$EE BECAUSE TTII [trEARIilC
OFTICER DEPruYBt} *IRS" TABA.K OF A TULL AND trAIR IiEARIilG EY
REFI.]$IX{; TO ALLSW A REASOFIABI,E, CROS$trXA*TINATION OF
PET:TIONER-S.PPELLEE"S tr,XPERT

The Tribuncl shsuld dismiss tlre Sununons kcauss it was an error of law for the l.learing

tlll'icsr to deprive blrs. Tabak af a full and &ir hearing by refusing to altgw a reasonable cross*

exan:inati*n of Fetiti nner-lLppetlee' s expert, Dr. Rnsea.

Ite Hearing Ofliccr reflxetl $ allow Mrs. Tabak's ccung€l an Gpportuniry to conduct a

rca'sonable cioss-€xaminarion of'Dr. Roscn. Exfuibit C, Ilearing Tr*lscript, pp l3l-ll3; lrl*.
In ibct- most of {he hearing tirnt r+::t$ devotrd to the Hearing Officer unreasonabl3,.curtailing the

cro$s-rxalnination *f Dr" Rosen and llr. Rosen rcfusing tr: proride resporusive an"swers tD

queslions. trnhibia C, flmring Transcripi, pF 152-153. Therefore. the Hear1ng Dfli*er

crnunincd an err$r of lax'by prcventing Mm" Tabak's counsrl of the ch*:rr-e l$ rrasr:nabh'cross-
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ex,arfiine Dr. Rasen and deprived h4rs. Tabak of a full and fair h**ring. and as such the'l'ribrlnal

must di$miss rhs Sumrnons.

vr. TnE sUiu*tOHS SH,OUI-I) BE DISTIiISSED BECAUStr TIIA *If,ARING
OFFICE.R'S DECISI.ON LA,CKUD A RATIOIYAI. BA$IS AI{D IS T{OT

F'ACTUALLY SUPPORTND

The Trjbunsl shtru-ld disrni*s the $um*rsns bccause the Heming Officer's decision lackerl

a rationel basis and'is nnt kctually suppoiled"

Th* Hsaring Sfficer srsted in hi"E written decisi*n rhat h'trs- Tabak "'relied lrpan *re laust

paragr*ph of the ffer" rr-hich states, '[t]his firder shall remais i:r effect until the next rneeting of

riee NyC Srard of;tle*lth schdulod ibr April [?,2S19. at q'hich tirne it may'*,'.*'continuerJ or

rescinded by the Board"' to make the *rguarect that ttre Order cxpired cn April 17. 3S19. Erhibil

B, Huring llecision" {empharis added"} However. Mls" Taba}c did n*t rtly upan r}ris stateme'nl

made in the Csmfidssiongr'g ffrden Inste*d. Mr*, Tatahos argument was frrrrly g:nrrnded in NY

city Heal:h c*de {24 RCNY} $ 3-0t ddt a$was merely reinforced by the language ststed in the

commissioner's {kder. In fact* connset for Mrs. Tabak ress lhe charrer prr:vi:sion on tlie recofd in

suppcn ol this argunrent, .n*ibit tn Hmring Tran*cript' pp X&?9. Counsel f,or Mrs. Tcbak

paused rluring t6is argurnent trecausc it appeared as though the Hearing Otlicer was not payittg

aftenrioa. Erhibit C, fl*ariag Tr*lrscript, p ?9. 'It'!us, t}m Hearing Sfficer tbiled ta consider

applicablc lau'.

Mgre4vcr, ccunsel for Mrs. Tabak madc an exter,lgive argumEnt that uphtrlding the

'iolaricn 
as to the chikl."r'as unjust. entered 45 dscurnenls inlu evidence ltl suppCIfi tbe conciusion"

an,d cited to apd read into the reeartl the Hearing S{ficer's authorita tc dismiss a sumrn$ns based

rrg.xrn the interes{ af fairnes$ and justic'r ft>und at NYCC $ 1049 {5) i'a)' Exhibit c' Hearing

Transcript, p lst p 172", pt83. Petitionr'r-Appellee prcsented n$ f$unter-argument rcgarding
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this issue. 'Ihc Nsrv York City Charts $ 10'+9 rcqr:ires the Hraring Offic.r to eonsiiler nine factors

when r*aching * deterrnination ar: issues ol'fairness and jusrice; yel, the Hewing 0ficcr faile<i to

address any of thesc factors of re;rch a dcterrnisatisn on ihis issue in his lr.ritten clerision.

l;urthermorc" co'unsel le'r hCrs. Tabak made an tsxlensive srgumcnt that the MlvlR vaceiae

was medicnlly i.n*ppropriate as ls *ffi child and entered 550 pxges of dscffnents to supporr this

eonclusiorr, ilxhibit C, *trerring Transcripf pp 13&13*; g 1?2; pI&1. The ltrearing Sffiser

failed to address this issus or reach * deternrination ic his unitter decisioru even though tfue

Sururrcns states "medically appropriate3 Fq a rsason fo fcrgc MMR vrccination, "lhe Exhibits

p.esented are sunrmarized in Section X below"

F-inally, the Hearing Officer held in his written decision thal the "ApriX 1?* 20l g Resolution

continued the Cnrnmissianer's cxed$e rf ernerge,ncy authoriry, whieh CIper:ated ta continue thc

validity of the Cornrnissioaer's.6,pril 9, ?Stg Srd,sr.- 3 r hihit B,llearing D*ision. This finding

is nnt $rpportd by the fae* becerxe both par,ties agr,Eed ,a* th* lee*ed that tlie Com:nissioner's

{)nler elpired on April 17, ?01-9. ExhibitC, He*ringTrans*ript, F, S. ThE Comrnissioner's

Order c.annol simultaneously expire and conlinu* to be vaiid. In ths aiternatiye, rhe H*aring

Ofliccr*s linding that tbe Comffris$isner"$ "sxslci** ofauthorigyoo lr'ar continued by the Resoll'rlion

is not dispositive pf'the issue$ preseiled at the hearing kcau$e the Sumrnons cites Mrs. Tabak as

hal'ing vialaied the Cansnissioner's lwittsn srder, not lhe Cor,nmissionefs exercisr of ernergency

authorit.v. Tlterelllre, the Hearing Ollicer's Iinding that the Board continued thc L'omrnirsir$efs

exrrcisr cf authoriqv is irrelevant-

Conscqucntly, thc Hearing $fficer faile<J to consider the applieable lar*. and argunent rvhen

making his rlecision" For these ffiasonl" the llearing Offieeros decisio* la€,ked a rstionai basis and

tuge l.t {.f 28
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is ilct factr:ally supporterlt her.lee. Mrs" Tabak rras deprivetl oi'a full and fai.r hearing, and the

Tribunal must dismiss thc Sumrnons.

vll" THE SUIIIMOF|S SHOULB Bg DISMISSED PUI$iUANT TO NYCC g I$,te {5} {a}

-I'lrc 
Sumrnons *hculd ltave been disrsissed pu$uant to NYCC $ 1049 {5} {a} because rhe

undisputcd evidcnce at the hetrir*g refiected fhe followi*g:

EKhihit 2 : CIIC, MA.{& Vaccise lnlormation Stiltement {listing sonm of the sidE
effects *f tlre MMR vnccine, including seia*e, full-body raslq deaflo*s*, long-term
seia$e$, conl&" Ioluered con${igilsn€s& snd brai* dam*g*J.

Exhibit 3 * FIIA, Sumrawy af{linicwl Jnvrssig.cfion ,,fiudis af IMMR_I fsr
Pwposes qf Srrpprr far Licensr {rrf,lecting tlut only mound S0S r:hildren
palticipated ift the undrrpowered pre-lic.ensing study, no-grlacebo cantrpl group,
and a saf,cS revisrv period clf a mere 4? days)"

Exhibit4-FflA,tlid{sunnmarieingthe?l5-pges cf Exhibil3 and in*ltrdingcha*s
that sh*rv lhe high nate of upper respiiatory infection and gastm,intestinsl illnesscs
fbr trial participants].

Lxhibit 5 - lnstitute of Medieine {'to}!f'};Adverse E$eas af Pert*vsk and Rvbella
Il*c*ines {denron*,,trating tl}at tbe evailable science supports a eausal relationship
between the nrbella vaccine and cfuranlc and aeude *rr?rrilis)-

E.xhi,b'il 6 - I*tyl. drJversc Ete$s Ass*tiated with ehildhaod Y{trcines {revealing
that f,or 1* of the ?3 nrast rrporled adv*se events follo*.ing MMR in lgg4. the
CDC hed notcnnducted the stience to detern:ine if tbe IvIMR w,as causally linked
tn the advcrse ev'enls; h*r,rever, the *vailabln sci*nce did shsw thet btMR was
causally linkecl to anaphylaxis, throilrbscJtopcnia" and death).

Exhibit 7 - IOM, Adverse {Seets *f Va*:rines, Eviderce ond Causslity {showing
that in 2812, the CSC- harl not eon<luctrd the science to dct*rrninc if 23 olrhe 3l
cornmonl-v claimed injuries frcm ttre l,tMR vaccillc werc causally }inked to the
vaccin*).

Exhibit 8 - IOM. Adwrse {r'ents Assotisle{} with Childho*d l/ax:ines {tindlng
sczurt sciencc rcsrarching why sorne lleopie react negatively tc vaecines and
encouraging Ctr}L'ts c{lnducl the sciencr},

Fxhitrit 9 - lt-)M. .,{s}rrse EL *tts qf Vartines, Evidence and {swali1r'{stating rhat
the CDC still has nol r:onduct*d tlre science to detemrine whicil childrcn may be
injurcd b1' r'accinalion).
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Exhibit l0 - Nature Cenetics, Comm*n r.t:rrflats r$sariclled with general rr{/,'l-f9fJt
rut:cint-relateri fthrifu seizrr€s {irlentilying specific geneiic r"narkers for then a
child will have seiz-ures atler hIfuIR vaccination).

Exhibit ll - SjCIJ ififlran Awqrd f*r Encephal*patky ftom ,ttl,ff Yiledne
{reporting payment *f SlSl rni}lion to pnrentrs *f s child injurcd by ehe MMR
l:a*cine]"

hxhic-it I? * CDC, Vaccine &vipient & i'{edia.Swnmary tiisting the rxcipirnt and
rnedia c*ntainerJ i* the MMR" veccine, including bat not limitcd to. ch-ick €r$tlryo
cell cultnre, Wl-38 h$rsn& dipbid lung fibroblasts, hurnan albur,nin" bovine calf
srnJm" rnd neomy,cin).

Exhitrit l3 - ATTC" ilfl?C-s {shewturg thatrhe MRf-s celi line is derived from the
lung tissue of a l4-week-old mate f€tus).

Exhibit 14 - ATTC, t'flJ:-i8 {dercri"bing {hat ths Wl-38 cell line was derivsd a 3*
mr:nth-old f,emale feius).

Exhibit 15 - The Natisnsl Catholic Bioethics Quarterly, A Brief flist*ry of llumax
lliploid f,leJJ.Ytrairu {describirtg hsw dozens cf ietr,rses u'er,e used fo develop fetntr

cetrl lines for use in vaccines)..

'Lxhibit 16 - Frucediags of the Society of Experimemt*N Biolagy and Madicine,
Cyral*girul llirolagienl *nd {Jhramesamal S*dies af Cell Strains from Aborted
Hsman Feiusrs {revealing thal SS aboded ftluses lr'efe uwd to crsate the ruhlla
coanpnnent of the MMR. vacciurJ.

Exlibir I ? ^ Sound Ch$ice Pharnareutie*l lnstifute, *pn Letter fo ,Legisiarors
Rtgrding fslcJ {'ell bNA, in Vaeeines (discussing f,etet ilNA contaminants in the
h{MR vttcci*e}"

Exhibit 18 * Ather,osclerosis, Assecistrisn af mecsles and mamps v,ith
tardiovascalar dise&re: Thc .fprym Csl{oborative Cohort UA$} stud.r' (finding
that measles and/rrr mumps infeclis* was associaled rt'ith significantly lora'er risks
of m*rtaliry' from cerdint-ascular disease).

Exhibit l9 * CDC, lleart "Orie-ase "Fsrcrs & Srrrrrirrrs {indicating that 510"000 peoplc
die cf hrart disease irr the Uaited ,St*tes every year).

Exhibit ?{i - Leuken:ia Researclt. fro childhood disesses affect x"HL *nd HL risk?
A {:e:\€-&)ntrrfi sludyJt am wrthern an sauthern ltul,r* ifurding that participants
*'ho did nol have a history of measles inlbction had a 66 percent incrrascd ratc of
l*lon-l lodgkir:'s Lyr,nphoma and ?33 petcrnl i*crexe of H*dgkin's L.ynrph*ma)-

I'aga lf +f 2D
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Exhibit 2l - lvledical Hypotheses" Febrile irslor-y inli:crlonr aJ' t*nrer rhildhnsd
r*se*ses in tht gtltti*nt-v awl malched rontroJs {fu#ing a history of febrile inlbctirus
childhotxl disfirss, such es rnessles- lc*ers &e risk lor cir*cer)"

fixhibit ?2 * gritish Medical Journal. Infantile Fledg*ink l]isease: ffemd.r,ri*n a-fer
,lfec"ldr.r irlescribing remissinn of,cancer afttr a rtessles infection).

[xhibit ?] - NIIL {'anrer.$al falsts: lt{*n*flr,dgkin Lymphama {rcporting ?4J{}S
nelv casss of itlon-Hodgkirr LlT nphcr*a in 2St9).

flxfuibit 24 * NlH, {]ancrr,Srct Fbcts.' Hadgkin Lymphoma {ind,icating 8.1I0 new
eases of Hodgkin Lymphoma iru:Sl9]"

txhibit ?5 * Cancer llelwtion an$ Prevention, Acute infeetionr as * m*aras CIf
t*nc*r prsrentisnr {}pposing r{ecfs b *hrCInk: infertions? {finding trhat exposures
to frtrile infectious childhood dis*as*s, including m,easles, 14'er* associated with
subsequently rcdueed risks for metarromn" ovary! and rnaltiplc cancers *ombinetl).

Exhibit 2S - NlfL Cerxeer Stat FseJs.' Ovnrisn tanc*r {rt;prxting ?2,53$ nerv cases
of ovarian cs{rcsr in ?.01"$}.

ExHbit 2? -Pediatricq ,{llerglc Sisec,re and Atapk Sen'titiaation ix fhildren in
Re{ation ts A{easles Vsreinatian $nd lr/eusles fnfe*ion {Xinding thet nneasles

i*lbction rnay prCItect ag;rinst a*lergic disease in ctrildren)"

fi,rhilirii 28 - Allergol et lrnrlunopathcl, Fregaenry o/rdJergfe riisecses.{ollowing
messles {finding thar allergic diseasrs are less frequent in childmn rl,ith a hislory ol'
measlss}.

Exhibit 29* Anrerica* JourmaX ofEpiderni*logy",t/erult's Infecti*n and {'nrkinson's
l}isezu's {linding a stetistically si$dficant reduced risk of, Parkinson's discase.l'rr
thn.ce r*-ho hasl measles during childhoodi.

Exleibit 30 * l!{erck, *.{*{R \{anuf*ctwrers' Packagc lnsert {*hd-ful-R Il has not besn
evaluaied firr urcinogenic or rnutagenic putrnlial, or ptential to impair tcrtility").

Exhibi{ 31 * FloS Onc. :Idr:r'r-r* Events f*llttrtrng J.7 arul l8 l{snth lraccinnti{}ns:
a Fupalution-frased. Se{{-{)wttrrslled Case Series Analysis {furding signif'lcantly
elevaled rishs of emerg€nc.3" nrqrm visits one to lwo rvecks follorving 12 ancl tr8-

month ?v{h'lR vaccinetin&i"

Exhibit 12 -= tr'llA, Sttpplerr,erttal Appraval L*tter"fir I{A'{R {adriing 1o the Adverse
Reactions seclion $l-the MMR. package inserl ''lransvsrs€ myelitis" in ?{}14 and
"i-trer,roch-Schcnlein purpus" snd "stut€ hemorrhagic edema of infancy" in 2fl17).
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[xhilrit 33 -Jpumal c]t'Translational Scicncc.Pilat camparatirc stuil],em tke health
af'rac$nuted and rRrac-clncfsd 6- to ll-yew**ld {.,'-"t r*iftir*n {finding that
vaccinated individuals h.rd s higher rd$ of several lbrms r:f r:hrcnic illness and
neurodrl.el opmental di sorders).

Exhibit 14 * U-S, I'trouse of Representatives, Cammittce r:n fiovernment Ref$rnr"
{l*n$itts af lnteresr in Ysrxine Polir:y hlaking, June 15. 20S{} {discussing the
ccntlicts ui' interesl that vaccirrc policy"rnakers have rvith phannaceutical
companies).

Exbibit 15 - CDC, iVorrbe to Readerr: Rerr,mnewte$ Childh*od Imffiunizstisn
fuhedule - United 9.rles. 2{}08 {w:frecting that tlre MMR vaecinc was on tlre
childhood irnrnunizatian schedule rrhen the Cornmittee $n {iolcrnnrent Reform
issued its Majority Staf?Report rcgarding conflicts of *nterest in June 2000J"

Exhibit 36 - 42 USC 3$$na-?7, Mandnte for safer ckildhoad wc$nes {statutory
section underpinning v*ccine saftty in this csuntry.which required rhe tJnited
Statcs ilepartrnent of Health and Hurnan Serr:iees {*'HHS'"} to sutrmit a biennia}
repDrt to Congress de.tailixg ir,*prot'ementc rnfldc regarding vaceine sa{bty).

Exhibit 37 - Inf rmtd {bnsenf ,{ciion Nensttrlc s:. ffnil!, t$-cv-03315, Siipulation
& Order, dered July 6, 2Sl8 {evidencing that F{HS has rel,tr on*e submitted a
rcport io congres* as requir*d by a2 USC 30Sna-27).

Exhibir 38 - lllri$- Respo*se to Frmdom of Isformaeisn Act Rcquest (ndrnilting
that the'l'ask Force for Safer Childhood Vaccines reqaired by a? USC 300a4-27
*'as disbanded in 1998)"

Exhibit 39 - Physicians for fnfbrrned Csnsenl-Meds/e.c Whct Ftnrents Need to Knott,
(deiailing lhe benef,rts and risks of the MlvlR vaccineJ.

EKhibit 4S - Archives of Fediauics & "4dolescent Medicinen Persis{encr of Measles
Anrihadies A_fier 2lbses *f Measler k'accine in s Pfisle{imin*tian {,nviranmenl

llinrJing tbat xreasles *ntibodies lr'ane orer lirne in the absence *f circulating r+ild-
t1'pre measlcs).

Hxhibit .l i - The Lancet. ,l,lbrlrlss l:irw hd*cti*n trYithrauI Rttsh ln {"-ftffd}roor/ Ir
Eelnted "l'a flisexe ln Adalt ii& {rvidencing associalion betrveen a ncgatirre history
ot'rneasles and devetropsncnt cf imnaunorsactit'e dissases, seb*ceous skin dis*ases.

degrnerative disea-rrs nf lxrn* and carlilage. and ccrtain tunroru).

Exhibit 4? - {:UC. Vaccine Advcrse fvent lteporring Systenr TVAFRS] Results
(results of the *unrber of individuals receiving a measles-containing vaccinc in
20!l that required a hospital. medical offrce, $r €rnergency roolrt risit alier
vaccinarien).
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Exhibit 43 * CDC, llit1l St$tistics af rhe {Jrtited Stares l gl{}- 1960 tshorving timt rhe
death rate iiarn messl*s in the Uaited States declin*rl by ovr=r g8 percent ben+'ctn
1ftlO and 196?i.

Hxhibit 44 * $rain & Ilevekrptn€nt. Spontaneous intpr*vement oJ-itilr$ctabfs
rpilepttr seizw'es foltrwing nt-ttt* viral infe*-riaru (shuwing that seizgrss
distppeard lvithitl rw** weeks sftcr viral infections $il*h ss rneasles)"

lfutren provided an oppo*uniry to rebut *ny of the fcregoing evidenle, th* Pctitioner dcetrinett to

pr*fNer any evidence in rebuttal-

't}us, the undisputed evidenee reflects thilt the IvfMR vacciae lbr the child was not

medically appmpriate, n$ tlw risks of injecting tfuis pneduct into the ehild our*'eigh the benefits"

VNI. T}IE SUMMONS .5HOULD B.E I}ISIHXSSEB BECA"USE T}.IU COM*IISIir$NEN.
AND SOARI}'S ACTICIN* YIOI;A?E TITE STA?E AND I.INITED STATES
CONSTITUTI*}i$

The Tribrinal ehould disneiss the Su*rnons hecaure the Commissir:ner's Oldsr anil

Resolution violate New York and United States Csnstitutisn$. Alth*ugh this rrib'unal is unable ro

rule on issues af Coastitutinnal law'? Mn. Tabak reseficss all is$ies snd s$ L-lonstilurianal ctraifis

fr:r appeal. including but not lirrritd t$, thn following:

Firsr Arnendneni. Fr€e Exenrise of R*ligion:
I;ourmenth Arnendnarnt, Substsntive llue PrCIcess and Equal Frotection;
Forrith Arnendment, Ljr:la*trN $safirh and Seizure;
Filtrh Arnend*rsut, Proeedural Due Pmcess;
Eighth Aslenrimenl Croe} afld Llnusual Pu*rishmrnt;
Ninth Arnendment; and
Othcr Unenumsrat*d Rights.

Ilsl{{trp FoR nsl,rF{

t -I{espundcnt's Conrritutional claims snder the First .Amendment, the Conrmeree Claurc- sutrslantive Due ftocrss,
and Srau and Frt3rdl privacy- r,ights are nof properly acXjudicared by this Tribunal-* TL{.). v. Forn:lr.e lrrnor*'rnt+'. lnc.-
Appeal No. Jfi.B*0O73? {March 6. 2{llq} {citing D{-'.{v. ii{f Fregnan+;l'{*nter,,Appeal ;:r-o- I70S95HR {June ?9"
2t] l8) llindiflg that the Tritrurrsl waf nol the proper ficrurn lbr adjudicating Firsr ,{-fi}endmenr clairns as a tl*fenre i{} a
rututorlr djse lersure schems); iltl r'. Ailw* Gong, Apperi Nus. 16$1f34{l {Januaqr' 5. -?01?) {finding that the
tr"rilrlrnal is not rhe propsr forum to adjudicate a clairn nf Ccnstirutionel right l* privrcy): Nln v",t/r- f-'lc {,lur'J.*s,

Appeal No, 05i9i)931 {Februar-r' ?8. ?S Iil finding that the Tribuna} ls nrr rhe proper fonrn ro adjudicate a C$mmerce
Clause challenge).

t.
2.
J.
,+.

6.
7.
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Tlr* Tribmasl shculd rcvsr:rs th* Hcfisg SffFds dmieisn to glsaia the surunens f,sr

lbs rffissnssatd *bara,

fud: l'Ievemkr 3,0, ?Sl9 STRI & GLIMSTAJ} IT,P

AsrsaSfui
,}{fiftuhArwls
17&,S-fuor
Nqr.'Y@figffYo*. igt'Sd
Td;:#t2}.9$3:tS$I
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DOHMH v. Mallcy Tabak
30198-19L0

I. The hearing officer did not err in finding that the Commissioner's Order did not expire
on April 17,2019 and Respondent was in violation

The hearing officer was correct in finding that the New York City's Department of Health
("Department") Commissioner's Order dated April 9, 2019 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH
vs J.DOE., Appeal No. 30329-19L0 (December 20,20T9) (finding that Board of Health
Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order
are referenced in the Summons No. 30198-19L0's ("Summons") violation description as the
requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health
emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,
modification of Health Code provisions or exercise of power." Contrary to what Respondent

asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only
allow[ing] the Board to continue the order 'as is" ..." (Appeal page 4). Respondent would like to
add onto Health Code section 3 01(d) a limitation ofthe powers of the Board of Health to
continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not
in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power
asserted in her Order since the Resolution repeats the main directive of the Commissioner's
Ordeq which is that people living in the 11205, 11206, ll2ll and 11249 zip codes who have not
been vaccinated against measles shall be vaccinated against measles unless they can demonstrate
immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg area,

the threat of measles to public health in the City of New York and the need to vaccinate to
control the outbreak . See e.g. Commissioner's Order (8ft paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City ofNew
York; and.."); c.rf Resolution (l5th paragraph)("Resolved, that the Board of Health herby

declares lhat an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 3) that Petitioner conceded on page 58 of the
hearing transcript that the Commissioner's Order expired on April 17, 2AI9. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do
not affect the applicability of the Commissioner's Order or the Resolution to the Summons or
Respondent's violation. Whether the language of the Commissioner's Order or the language of
the Resolution is applied to the Summons, the Respondent will still be found in violation since
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Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affrrmed.

II. The Resolution took effect on April 17,2019 and continues the Commissioner's Order
therefore the Summons should not be dismissed

The Board of Health in the final paragraph of the Resolution declares that the Resolution takes
effect immediately on April 17 , 2019 . The Board of Health' s inclusion of the effective date

makes it clear that the Board of Health intended the Resolution to take effect on April 17,2019
and not at the end of publication. The question of whether the Board of Health has the power in a
public health emergency to make a Resolution effective prior to the completion of publication
under New York City Administrative Code 17-148 is a question more in the jurisdiction of
another tribunal. In fact, in C.F. v. NYC Department of Health and Mental Hygiene,2019 NY
Slip Op 31047 (April 18, 2019), Judge Lawrence S. Knipel reviewed the Commissioner's and

Department's decision in issuing the Resolution and Commissioner's Order finding arational
basis for declaring the public health emergency and issuing the orders using the least restrictive
legally available means.

Moreover, even if found that the Resolution was not in effect until completion of publication, as

discussed above, the Resolution is a continuation of the Commissioner's Order and therefore on
the date of the occurrence alleged, April2l,2019, Respondent was in violation of both the Order
and the Resolution continuing the Order. The Order was issued on April 9,2019 and continued
April 17, 2019by the Board of Health. See DOHMH vs J.DOE., Appeal No. 30329-19L0
(December 20,2019) (finding that Board of Health Continued Emergency Order).

Accordingly, the decision should be affirmed.

III. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(c)(2) and (3), which states, in relevant part, that a "summons must
contain, at a minimum: ... (2) A clear and concise statement suffrcient to inform the Respondent
with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the
section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential

facts to constitute the violation: the date the records of the child were reviewed, that upon that
date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be
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violated as the Summons states the requirements of both the Commissioner's Order and

Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent

from knowing the elements of the violation or being able to put on a defense to the allegations.
See TLC v. Shaikh AIi, Appeal No. 10105610C (April 5,20T9) ("The identity of the vehicle is
not an element of the charge and is therefore irrelevant to whether or not Respondent received

adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is
not warranted. See TLC v. Tawfik Al Shammaa, Appeal No. 72140348A (November 13,2017).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting 44 exhibits concerning the measles vaccination and its medical
appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,
Appeals No. 10087317C (March 12,2018) ("Finally, the respondent prepared for the hearing by
taking a video ofthe traflic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge
against him.").

Accordingly, the decision should be affirmed.

IV. The hearing officer did not deprive the Respondent a full and fair hearing by declining
to order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City ofNew York Chapter 6-15, "IJpon
request of either pafty, a Hearing Officer may grant an adjournment for the testimony of an
Inspector if the Hearing Offrcer finds that the Inspector's testimony is likely to be necessary to a
fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing
officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordon v. Brawn,84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether
the issuing o{Iicer should be required to testift and properly used his discretion to determine that
issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed.

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 68 RECEIVED NYSCEF: 01/04/2021



V. The hearing officer did not deprive the Respondent a fair hearing by refusing to allow a
reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the
allegations in the summons. In fact, the respondent has failed to produce any evidence that
counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the summons. Clearly, counsel for the
respondent was able to inquire and receive responses on all questions relevant to the allegations.
The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

VI. The Summons should not be dismissed because Respondent alleges the hearing officer's
decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(g)(1) provides that "the Appeals

Unit within the Tribunal will determine whether the facts contained in the findings of the
Hearing Officer are supported by a preponderance of the evidence in the record, and whether the
determinations of the Hearing Offrcer, as well as the penalties imposed, are supported by law."

The hearing oflicer decision is based on the preponderance of the evidence and testimony
provided as he cites to the arguments and evidence presented by each side. The issue here is that
Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse

the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is

based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld

since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.10112809C
(l.lovember 15, 2019), citing Berenhaus v. Ward,70 NY2d 436 (1987); Matter of Iftah v.

Utschig,93 NY2d 304 (2002).

Accordingly, the decision should be aflirmed.

VfI. The Summons cannot be dismissed pursuant to New York City Charter Section

10ae(s)(a)

The ability for a hearing offrcer to dismiss a summons in the interest ofjustice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4)(b).

Charter $1049(5)("...an administrative law judge or hearing offrcer may dismiss a notice of
violationfor a specified violation, as defined by paragraph (b) of subdivision 4 of this section,

when dismissal is appropriate in the interest ofjustice, within the meaning of this
sub divi si on")(emphasis added).
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The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5)(a) is not applicable

and cannot be used to dismiss the summons. Further, even if Charter section 1049(5)(a) was

applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.

Vftr. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As Respondent concedes in their appeal (Appeal page 19, footnote 7), Respondent's

Constitutional claims cannot be properly adjudicated by this Tribunal. See, e.g., DCA v. EMS
Pregnancy Center, Appeal No. 170095HR (June 29, 20T8) (finding that the Tribunal was not the
proper forum for adjudicating First Amendment claims as a defense to a statutory disclosure

scheme); NYC v. Aihua Gong, Appeal Nos. 1601234-41(January 5,20T7) (finding that the

Tribunal is not the proper forum to adjudicate a claim of Constitutional right to privacy); DCA t'.

Mr. C's Cycles, Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the
proper forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.
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Appeal No.30198-19L0 DOHMH v. J. Doel April 24,2020

APPEAL DECTSION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated

August 29,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against

measles.2 Having fully reviewed the record, the Tribunal finds that the hearing officer's decision
is supported by the law and a preponderance of the evidence. Therefore, the Tribunal finds as

follows:

eari Determination

BACKGROUND

In the summons, the issuing officer (IO) affirmed on April 23,2019, that on April21,2019, she

reviewed the records of Petitioner, the Department of Health and Mental Hygiene (DOHMH),
and observed that Petitioner's Citywide lmmunization Registry (CIR), which collects
immunization records for all children receiving vaccines in New York City and which is required
to be updated by medical providers, had no record of measles immunization for Respondent's
child, who was at least six months old and resided at a stated address in Brooklyn. The summons

alleged that Respondent's failure to vaccinate the child was in violation of a Commissioner's
Order, which was issued on April 9,2019, pursuant to Article 3 of the HC, in response to a
public health emergency, and which ordered that all persons who live, work or attend school
within certain specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight
hours of the Order. The summons stated that the Order was to remain in effect until the next
meeting of the New York City Board of Health (BOH) scheduled for April 17,2019, "at which
tie it may be continued or resdinded by the Board." The summons further alleged that on April
17,2019, the BOH approved a resolution (Resolution) continuing the public health emergency
and vaccination requirement and providing that the parent and/or guardian of a child who is not
vaccinated be fined unless they demonstrate proof of immunity or that immunization is not
medically appropriate.

At the hearing, held on August 28,2019, Respondent was represented by her attorney. Petitioner
was represented by its general counsel, another DOHMH attorney, and a DOHMH physician.

The IO did not appear.' Petitioner relied on the summons and the DOHMH physician's personal

knowledge. Respondent did not deny the essential facts of the summons, specifically that an

emergency Order to vaccinate was issued, that the subject child lived in one of the targetedZlP

' J. Doe is used here to protect the privacy ofRespondent's child.
2 The Health Code is found in Title24 of the Rules of the City of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Summons Law Charqed Appeal Determination Penaltv
10198-19L0 HC $ 3.05 .!In Violation Afhrmed - In Violation $1,000

DATE MAILED:

ATTY:

to a fair and
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codes,4 and that the child was not vaccinated. Respondent argued that the Order had already

expired on the date of the summons and that Respondent could not be charged with violating an

expired Order. Respondent argued that because the BOH Resolution had terms that differed

from the Order,s and the Resolution did not specifically state that it was continuing the expiring

Order, the Order was not continued. Respondent further argued that she could not be charged

with violating the Resolution because the summons was issued before the required three-day

publication period was completed. In addition, Respondent argued that Petitioner did not

establish that it was medically appropriate for the subject child to be vaccinated. Documents

offered by Respondent regarding the efficacy and safety of the vaccination in general were taken

into the record.

Petitioner noted that HC $ 3.01(b) gave the Commissioner of Health authority in an emergency

to exercise the BOH's power to issue an Order, which would be effective until the next BOH
meeting. Petitioner argued that despite minor differences in language, the Resolution issued at

that meeting continued the requirement already in effect that people be vaccinated, that the

Resolution was by its terms effective immediately, and that publication had bearing only on the

question of service. Petitioner's submissions included "Frequently Asked Questions" regarding

the measles vaccine, published along with the Order, and a copy of the decision in C.F. v. The

New York City Department of Health and Mental Hygiene,-denying injunctive relief from the

Order, claimed on scientific, religious, and moral grounds.6

In the decision, the hearing officer sustained the violation, finding that the Commissioner

declared, and the Board resolved, that a public health emergency existed pursuant to HC $ 3.01;

that the Commissioner by her Order, and the Board by its Resolution, directed that persons six
months of age or older who live, work or reside in the specified ZIP codes be vaccinated against

measles, demonstrate immunity to measles, or show proof of an acceptable medical exception.

The hearing officer noted that Respondent made a variety of Constitutional and scientific

arguments and challenges to the validity, efficacy and safety of the MMR vaccine and to the

fundamental fairness oith. summons and Petitioner's authority to mandate vaccination.T The

hearing officer notedo as well, Petitioner's responses and the NYS Supreme Court decision

denying injunctive relief from the Order. See footnote 5 below. The hearing officer found that

the Constitutional and scientific arguments were beyond the scope of the hearing. He found that

the BOH Resolution of April 17,2019, continued the Commissioner's exercise of emergency

authority, which operated to continue the validity of the Commissioner's Order of April 9,2019,
and he found that Respondent failed to provide a defense to the allegations.

o The DOftMH physician testified that addresses were provided by several sources, including health care facilities,

but was not able to say which source provided the address ofthe subject child. Respondent, however, did not assert

that the subject child did not live in the affected ZIP codes.
5 Respondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,

preschools or child care serviceso the Resolution included those attending school, preschool or child care; and where

the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
6 See 2019 NY Slip Op 31047 (April 18, 2019).
7 *MMR'stands for Measles, Mumps, Rubella.
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On appeal, Respondent repeats the arguments made in the hearing.t In addition, Respondent
argues that she did not have a full and fair hearing because she could not cross-examine the IO to
establish whether the MMR vaccine was medically appropriate for the child and because the
hearing officer did not allow a reasonable cross-examination of Petitioner's expert. Finally,
Respondent argues that the summons should be dismissed because the hearing officer's decision
lacked a rational basis; in the interests ofjustice pursuant to $ 1049 of the New York City
Charter (NYCC), found in Chapter 45-A; and on NYS and United States Constitutional grounds.

In response, Petitioner argues that the hearing officer's finding was correct that the Order of
April 9, 2019, was continued by the BOH Resolution of April17,2019, citing the Tribunal's
decision in DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20,2019). Petitioner argues
that HC $ 3.01(d) allows the Board to continue the Order as is, but that the Board's powers are

not limited to continuing or rescinding the Order. Petitioner argues that the Resolution continued
the Commissioner's exercise of power asserted in the Order since the Resolution repeats the
main directive of the Order, which is that people living in the named ZIP codes shall be

vaccinated unless they can demonstrate immunity or a medical exemption. Petitioner asserts that
Respondent was in violation whether the language of the Order or the language of the Resolution
is applied. Petitioner argues that the stated intent of the Resolution was to be effective
immediately, i.e., on April 17, 2019, and that the question of whether the BOH has the power in
a public health emergency to make a Resolution effective prior to completion of publication
underNYC Administrative Code (Code) $ l7-148 "is more in the jurisdiction of another
tribunal." Petitioner further argues that even if it is found that the Resolution was not in effect
until completion of publication, the Resolution "is a continuation of the Commissioner's Order
and therefore on the date of the occurrence alleged, April2I,2019; Respondent was in violation
of both the Order and the Resolution continuing the Order." Petitioner argues that the summons
provided adequate notice of the charges pursuant to $ 6-08(c)(2) and (3) of OATH rules, found
in 48 RCNY, and that the hearing officer did not deprive Respondent of a full and fair hearing by
declining to order that the IO testiff, as the presence of the DOHMH physician, who had
knowledge of the recordso was sufficient.

ISSUES ON APPEAL

The issues on appeal are (l) whether Petitioner had the authority to issue the summons on the
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the
hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW

HC $ 3.05(a) provides as follows: "No person shall violate an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an

imminent or existing threat, the Commissioner rhay declare a public health emergency.

8 As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New York
City Charter (NYCC), and Matter of Blockv. Ambach,73 N.Y.2d 323 (1989).
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Upon the declaration of such an emergency, and during the continuance of such

emergency, the Commissioner may establish procedures to be followed, issue necessary

orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedures, orders or actions may include, but are not limited to

exercising the Board's authority to suspend, alter or modi$ any provision of this Code

pursuant to subdivision b of section 558 of the New York City Charter, or exercising any

other power of the Board of Health to prevent, mitigate, control or abate an emergency,

provided that such exercise of authority or power shall be effective only until the next

meeting of the Board, which meeting shall be held within five business days of the

Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's

suspension, alteration, modification of Health Code provisions or exercise of power. . . .

Code $ l7-14S(c) provides in pertinent part as follows:

Whenever the board shall have declared any condition, matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in

iny ur"a thereof, and that personal service or service pursuant to subdivision a or b ofthis
section of an order or orders requiring the abatement, removal or correction of such

nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such

order may be served by publishing the same for a period of not less than three days in the

City Record and in a newspaper circulated in the area or areas mentioned in such order.

Service of such order shall be complete at the expiration of the third day of such

publication and such publication shall be sufficient notice of such order and of the

nuisance therein mentioned to all persons having any duty or liability in relation thereto

under the provisions of this chapter.

ANALYSIS

The Tribunal affirms the hearing officer's decision'

pursuant to HC $ 3.01(d), the Commissioner of Health declared a public health emergency

because of an outbreak of measles in certain ZIP codes in Brooklyn and issued an Order

requiring that any person living, working or residing in those ZIP codes who had not received the

MMR vaccine be vaccinated within forty eight hours of the Order being signed, unless such

person could demonstrate immunity to the disease or document to the satisfaction of the

bepartment that he or she should be medically exempt from this requirement. The Order further

ordered that the parent or guardian of any such child older than six months of age should cause

such child to be vaccinated within that forty-eight hour period unless the parent or guardian

could demonstrate that the child had immunity or could document that the child should be

medically exempt. The Order was signed on April 9,2019, and was enforceable as of April 11,

2019;the Order remained in effect at least until the BOH met on April 17,2019. As the

summons in this case was dated after April 17, 2019, Respondent argues that it must be

dismissed because by that date the Order had expired. That is not correct. The summons' which

was issued on April 23,2019, was based on an examination of Petitioner's records that took

place on April 21, 2019;thatexamination provided uncontroverted evidence that the child was

not vaccinated during the 48 hours specified in the Order. As the BOH did not rescind or

disavow the Order, the Tribunal finds that Petitioner's authority to issue a summons for failure to
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comply during the specified period was not limited by the expiration date of the Order. In fact, a
summons for a violation that took place during the specified period could have been issued after
that period even if the child was subsequently vaccinated.

Respondent's contention that Petitioner failed to show that medical appropriateness was
established was correctly rejected by the hearing officer. By the terms of the Order, it was for
Respondent to demonstrate that the child had immunity or to document that the child should be
medically exempt. This was an affirmative defense for Respondent to establish.e There is no
evidence in this record to show that Respondent offered any proof of immunity or any
documentation that vaccination was medically inappropriate specifically for this child. In
addition, the Tribunal finds that the hearing officer's ruling that the IO's appearance was not
necessary for a fair hearing was reasonable. Parties have only a limited right to cross-
examination in administrative hearings.l0 Respondent did not offer proof to contest any of the
essential facts alleged, and the DOHMH physician had personal knowledge of the same
vaccination records examined by the IO and was available to testiff. As to Respondent's request
for dismissal in the interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that
provision is not applicable to violations of HC $ 3.05. It is also noted that Respondent concedes
on appeal that the Constitutional objections raised are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the
summons on the date it was issued, that Respondent was not prevented from having a fair
hearing by not having the IO present for cross-examination, and that Respondent did not
establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to
comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit

e 
See DCA v. Best Kept Seuet Airport Parking, Appeal No. 05426379 (November 2,2018) (after admitting that it

was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the
licensing requirement).
ro 

See Gordon v. Brown,84 N.Y. 2d 574,578 (lgg4). (there is a limited, due process right to cross-examination in
administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,
and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and where there
were no claims of any defects or reliability issues with the test).
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of

The agency named on the front of thir Summons has alleged that you eommitted the described violation or
violatisns. Note: Fthe charge on the front of the Summons state5 you MUST APPEAR lt'l P€RSOH, then you or
an authorired representattve must atttend the h€ari*E in person" See the front of this Summons forthe date,
time and location of your hearing. ln softe cases, the agencf may offer you the chance lo ent€r into 6
stipul.tion or *ttlement tgreement. lf you are eligiblg the ageney willsend you a letter in the mail. To
a€cept the stipulation or settlement, follow the instructbns in lhe letter.

lf a stipulation or settleftent is offered to you and you do not accept it, the independent HYC Office of
Administrative Trials and Hearinp will hear and decide yourcise. tf you do not accept the settlemeot or
show up for your hearing a default judgment may be entered against ycu and additional penahies may be
imposed.
lf your case is HOT marked "MUST APPEAR lH PERtOll," you may deny the charges or their seventy by
presentin6 a defense online, by phone or fu mail.
. Online: To submit a defense onlln€, visit www.rryc,govlaath.
r Phone: To schedule a hearing h phone, call{212} 43ffi817.
. Mail: To submit a defense by mail send a signed ststement of facts that rnust say. "My signature in
thls staiement certifies that al| farts in it ar€ tru€," with alldocuments you wish to have conridired to: OATH
Mail Unit, 65 John Street, l0th Floor. f{ew York, NY 10038.
1o prerent a defense ln pe6on:
. You or an authorired represenlative must app€ar in person on the hearing date at the tirfi€ and
location on the front of thb Summons.
r lf no location ls listed or clrecked off. you may appear at any OATH Hearings Center on the date and
tim: indhated on this Summcns {sre locations below}.

' Please be fully prepared for a hearing at that time by bringing this Summons and all of your evidence
with tiou"
. tf you require astistance with English, free language afflsta*ce will ba grwided.
Reasonable Acmmmodation: lf you have a dinbility and require a reasonable accommodation on the day of
your hearing call the phone number listed below-

Hgte: YOU HAVS THE RI6HTTO BE IHFORMED Of TH€ Mil(IMUM PEHAITY. Pursuant to th€ I'I€w YorK City
Health Code, t3.11, a penalty of nct less than $20O and nct more than 52000 may be irnposed for each
Heahh Code violation. For non-l*YCllC violations please see the cited strtute/rcgulation for maxir*um
penahies. The penalty for certain violations may be found in regulations r,railab{e at nyc.gov/health. Higher
penalties may be impo-sed fsr each repeated vlolation up to th€ rnaximum penalty allowed $ law or
regulation.

OATH HEARI}IGS CSI,ITERS

Tel; 1-8i14{ATfl -NYC { 1-34462846921 www.nyc.gov/oath

Manhattan;56John str€et, f0th & 1lth Floors, HewYo*, HY 10038

Brooklyn:9 Bond Street, 7th Floor, Brooklyn, ilY 11201

Queens:31{O4Ah Avenue,3rd Floor, Long lsland City, t{Y U435
Bronr 3030Third Avenue, Roorn 250, Bronx, NY 10455
Statrn lsland: 35O 5t. Mark'r Flace, Main Floor, Staten lsland, ItlY 10301
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THE CITY OF NEW YORK
OFF]CE OF ADM]N]STRAT]VE

TR]ALS AND HEARINGS

P R E S E N T: DAV]D LEUNG

Hearing Officer

In the matter of:

DEPARTMENT OF HEALTH AND MENTAL HYGIENE,

Petitioner,

Summons No
3021,2-1,9L0

against

BETLA ENGLANDER,

Respondent.

August 28, 2019

Office of Administrative Trial-s
And Hearings

100 Church Street
New York, NY 10007
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A P P E A R A N C E S:

THOMAS MERRILL, ESQ.
LORRAINE PEONE, ESQ.
JENNIFER ROSEN, MD

PETIT]ONER' S REPRESENTATIVES
Department Of Health And Mental Hygiene

AARON SIRI, ESQ.
RESPONDENT I S REPRESENTATIVE
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PROCEE D INGS

H.O. DAVID LEUNG: Wetre on the record.

Today's date i-s Augus t 28 , 2OIg . Itt s l- : 37 in the

afternoon. Werre here today on the Health Department

issued Summons No. 302I2-1-9L0. Irm goi-ng to ask the

Department of Health, is the name l-isted here for

privacy reasons, I don't want to say it -- is this a

parent or a child?

MR. THOMAS MERRILL: The name is the

parent. The inj-tials are the child.

H.O. LEUNG: Okay. The parent is Irm

going to just use the initial-s for privacy reasons

is B-8. Respondentrs attorney is here. Vflhat is your

name, sir?

MR. AARON SIRI: Aaron Siri.

UNIDENTIFIED FEMALE l-: Wetre on 3021-2,

right?

H.O. LEUNG: Yes.

UNIDENTIFIED FEMALE 1: Okay.

H.O. LEUNG: Mr. Siri, you see the name of

your client here. Do you have any objection to me

just using the initial for privacy reasons?

MR. SIRI: No objection.

H.O. LEUNG: Okay. Mr. Siri, before we

begin the hearing, you have a right to an

interpreter. Do you need one? Because f have to say

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floorn New York, NY 10018
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that for the record. The issuing officer is not

here. You have a right to request that the officer

who wrote the summons appear.

MR. SIRI: Same objection as last hearing,

Your Honor.

H.O. LEUNG: Okay. Letrs just put it on

the record. You object to the officer being here?

Not being here?

MR. SIRI: Yes. To respond to the details

of the violation or description, as previously

arqued.

H.O. LEUNG: Okay. And I'm going -- I, I

made a ruling previously on the other hearing that,

and I'm going to make the ruling on the record here,

which is that the basis for your application, I find

that the issuing officer is not needed to allow you

to have a full and impartial and fair hearing, in the

sense that any questions you have can be addressed by

the witnesses present here and the representatives

the Department ofthat are present. I'm going to ask

Health to put your name on the record.

MR. THOMAS MERRILL: Thomas, Thomas

Merrill, Department of Health.

H.O. LEUNG: Counsef?

MS. LORRAINE PEONE: Lorraine Peone,

Geneva Worldwider Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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attorney for the Department of Health.

H.O. LEUNG: And can you spell your last

name for me?

MS. PEONE: P-E-O-N-E.

H.O. LEUNG: Thank you. And we have a

doctor here. What is your name?

DR. JENNIFER ROSEN: Jennifer Rosen.

H.O. LEUNG: R-O-S-E-N?

DR. ROSEN: Correct.

H.O. LEUNG: Doctor, do you swear or affirm

the testimony you qive will be the truth?

DR. ROSEN: I do.

IWHEREUPON THE WITNESS, J E N N ] F E R R

o s E N, wAS DULY SWORN. l

H.O. LEUNG: Thank you. Mr. Siri, you

understand you have the right to appeal my decision

and so does the Department of Health?

MR. SIRI: Yes.

H.O. LEUNG: You also undersLand that the

line item charging an allegation of New York City

Health Code 3.05 carries a penal-ty of $1,000 if found

in viol-ation?

MR. SfRI: Yes. I just want to confj-rm the

object.ions and limitation, the elimitations

Iphonetic] from the last hearinq carry forward. In

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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terms of asking

H. O.

questions and

LEUNG: Sure

record speaks for itself in terms of your objection,

and that recbrd is made part of this. Before we put

that record her'e, I just want to establish, to begin

the hearj-ng, the sunmons alleges that -- Iet me just

read it real quick.

MR. SIRI: Happy to stipul_ate to what it

says, but f rm -*

H.O. LEUNG: Do you want to? you, you,re

entitl-ed to.

MR. SIRI: I'm happy to stipulate the

viol-ation speaks for itself .

H.O. LEUNG: Okay. You can waive the

formal reading of the

MR. SIRI: Yeah --

H.O. LEUNG: -- of the violation.

MR. SIRI: -- I waive it.

H.O

1

MR

H.O

H.O

MR

MR

testimony.

Whatever you put on the

LEUNG: You waive 1t?

SIRI: Yeah.

LEUNG: Okay. Riqht.

SIRI: fs there, is there a reason not

MERRILL: No, again

LEUNG: No.

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Flooro New Yorko NY 10018

to?

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 69 RECEIVED NYSCEF: 01/04/2021



1

)

4

R

6

1

9

10

t1

L2

13

I4

15

L6

I1

1B

t9

20

2L

22

23

24

25

PROCEE D INGS

-- most often there's not

MR. SIRI: Understood.

Respondent who's

them so they

Very often, they

the sulnmons.

I, I waive the

reading. Thank you.

H.O. LEUNG: Okay. Understand. I hear

real quick and apologrze Iunintelligible] [00:03:30].

Do you have an extra copy of the summons?

MS. PEONE: I don't have an extra copy.

B

MR. MERRILL:

lawyers coming in, so

H.O. LEUNG:

not represented when I

understand the nature

don't even know what's

It aflows a

read it to

of charges.

written on

Iunintelligible] t00:03:351

H.O. LEUNG: Alright,

of it. Okay, I'm going to turn

I'11 just make a

to the Department

copy

of

Health and ask what, if any, documents or testj-mony

evidence you have.

MR. MERRILL: Yeah, Irm going to -- just

l-ike in the last case, I they're stapled together,

but it's going to be Respondentts L and 2, which is

the April 9th Commissioner Order and then the April

17th Board of Health Resolution, which ordered the

people in the residj-ng funintelligible]

[00:04:05] living in V[illiamsburg Iunintel]-igiblel

[00:04:08].

Geneva Worldwider Inc.
256 W 38th Streeto 1Oth Floor, New York, NY 10018
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MR. SIRI: No objection.

H.O. LEUNG: P-1 and P-2 are admitted

without objection.

IPetitione!'s

into evidence.l

H.O. LEUNG:

Exhibits 1 and 2 adrnitted

Anything else? Do you

other than reLying on the summons?

MR. MERRILL: Rely on the sunrmons, Your

Honor

H.O. LEUNG: Okay. They're relying on the

sworn allegations of the sunrmons. Theyrre also

relying on P-1 and P-2. I'm going to turn to you,

Mr. Siri. Do you have any testimony or defense you

want to offer?

Just two things. First is, can

defensesof the, all of the

301_98-19L0?raised in Summons No.

H.O. LEUNG: The record should reflect that

that Summons No. 301-98-l-9L0 was the first in a series

of 19 hearings that counsel Mr. Siri is representing

on the Health Department allegations regarding MMR

vaccination. The first hearing, that summons number

that we just read j-nto the record, Iasted

approximately three hours, a little bit under three

hours, and in that hearing Mr. Siri made an extensive

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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PROCEED INGS 10

record in terms of introducing approximately over 45

documents consisting of over six, 700 pages, and he

made an extensive Constitutional and substanti-ve

argument in defense of his client. We agreed in that

hearing that because the defenses to the subsequent

18 sunmonses will- be similar in the sense that he

will be raising similar Constitutional defenses, that

the arguments in that first summons, 30198-19L0, wiII

be referred to in this record and incorporated as

part of this record to save time. So, Mr. Siri has

just posed the question to the Department of Health's

counsel, Mr. Merrill, as to whether or not he agrees

that the defenses and arguments raised in that first

hearing are similarly rai-sed as the record reflects

in this hearing.

MR. MERRILL: For the sake of efficiency,

Your Honor, we're willing to agree that the arguments

are raised and the arguments made by both sides are

made in this record as well. f would point out

there's one different in one of the arguments here,

that this suntmons was served on May 1st. That's one

difference on the particularly notice argument. I

also would want to supplement where one of our

exhibits that --

H.O. LEUNG: Sure, whatever you need.

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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MR. MERRILL:

- I would make a part

[00:05:38] it's, it's

for the MMR vaccine.

only have one copy, if

[00:062461

H.O. LEUNG: Okay, I'm going to mark this

as Petitioner's 3. It I s a two-page document. It's a

guide to contradictions, apparently.

MS. PEONE: Coul-d I get a copy for --

H.O. LEUNG: Okay. Here, Counsel, there's

a copy for you. Mr. Sirir oo objection?

MR. SIRI: I have no objection to that --

H.O. LEUNG: Okay, P-2

MR. SIRI: Iunintelligible] t00:07:091

H.O. LEUNG: Irm sorry, this should be P-3.

MR. SIRI: -- violation.

H.O. LEUNG: I apologize. P-3.

lPetitioner's Exhibit 3 admitted into

evidence. l

MR. MERRILL: And if werre going to overlap

to make it --in different just you mj-ght want

because there was a P-3 in the earlier case.

H.O. LEUNG: Got you. Okay. The record

Geneva Worldwideo Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018

Okay. And this again reads

of all of them Iunintelligible]

the list of contraindications

I Iunintelligible] [ 00 : 0 6z 441 I

I coul-d Iuninte]Iigib1e l
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should reflect that to the extent that P-1, P-2 and

P-3 are admitted here, it does not replace the

t2

documents that are introduced in the hearing 30198-

Respondent's19L0 pertain to

documents only

you --

the admission of

and not Petitioner's documenLs. Do

I just

No, no. On the

the

if

MR. MERR]LL:

that came in too, but

H.O. LEUNG:

It I would want my documents

hearing, all your documents are coming

original

in.

MR. MERRILL: Yeah, okay.

H.O. LEUNG: And those, theY stand for

themselves on that hearing. P-1 through P-3 that

now, that I've marked for this hearing, you don't

want to be brought into that hearing, right?

MR. MERRILL: I do want 3.

H.O. LEUNG: You want 3? Okay.

MR. MERRILL: Yeah, the, the other one

are

if we could save time, I'm going to be putting

Order into all- the cases as well, so actually

they're in, they don't need to be in --

H.O. LEUNG: Got you.

MR. MERRILL: -- because the Order'

H . O. LEUNG: It t s t.he same Order

Geneva Worldwide' Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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PROCEED ]NGS 13

MR. MERRILL: Yes, exactly.

H.O. LEUNG: -- as everything? Okay.

MR. MERRILL: Yeah.

H.O. LEUNG: Do you understand? P-1 and P-

2 are the exact same as P-1 and P-2 in the original.

MR. SIRI: Yeah, f understand that these

are same. Right.

MR. MERRILL: COrrECt.

MR. SIRI: So, and also the evidence that I

and, and just wefre incorporating the argument and

afso the evidence from the first case' 30198-19L0,

aI1 comes into this case, too.

H.O. LEUNG: Correct. A11 your

MR. SIRI: Okay.

H.O. LEUNG: -- documents from --

MR. SIRI: Right.

H.O. LEUNG: -- R-1 to R, I believe 45, are

in.

MR. SIRI: So to just respond to the, you

know, the fact that the date is May 1st. f don't

believe that that changes the, the, both of the

arguments that were made regarding that the viol-ation

only relates to the Order, which expired on April

I7tln, and also that the publication, oh, the publica-

, May 1st was after the three days of publication, so

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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that argument wouldn't

H.O. LEUNG:

one Iast point on the

children, I'm advised,

MR. SIRI: But other than that, IrIl make

record that the client has 10

PROCEE D I NGS

apply here. Thank you.

Okay.

and that

issues the child has.

L4

date on vaccines. This is the

they're all up to

only child that's not

been vaccinated. The mother has concerns and has

indicated she intends to vaccinate. She is holding

off for now until the chil-d is older so she can see

what underlying

H. O. LEUNG: Okay. Whatrs the, whatrs the

concern? Because that could be

the defenses,

the basis for

MR.

which is medi-cal

the

SIRI: That the child is not

immunologically capable of handling this vaccine

without getting in, without having a serious

reaction.

H.O. LEUNG: Okay. And the basis for her

knowing that is she is informed by someone? Or is

that just her own personal opinion?

MR. SIRI: I mean, who knows a chil-d better

than their own mother?

H.O. LEUNG: Did she consult --

MR. SIRI: fn terms of --

Geneva Worldwiden Inc.
256 W 38th Street, 10th Floor, New York, NY 10018
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PROCEE D I NGS

H.O. LEUNG: -- with a physician?

MR. SIRI: I believe she has a doctor.

H.O. LEUNG: Okay.

MR. SIRI: I'm assuming she spoke with her

No reason to assume otherwise.

15

H.O. LEUNG: Okay,

thetestimony evidence that child, that the nine

other chil-dren are properly vaccinated and that the

mother of this child intends to vaccinate and is

holding off because the mother was informed,

according to Mr. Siri by a physician, that

MR. SIRI: Iunintel]-igibtel [00:10:18]

H.O. LEUNG: Based on information and

belief.

MR. SIRI: Yeah.

H.O. LEUNG: That the child is not -- I

don't know what the term is at this time a

doctor's recommending that they hold off.

MR. MERRILL: Therers been nothing

doctor.

submitted,

position.

about t.he

Your Honor,

Mr. Siri has offered

and that woul-d be our

accept the representation

f don't know if it's true orother kids.

not. I haven't l-ooked into

She I

100:10:401 on that.

this kid was over a

I

But the

the lunintelligiblel

fact of the matter

year at the time, should've

aSr

been

Geneva Worldwide, Inc.
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vaccinated. There is no I'm going to --

understand your argument,

Siri one opportunity --

H.O

and I'm going

MR.

H.O

LEUNG: I

to give Mr.

MERRILL: Okay.

LEUNG: -- at this point. Do you have

any documents to, to prove the assertion that this

child is exempt, or would you like an adjournment to

have the mother produce a document? The letter has

to obviously be rel-evant in terms of the time of

defense. If you want, I'm giving you that

opportunity. Or do you rely on your testimony?

Wel-l, actua1ly, let. me just

MR. SIRI: I think we'l-l rest on the

current record.

H. O. LEUNG: Okay. I apologi-ze.

MR. SIRI: I know. T believe it's this

I -- like I've said in the l-ast time, I believe it's

the Department's burden with regards to showing that

it's safe and effective to give it to the child and

this is the mother's conclusion based on my

understanding according to her knowledge of the

child, including the chil-d's she raised, she gave

birth to child, she raised the child, she knows the

child, she knows the childfs medical history and she

knows their chil-df s doctors and she's obviously

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Flooro New York, NY 10018
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somebody who's vaccinated apparently nine of her

other kids. The MMR,

now. There are she

to give the vaccine 1n

that.

H.O. LEUNG:

either side?

L7

she wants to just hold off for

has medical concerns, intends

the future. ItII just rest on

further, this

a written

Okay. Anything further from

MR. MERRILL: No.

H.O. LEUNG: Hearing nothing

hearing is concluded. You'l-I receive

decision in 30 days. f 'm taking the

advisement. Thank you.

IEND OF HEAR]NG]

case under

Geneva Worldwide, Inc.
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live, r*urk or reside in certain zip codea

in Vtfi lliamrhrg, Broolrlyn, utt'x*l
irrtud€d zip code 1121l{re:Pmdatfs
tpcsde), be vaacinated ryainst
rneasleg, demonstrate immunity to
meroles, sr slpw proof cil an

a@FUe mdicd exceSion-
Petillorer relie'rl upon lhe surorn

staternerfs cf the i$sJir€ inspec{or, and

tfe evklence zubmited stthe hearing"

R€spond€fit afgrl€d ttat tE
Comrnissklnefe Ord€r {P1}, eptred on

Apd 17.2019, atd srat the silmmons,
wtrictr alleges an oca$?efioe date af
May 1, ?019, mwt fterefore be
dbrniss€d because Respondent canrfi't
b€ li*ts fur vidating an e4*rd Order.

ln srrypott of his argurner4 Rsponds{
relied upon the b* ParagnPh of the

Order. whid, sfats. This Oder shatl
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constiMbnal ard sciEntific srgurflentg
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*66ots ard the MirlR veccine, tfie
ef6cacy and safr.ty Ef fr€ llMR Yaccire,
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requirirq fE MIttR rracdre. ln wpport
cf trEse argumenb, Rryndent
provkled suFtillid docr.rntr$atton.

tRcspond€rtfs 1 !o ils),
Hitioner t*pordd by snating ttat

the validity ard eilficacy ol fte $fr{R
vaaine and Ste Csflmissiori€ft
authoritytc issre an ernergencry Or&r
rrrss sstffed ln rucarf litbation. {P.t ts a

copry of a thcision by Hotl. Lanrene
Knipd. ritrlch rubd on lless issues)-

I find thsi Respordefit'E cocciitrtional
a*d u*ntifrc arg.rnects are bolond the

scopeof *eheariry, arxl*stlch I

rnake m lln<fngs as b the validity of
Reepofihrtfs eui&noe tr argiu$Er*s in
Ittese ar€€8.

I tu ttst tte HYg Healtt Boenl. bY

its April 1 7, 2819 Resdriion, cordinued

##.*-
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!

CITY OF NEW YORK
DEFT. OF HEALTTT AND MENTAL HYCIENL.

Beila Englander

Respndent-APPcllant,

NOTICN OF APPEAL &
MEMORANDUM OF LAW

T

Deg" cf Health & Mcnral l.l3giene of the City of New Summons: 30212-19L0

York

Pe titioner-Appellee

NOTTCE OF APPDAL

Respondcnt Beila Englandcr {-Mrs. Euglmder'} trcreby appals the decision on

Summons Numher 3021?'l9l-tl (the *Sumsoss'J'l

PRELrnfiIFl ARY STATEMnF{T

On Friday, April 9" 2019, Oxiris Barbot the Hcrt York Cig Commissioner of Health and

M*u1sl Hygicne {'the 'Canmissioser-} issued an Oder (ttre *Commissi<rner't Otder-} requiring

rlar rexain categories of people in certain zip crdes be injected with Merck's product M-M-R'lL

alro known as the measles, mumpq rubella (*hlMR*), wi:hin fo*y*ight hours of the

commissioner's order. Petitioncr-Appellee'r Hering E*ibit 1-

On April I ?" 2019, the hpartnrent of Helth and Mental Hygierr oftht City ofNew York

Board of Health (rhc *Bffird*) crcated a rcsolution (the "R€colatkrn') which atso rcquired

administrilion of rhc MMR v*ccine, but defined what eonstituted a "nuis8lEe- cornpletely

diffcrently. applird it to different caregories of individuals, hd a differerrt ags rangc- povided for

: or$ep{€mbcr3o,2olg,Mrs-EnglrndrrrubmhredeReq!,Esfov r,#rsjionsTircto*'ile{pqeai-oATHryprovcd

rhe rq'crr aa ostob€r 9, ?019, rO *t thc dcadlie m fih this er.al hf Tue*day' t'{ovmbcr lL 2019' il{rs'

n *ild***t*"d a scg6nd Reqrr;xf* Ertensiwt afTitw to Fitfu Apa|sr licrrrlr?,3019. OATH tPprovd

,fr."*"*rrC r3qucs on Novernbcr ie rorg, and sst ftc Mlioe to rp@ fr Dcctmbcr 4. ?019-

lage t of ll

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 69 RECEIVED NYSCEF: 01/04/2021



difTcrent penalties, and contained other material diftbrcnces a: detailed klow. Petitiouer-

(
Appelke'r Herring E*ibit ?.

On Mry 2. 2019, Mrs- EnglandeF wss cited ss having violated the Commissioner's Order

by nsr providing either proof of immuniq- or prrnf of MMR vaccination for her chitd Z.E. (the

"rhiH*)- f,rhibit A, Snmmoas.

The Commissioner must eautiously reserre the use of her emErgency ftower to avoid

abusing that iurhority. \Shen tlre Commissioaer and the Bosrd flex enormous porrers, the Tribun*l

musr be comprehensive and meticulous in revicwing the Summqns. hearing, and decisir3n oFthe

OATH llearing Oflicer. The hcaring rerord reflccts thst the Summon should have been dismissed

and thrt the Hearing Officrr deprived Mrl fnglander of a full and fair hearing. made srn]r$ of

la*, and issued an arbitrary and capricious deeision.

FACTS

On May 2, 2019 Mrs- Englander was citd rs having violared the Commissionei's Order

by f*iling to vaccinate her child rvith MMR* Erbibit A, Iiummons. On August ?8, 2019. Darid

Leung {the -Heering OlFrcer-} conducted a hearing concerning the Sumffons. The Hearing

Offficer sustaincd the Summons per decisian dated August 29, 2CI19. Erhibit B, Ilernag

Ilssbion. All arguments and exhibifs enteled ints evidcnce during the hearing art incorporated by

rcfercnce. rr,*rich includes all arguments and exhibia enlered into evidence fw SumrnonsNumber

30r98-lgLO.:

r In tre ir***:c ofjrdiciel sooil{rmy, the pwtics trd fu Herring Offi*:f ogtt€d ts inmrporar th *rgutn€ns attd

exhibits fiorn tlra l1gsbrg oG $fingpffi rrxnbcr 3019&l9LS isto thc fccffd for Mr:' Englatdcr's lw*ng- Erhfrit C'
Hrrriag Tnrnrcrif, pp t,E-l{S; 211'tJ,7.

@clof 19
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$TAIYI}ARS OF REVISW

-.r#hen arr appeal is filed, the Appeals Unit will determine whe&er thr: fects contained in

the findings of the Hearing Officerare supportcd by a preponderance of the evidcrrce int}e recond

and whethcr *re determinetions of the Hearing OlEcee at wsll as the penalries imposed are

supported by law. Except as provided in 48 RCNY $$ 3-15, 5-04 and 5$5, th€ Appeals Unit has

tlre Jr,ower to affirm, rtverse. remand or modify the decision appealed from-* 48 Rulcs of New

York $ 6-le (s)tl).

ARGUMENT

T. TIIE SUIU*IONS SHOULD BE DISMISSED BECAUSE THE COM?}{ISSI{}FSER'S

ORDER EXPIRED ON APRIL 1?,IOI% ANS THE DATf, OF OCCURREI$CE ON

THE STJMMOI{S IS AFTTR THE EXPIRATIOI{ DATE

"[tre Sumrnons, issuad on Mey ?,2019, alleges a violation thar occuned on May t, ?019.

which is altcr tlrc Llommissioner's fuer cxpired. Thcrcfort" the violation *ss untirnely, urd the

Tribunal must dismiss lhe Summons-

The Srmrmcns issued to Mrs. England€r alleges a vio}ation sf the Comrnissioner's Order"

Erhibit A, Summons. The last s€ntrnce sf the *Violation Dcscripion" racl.ion states tftst

*Rcspcndart has fsiled to vsccinate child [J or athenvise submir rcceptable preof of immunity in

violrtion ofthe {.h*r"- fd" (enrphasis edded.} The Surnrnons specifically &fin*i thc tern *Order*

as lhe April g" ?019. Csmmissicner's Order. The Commissiofler's Order expired on April 17.

201g. yct, the Summons alleges that Mrs, Englandcr violated the Comrni*siorrr's Ord€r on May

| . 201 g. It was, thercfore, &E enor of larv for tlre Hcaring Officer to aflirm tttra Sumrnons because

the Commissioner's C}rder had expired by the date of the ocsurreilce listed on the Sumrnons. On

this basis, rh€ Tdbunal must dismiss the Surnmons'

Pagc 3 of19
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During the hearing on lhc Summans, Petitioffir-Appellee conceded that th€

Cammissionels Ordcr cxpirrd on April l?. 2019. Ertibit C, Heering Trenscript, P S. The

Commis-sioner's {tder exgired be*ause the Her* York City Heelth Code provides that an

emclgency action "shall be effeetire only until the ncxt rneeting of the Board which meeting shall

be held *'ithin five business days of &e Cornmissianels declaration[.1" NY City Halth Codc

(NY City t{eal& Code {?4 RCNY}} $ 3.01 {d}. The Board convened on April l?,2019; thus. thc

Commissioner's Order expired on that dale.

During rhe hearing. Petitioner-Appellcc argued that despite the Onlcr expiring on April I ?,

?019. thc Resslution eontinued the Cammissisner's Order. and thus thc Cornmissioner's Order

was $ill vatid on the date of occurence on tlte Summons. Petitioner-Appellee's crgilment is

plainly incorrcsl The Ne.t+ York (lity Healrh Code provides *rat "the Boand mal'eontinue or

rrscind." NY Cit-y Halth Code {HY City Heatdr Code (24 RCNY}} $ 3.01 {d} temphasis added}.

Nothing in that section states that tlw Board m*y amend and continue the emergcmy order' On

its fece, that section only allo*s the Boad to csntinue the order -a$ is* or to tcscind the order arid

issue a new order.

In rhis instance, the Board did not contirte the Comrnissioner's Order- Even though the

Resclution acknowledges the Comrnissioner's Order in *re premble, no*ring in tle Resolution

sbtes it is continuing the Commissisner's Order. lnstead, the Eoard all$*ed the Commissioner's

C;nder to expire and creatsd a ffiu. order tia its Resolutisn dared April 17, 2019.

lndepd. *w terms sf the Comrnissioncr's Order are melcrially diflerent from the terms used

in the Resolution. This rerifies thst the Commissioner's Ordrr and ths Resolution, although rhey

both address the sarne topic" arc t r;,s ditt"erent directives, aad as such. one is r*,t a continuation of

the other. Firsl. the Resolution entirely redefines what consriafi* a nuisencc- The Ondsr deftnes

Prgc4of l9
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rhe nuisance as the Fres€nc€ of a person unvaccinsled with MMR.3 The Resolurion defines the

nuisance as fie rneasles outbrcsk'i

Secowl, the Rcsolution recategorizes individuals 'subject to the violation in several

irnportant ways:

a- The Comrnissioner's Order includes people n'ho 'live, work or resid€s" in the

affected zip codc, bst the Resalution only includes individuals who "live[J or

rkfJ* in the affecred zip eodes. P*titiouer-Appellee's f,aring E*ihits I & 2'

The decision t$ nst irrclude people rrho *residc- in the eip code is important.

Meniasn-Webgter's dictionary defines "tt$idd'to mean: "to dwell pcrmanently or

Gontinuously: occupy a pla:e as onc's legal domicile.'" Merriam-lfiebstrr's Online

Dictionaryr avsilable aI hnpst^ffq.w.merriam-xebst*r,com/dictionarl'/re;ide.

Corwerscly, that same dictionary defifics "live" as: -To pass through or spend the

duration ofI.l- Meniam-Webster's Online Dictionary, wailable at

hnps://wr*rv.merriam-rryekter.corn/diction*ryllive . Thus, rhe Commirsioner's

Onder includes peoplc who lrge not actutlly living in tte zip codes atths time sf

rhe (Her, but who maintain their legal domicile there (ag., pople who wert away

for the summg. orwho liv* abmcd fora period of time): in contrast, the Rssolution

only ineludes people who are physically presefl in ttrc area"

3 *tl HEREAS, I also find thd thc p*sare of any.pcrson in Willirnr$urg lating thc Mlfll' vsins. rnrle*s tb*l

vaccirrc is othenrise medicatly conrra-irdicatd or such perso,n hrs dernonstrated immunitl 6gai$st rI}clslcq €r?i*es

* uo"a"o*,. and avoidable risk or"onrinuing the urtbreak and ig thercfore a nuisaDcc, as drfured in ldnr Yort city

Administrarive c'od€ $ I ?- I {1i-l* Paitloncr-Appcllcc'r Hcrrirg Erbihft r.

{ -}VHEREAS. dre Bosd of }teslft regcds &c afrxsaid reparrs of orya 3s0 cses of mcasle* rs sufficienr proof to

e$dl'rin th€ declararion tbar rn outbrrik sfmelc* is occ.uning in \#illisrubury dra thrm 6c b€thh ird srf€g

of N*w yorker: gn6 is ifim€diatcly danguors to human lifc ad h€ahh atd cunstitutss e public $trisf,ncd.l*

Pairinocr-Appellct's Hcrring Erbilft 1-
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b- The Corunissioncr's fuer includes chil&en "older than six months,* and the

Resrlution includes childrerr "six months of age and older." Petiiioner-Appelle*'s

Hearing Sxhibia f & 2- Theiefore. un&r the Commisrioner's Order" childrrn

uho were six months old wrre not rcquircd t$ be vaccinated. **rereas, under the

Resolution. six-month-old babies were rcquired to be veccinated-

c. The Commissionei's ffier does not include childrsn who arlend schurl, preschool

or child sare in the a{fccrd zip codee but the Resolution does inchde children who

"attendfl school, preschool or child care within th+ affeced zip codes." Petitioner-

Appclhe's Hariag Erhibit l.

d. Ttle Commissioner's Order cx€mpts childrert rrhose par€nts or guardians provide

documentalion sho*,ing that MMR is not medically aryroprisre. xhereas the

Resolution is more orcrous and requirer that such documenlation meet the

scrisfactian of Petitiorrer-Appellee.s

I?urrl.the penalties arc cntirsly different, Thc Commirsioner's Order includes a'\uaming"

that -iflailure to canrply with this (J'rder is a violation of $3-05 af the i'ier*.York City He*hh Code'

snd a misdemeanor for w'hich you lnay be subject to civil and/or crimirul fines, farfeitues and

pe*lltiel including imp,risoument.* gelitioner-Appellee'e llerriag E$ibit I' The Resolution-

howeyer. did nsr includc this language and epd to enhance the civil penalty by adopting the

provi-:ion of l.f Y Ciry Halth Code {24 RCNY} $ 3.1 I {a} and subjeeting viol*tors to fines for esch

family mr111ber, and for each day a p€rson violares lhe Resolurion. This "enhsnced" civil pernlty

:, lfie tcrminologr mry_- scsn similar betwetn thc Commissiors's onder and &e Rcsolurirn lmr*evrr, il har c lqal
dierinctisn. g41s*ig, t}e Bmrd xoutd a:t h*ve pnc &raugh dre efistof r$cndilg dre krgu{E in ir Resotution
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ditl not appe$ in the Commirsioner's Ordcr hut is included in thr: "rcsolved language of tht

Rest'rlution.

In sum. the Resolufion changes numerous leg*I['perlinent aspclcts of the Commissioney's

Order, including tlre pmhibited conducl the gropulation subject to the order, cnd tlrc penalry. This

is preciscly why norr-hsre in the Resolution does it ever state that it is continuing the

Commissioner's Order- The Resrrlution plainly crcated a new and distinct order, and per thc

requiremenrs of NY Cilv Health Cute {?4 RCNY} $ 3.01 td}, the Cornrnissiuner's Ncrexpired

on April 1?.2019.

for frese neasons! it is el'ident that the Board did nor continue the Commissioner's Ordcr-

Thesummonscifes&edatcofocc*:enc€wasMey Ir30t9. Because the Commissiorrer'sfuer

expired on April I ?, 2019, prior to thc date of occurrence. the Tribunal must disrniss ttre Srrnmsns

because ir was an error of lar* for the Hearing Ofificer to su*tain the Summons.

II. TTTE ;1J}TilONS SIIT}ULD BE TTISI|IISSED BECAUTiE THE STTMMOITS FAILED
TO PROVIDf, REASONABLf, NOTICE TO MRS. ENGLANNER AS REQUIRED
BY I'UE PROCESS AIII' TIIE Nnw Y(}RK CITY CHARTER $ I&{6

Furthcrmorc, tfte Tribunal should dismiss tk Summons because it faitei to provide

reasonablc notice to Mrs. Englander. Due pmcess requires that Mrs. Englander be provided/alr

milicecf the charges so rhflt she may* prsparc and present an adequatc &fcnse and opportuniry fo

be heard. Maner of Elwte v. Ambach.?3 N.Y. 2d 323 { I 9S9}. The Ncw Yort City Charter requires

thal at a minimum. the Summons provide an fltcw$le statcmtrlt of {re rnattfr to b€ djudicatrd

NyCC $ 1S46. Th* Surnmons {cv*n with the Csmmirsior*er's Order and Rs$olution attachd}

i'SESOLIED, th€[ an) p€.$on Equirnd bl this &clsrrtio{t to bc immu$ird againsr mtasks' or 
'ny 

FrErtt or

guerdim rcquiled b it ts irnmffiizc his or her c{ritrl slrEll he ve$latiag rhis uder and be sub.lect u dre fi*s mfurird
.rrl anolieabie larr. rule and reElrlditr*s each day thd hc, shr, ot slch child ccnrtinr*r to rsirl,e, r'rst os rneod sehl
;il{[l *.h;il *" i" -; of dre aflecrrd zi-r cades si*rout having bcen veccinsed aFitrs{ mtasls rrrtil such

iime th* this autbreak is d€c#ed to hc over by dle ccmmissimcr of tlr Deparrrwrr of Hahfi srd lr{e'*8t Hygicne."

Pctltioccr-Appcllct'r Harilg Erlftit t.
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failed to meet these standards.

Beeause the Comrnissioncr's Order and the Rrsolutirrn flre so different, due process

requircs thgt Mrs- Englander be reasonably a*d accumrely intbrmed of which order she is alleged

to hqvc violeied. Othenuise, Pstition€r-Appelle* has dcprived her of the ability to mount a viable

and cffeetivc dcfense to the allegations- For example, the Commi*riocer's fuer and ttre

Rcsolution define rhe rcm "nuisance" diflbrcntly; the indiriduals subjected ro the two s*rs are

dissirnilar; and the Commissioner's Order cit*s possihle imprisonmenl $rhercat the Resolution

mandates civil penalties fcr e*ch day the order is violated. To further complicate thir issue, the

Resolution enforcss these civil penalties against pc{sons who ".reside* in tlrc affected zip codes.

yet rhe language of the Resolution itself docs not mandate the MMR vaccine for individuals who

"pside' irr tle affected zip codes - only for those who -'live[ or wurhf within t]n affected zip

codes* and childrcn wha *live[ or arendfl school, preschool, or chikl care within the affeeied zip

codrls"? Pelitioner-Appeller's llerring Erbibit l. Thcrefore, thc Summons {evel with the

Commissioner's Order ard Resolution attached) drxs not pr*vide fair notice of thc order thst rryas

allegedly viol*ted and ar such preve*ts Mrs. Englander from mounting an effestire defense.

Not only does the Summons fail to pmvidr fair notice, bur it alsc fails prnvide an accurate

s6temcnt aftln matters to be *djr.rdicated. Thc *Details of Violation" of the Summong ss s*arn

to by the issuing offrccr. nrfcr ts both the Cornmissiorer's ffier and th* Resolution as twrr distitrct

ortp;ts. 'Fhis section slates that tlre Cornmissioner's Orderrequircd 'all persons rtho live, wor* or

atrend schosl wirhinZIP codes I1205, I1206, I l?l I and I l349robe vaccinatedagainst msslc5."

. *RSSTOLYED. lhil any pstoE rcrpircd bl rhi* dsc:lflr$bn to bc immunind sgrinst messl€s. or:Ely 9{reltt or

ggrdim rcquired by it ro imnunir his or b cbild, shsll b€ viokling this order srd b* subjcct to dre fiaes authorizal

Uy apptic*tc taw. nrte and regul*ims eacb rr1,* rlrr he, shs, or srr-b child continues to tr*h. re'sk ar afiffid school

p*rii*t cr child se in rny of *re aflhed zip codcr *irhorg hsving besr vaccinrtsd egiinst rnealw until $tch

iinc rn* this outbr:d is declse.- fdiriutr-Appcllre"r Hcrring Er}iHt 2. {trnSasis dded-} The distiactiqn

betwcen fte r*ords *livc- snd *resi&* are bgelly $gnificsl. Serr ergurnent at S*tion I' p 5.
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Erbibit A* Snmmons. This repr*santation of thc Comrnissiorwr's {Her is incorrect. Ths

Comrnissioner's Order did nat include inrJividuals n'ho alt*nd school in the a{fected eip r:odes but

did inclu4e people who *reside* in &c aftected zip codes - **rich the Summons lails to include'

Pctitioaer-Appellee't Hctring Eithibit l.

Finally. fhe "Details of Violation- scction of the swom Summons summarires the

Resolution as requiring uaceination, "unless they demonstrate proof of immunity or that

immunization is not rmrdr'call;, apprapriote." Erhibit A. Sumnens, (emphasis addd-) Ho*'cver'

fhe Commissio*er's Onder and the Resolurion bo{h state that Mrs. Englander must demsnslr:ale a

-medical €x€rnption." From a medical perspective, &ese two terms are vastly different and csuse

unccrrainty as to r*'hat Mrs. Englander is requircd to show in order to establish th8t rhe child

medic*lly cannot rrc€ive the vaceination. ,$ee, Erhibit C- Ileering TranscriPt' PP l{&ldt

{discussing pctitioner-Appellee's drfinition of a *mcdical exemptioa" to the MMR vaccine)-

The,. arnbiguous snd contlicting statemeirts confuse the standard end deprived Mn. Englander of

mounting a viable defense to the summons- FuflhefinsnE, Mn. F.nglander lrtts clearly not pmvided

.*an rccuratr stslernent of the mafterto be adjudicated- as requircd by NYCC $ l116'

In sur$, the Commissioner's fuer lnd the Board's Resolution ate a tstal imbroglio- Ttle

Summons r;as not provide an accurab statemerrt of the matter to be sdjdicated and does not

p*vide a layperxn with reesoruble nutice sf **hich order was violated. Therefort. it was fln elror

of lar* for the Hearing Oflicer to sustain the Summons bcc*use Fetitioner-Appellee failed to

pmvide lvlx. Englander il accsrate Etaternent of thc matters to be adjudicated as rquired by ttne

New york Ciry Charter $ 1046 and fair notice as required by due pmcess of lar*-. and thus the

Tribunal must dismiss the Sunmons.

IIL TI1g $UMMONS SHOULD Btr I}$ilISSgD BECAUSE TH}: ITEARIHG

OFFTCER DCPR.IYED MRS. ENGLAFTDER OF A TUIL AFID FAIR flEAruNG

ke9oft9
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BY FJFUSING TO ALLOW CROS,S. TAIYIINATION OF TI{E ISSIIING
OFFICER WAERE A DISPUTE OF FACT WAS TRESENTED

The Tribusl should dismiss the Sumrnons because it was an error of la*' for the Heri*S

gffig€r to deprive Mrs. Englander of a full and fair hearing by refusing CI allow ctross-examination

of thc issuing sflicer where a dispute of fect was presented.

-A rcspondent may request the [issuing offieer's] appearance if it mahes an offer of procf

to refute ttre allegatrons on a surnmons and it persuades the Hmring Ofii*r that crass-examining

r|g [issuing officerl about a disputed fact u'auld be hclpful," .\'lC v- Yantuge Assoaistes, Inc-

(ApFal No. llffi?-16. Octsber 2?.2$ll)" Counsel for Mrs. Englander p,roffercd that crcss-

examination of the i*suing oflicer ri'cs necessary in order ts Establish *{rether the MMR vaccine

was medically appmpriate for the child and whcthcr proof of a medisal exemption $'a$ rcquc$ted

betbre the Summsns was issued. The Hearing Officer declined Mrs. Englander's applieation to

crors-exilnine the issuing $ffieer, holding that the docror appcaring on trehalf of thc Petirio*er-

Appellee. Dr. Jenni&r Rosen {"I}r, Rmer*}, nas availab}e and could an$trer any questions

regarding these disputed fects. Exhibit C, Eering Transcripf. P f4. Hor*'ever, when

questioned, Ilr. Rssen lackcd any &nowledge of tlre facrs l€ading to tlre iSsuance of the Summons

and was unable to pr€sent sny resporues to questiam directed at th€se disputed facts. Forexample,

Dr. Rosen: did not knorv r*{rere the child was sxpos€d (E$ibit C, Heriug Tnnscript p l{}?h

did not knor* where thc child's ad,Jress was obtained {Exhibit C, Hcaring Trerscript' p lHl};

did nor knaw if the child had any rndical contraindication to MMR beforc tln Summons was

issued (Ilenrisg Tran*cript, p ll?): nrsd did not know if any persan fmm ttrc health departrnant

had conlpcted Mrs. Englander to dctrrmine if the child had been given !!{MR bcfore the Summoas
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was issued fiIe*ring Transeript' p ll?-1lS).t

Thus, it was an Grror of lerr fcr ths Hearing Officer to refuse Mrs. Englander the atrility to

cross-€xamine thc issuing officsr and deprivc Mrs. Englander of a full and fair trearing, and the

Tribunal must di:miss lhe Summons'

ry. THE SIjMMONS SHOULD BE BISMI5SED BI,CALISI TTIE T{EARING

OTTICER DEPRIVND MRS. ENGLA}II}ER OF A FULL AND FATR HEARIIIIG

BY REFUSII{G TO ALLOW A REASONABLE CROSS.EXAIIIINATION OF
PETI TIOMR-APPELLEE'S f, XPERT

The Tribunsl should dismiss the Summons becaus€ it *as Bn effor of law for lhe Hearing

OfTicer to deprive Mrs. Englander of a full and tbir hearing by refusing to allorr a reasonsttle ctsss-

examination of Petitioner-Appellee's expcri. Dr' Rosen-

The lleadng Oflicer rcfusad to altorr Mrs. Engtander't counsel an opporfiJnig'ro corduct

a reasonabte cross-sr(flrnination nf Dr. Roscn Erlibit C, llering Tnenscript' pp l3l-131I{t.

In facl most of the hearing time was devated ts dre Hearing OtTicrr unreasonably curtailing the

cn ss-exsmination of Dr. Rosen and Dr. Rosn refusing to provide responsive snswsr$ to

questions. Exhibit C, Hering Tnn*cript, pp f52-153. Therelbre, the Hearing Officer

csmmitted 8n errilr of law by preventing Mrs. Englarder.s counsel of the chaflee to rcasonably

crers{xamine f}r. Rosen and deprived Mrs. Englander of s full and fair hearing and as such the

Tribunal must dismi*c the Summons.

Y. TIIE SUMIIION$ SH(}ULD Bf, DISMISSED BECAUSE Tm HgAA$tC
OFfICER'S DECISIOF' LACI(EI} A RATIOI{AL 8.*5Is AFII} $ I{OT
FACTUALLY SUPPORTED

The Tribilnal should dismiss the Sumrnoas because thc llearing Officer's dccision lacked

' This line of questioning uas *gscding fre drild ssociated with Summons |*sfiber 3019t*l9lo- However' in lin
inreres ofjudicial rconoJy. Ore pa*ia rnd rlte Hcaring of6c€r agrtd u irrcorprst rhc rrgnmenr erd edrihitr hom

rhe hsarini o,1 Summons ir{r"nb.r 3019t-19t,0 into tls record fot Mn. Englad*r's hring' Erhffii G Ha@
Tn**ipl' pp l{t'r*J; 2*l'241' 
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a rational basis and is not factually supported.

Th* Hearing O$cer stated in his rvritten decision rhat Mrs. Englander "rcliedupon the last

paragraph of ttre Ordea which states, '[tJhis Order shall remain in eflect until the next meeting af

the NYC Board of Health scheduled for April 17, ?019. at which time it may be csntinued or

rcscindedbytlreBoard"'tamake the argumurtthatthe OrderexpiredonApril 17,2019. Eahibit

8, He*ring llcbion. (emphasis added.l However* Mn. Englandcr did not rcly rpon this

stalement made in the Commissioner's Order. lnstead lvlrs. Englander's argument was t'irmly

graunded in l-lY Ciry llealth Co'de {24 RCNY) $ 3.01 (d} and *'as rnerely reinforced by the

language stated in the Commissioner's Order. ln fact counsl for Mrs. tnglander read thc charter

provision on the record in support of &is argum€nt. E*ibit C' Hearirg Tmnscript, pp 2G29.

Counsel for Mrs. Englander paused during this argument becausc it appeared as though the

Hearing Oflicer tvLs not paying attention. Exhibit C, Heariag Tren*ript p 19. Thus, the

Hearing Offic.er faftd to consider applicatrle law-

Moreover. coilns€t for lr{rs- England*r madt an extensive arg&m€nt that upholding the

viotation as to the child was unjusl entered 45 docurnenls inta evidence to support the coffilusion.

and cited ro and read into the record the Hearing Officer's authoriq'to dismiss a sufilmons bcsed

upon rhe intercst of fairness and justice found at NYCC $ 1049 (51 (a). E*ibit C' Heerirg

Tranccripf, p f5t p t?!; pI83, PEtitioner-Appdlee ptesentd no counter-Eryumeflt regnrding

this iss:,re. The New York Cig Chcner $ I 049 rcquires the llearing 0ft-tcer to consider nine factors

rr.hs1 rcaching a determinstian on issues of fairners and justiec: y'et. the Hearing Offtcer failed ta

addrcss any of these fsctors or rsach a determinatio* on this issue in his wrinen deci:ion-

Fur*remrrxe, counsel for Mrs. Englander made an e$ensive argument that th€ MMR

vascinr wa$ medically inappropriats as to the ehild and cntcd 550 pages of documents to suF,port
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this conclusion. Erbibit C, Hering Tran*ript, pp t38-139: p l?2: pf$' ' The Hearing Officer

failed to address this issue or rcach a determination in his wrinen decisian. even though the

Summons states ''rnedically aprupriate" as a t€ason to forgo MMR vaccination= The Exhibits

presented are summarized in Section X trelo*'.

Finally. rhe Hmring Officer held in his *rittcn decision thu the *April 
I 7. 2019 Resolution

conthu€d the Commissioner's exercise of emergency authority, which operated to eontinile th€

validiry of *re Cornmirsioner's April 9, 2019 Ordsr." Erhibit B' Heering Decision. This finding

is not supported by thc facts because both parries sgrced on the rccsrd that ths Commissioner's

Order expircd on April l?,2019. Erhibit C, Hearing Trenscript, p. 5t. The Commissioner's

flrder cannot simultaneously expirr and continue to be valitl. ln the slternative. the Hearing

f)flieer's finding thatthe Commissioner's'?xcreis* of aurhority" *'as continu€d by the Resolution

is not dispositive of thc issr.ps presented at the hmring b*arrse the Summans cites Mrs. Engl&der

as having violated tbe Commissioner's rrritten onder, not ttp Commissionels exercise af

em€Tgency authority. Therctbre. the Hearing otficer's finding tlrat the Board continucd the

Comrnissionels exercise of authorilv is inelevartt'

L'onsoquenrly. the Hearing Officerf*ils! to considerthe arylicable law and atgurnent when

making his decision. Fsr &ese reasoila rhc Haring Offics's decisisn l*cked a rationd basis and

is not fastually supponed; hence, il{rs. Englffder *as deprived ola full and fair hearing. and the

l-ribunal m$sl dismiss tfie Summons.

\|r. TIIE SUMlrOilts sHouLD SE Dlslil$sus PUR.SUANT TO IiTYCC $ 1049 {51 {r}

The Sumrnsns should har.e been dismissed Furtiuflnt ts NYCC $ l$lg {51{a} becaur the

undisputed evidence at the hearing reflecred the following:
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Exhibh 2 - CDC. if,ltR l;accine InJbrmation Statement (lising some of the side

effects althe MMR vaccine. including scizure. full-bod1' rash. deafness. long-term

seizufes. come. lar*'ered eonsciousness. and brain damage).

Exhibir 3 - F'tlA. Summsry uf Cliniml Inresltiafran Stwlies o! Irl-*{Rl fol
Purpases at Sugnrt for License {reflecting that only around 8fii children
participated in the undergrowered pre-liccnsing study, no-placebo contml grcup.

ard a safc4,review freriod of a mtrE 43 days),

Exhibir4 * FDA" l6ldtsurnmarizing the ? lS-pges of Exhibit 3 and includingcharts
rhst shox.the high ratc of upper respir*tory infection and gasrointcstinal illness€s

for trial panicipants ).

Exhibit 5 - Institute of Medicine {*IOM'"),lthvrst Efec*of Pvtursis anel Rufulla
Vsccirres (dernonstrating that the available science supporls a causal relafionship

bctween the rubella vaccine and chronic and aeute arthritisl.

Exhihit 6 , IOM. Athvrse Ewnts Asra'rrated with {:hilcltwald l,'cccmes {revu*ling
that for It of the 22 most reported adverse events following MMR in 1994, thc

CDC had not conductcd the science to determine ifthe MMR nas causally linked
to the adverse events; hur+.cver, the available sciertce did shorv that MMR was

causally lirrkcd to anaphyla.ris. thrurabacytopenia and death).

Exhibir ? - IOM, Adverse Efects of facdnes. Evklvnce arul {auralitT'(showing
that in 2S12, th€ CDC' hd ffi* conducted the science ts det€rminc if 23 of the 3l
commoniy claimd injwies from the MMR vaccinc were ca&sally linked to the
vaccine)"

Exhibit 8 - IOM, ,4d+.er.se Evenls .S.ssociated wirh {hild}xnd laecirr,s (finding
scant science rcscarching why some pesple react negatively to vaccines and

encouraging CIJC to conduct the scisnce)

Exhibit 9- lQM,lrrlurre Efiecrs af Yaccirws, Evit*:rrtc anl Cawality is'tating that
the CDC still has not conducted the science to determine r*hich children may be

i nj ured by vaccination)'

Exhibit t0 -Nature Cenetics, Comm$n runsi?tsas.rodaledwith general afid MMfr
varcine-rclotedfebril* sei:we.s {identifying specific genrtic markers for r"--hen a

chitd will have seia;res afier MMR vaccinaticn),

Er$ibit I I - SI0I Million Awwd for Entephaloptlry trom M:VR Yar'girc

{rcporting paym*nt of $l0l million ts pstsrts of * child injured by the MMR
vaccine).

Exhitrit l? - CDC. *'sccine kcipient & Medio Samnary,' (ti*ing the excipi*nt end

media contai*ed in *re MMR vacsinc, including but not limited lo. chick embrlo
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cell culnrre. WI-3E human diploid lung fibroblastg human albumin, bovine calf
s€rum, and neomYcin).

Exhibit l3 - ATTC, MRC-I (sho*'ingthatthe MRC-5 cell line is derived ftom the

Iung tissue of a l4-week-ald rnale fetus).

Exhibit 14 - ATTC, I{I-38 (describing that thc Wl-38 cell line w*s defived a 3-

month-cld fcmale fctus).

Exhibir t5 - The Nationgl Catholic Biorthics Qu*rterly, A Brief History'af Human

Diptaid teY Strains {descr{bing how dozens of fetuses r*ere used to develop feul
cell lincs far usc in vaceines)-

Exhibit 16 - Proeeedings of the Socisty af Experimental Biologp and Medicine.

Cvtotag*al Virotogicai ond Chrotrlsamal Studies af CelI Struins -from Abarted

fi131161g,i fet*"t {f€vealing that 80 aborted fatuss were used to create the nrbcll*

cornponeirt of the MMR vaccirc).

gxhibit I? - Sounl Choice Pharrnaceutical Insthute, Open l.etter to lxgisl*tors
Reg*tling Fenl Celt DNA in lfcrctines {discussing fetal DHA contaminsnts in rhc

MMR vaccine)'

Exhibit tS - Athercsclernsis, Assotirion al me*sles and matnps wilh

csdturw$*!$ drsrase-' Tfu Japn Cellsborsrile- Celmlrt (JACC] stsaJl {findins
drat measles sndlor ilumFf infectisn wss associat€d rxith significxrtly lcrver risls
of rno*nlit1' frrrm cardiovascular diseasc).

Exhibit 19-CDC, Henrt friseareFrrrs& Srorrsncs(indicatingthd610,000people

die af hearr discase in the Unitcd Statescvery yeir)'

Exhibit 20 - Lcukemis Res€areh. h chililPoddisensss a$eu l'ffiL and HL risle?

A case-coa2ol study from rprtlern atd surlrrl*rrn Imly (firding that porticipants-

${m did rmt have uii*tory of mcaslcs inftctian hd a 66 pe.rteilt increased ratc of
Non-Hodglrin's Lym$loma ard 233 pcrccnt incrsai€ of Hodgkin's Lyrnphoma)-

Exhibir ?l - Mcdical Hyporhescs, Febrib Justory infetriotts of rcncer ehildlwad

rlrsesses in ely- Trltirznts ird matctxd r:rrntfttls {finding a hisfory of febrilc infectious

childhood diseass, such as mcasles. lowers tlre risk for eancer).

Er.hibir 22 - Britbh Medical Journal. Infantile Hodg*in's.Drbcrue-- Semissian alter

.l,fsasles {describing r*mission of camer eftef a measles infection}-

Exhibit 23 * HlH, Canrer Stirlt Fxlu: lion'Hodglcin Llmplnma (reporting ?4:0S

rrcw cas€s afNon-Hodgkin Lymphoma in 2019)-

he15sf 19
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Exhibit 24 - NlH, (iancer Star Fccts: Ilodgkin Lymplnaa (indicating 8.1 l0 new
c.asd of Hrrdgkin Llmphoma in ?0t9)-

Exhibit 25 - Cancer DetEction and Prevention. .r{r'ate infeeionr an a means al
canlr prevention: Oppsing efiects ta chronic infections? (finding that exposures
to febrile infectious childhood diseases. including measles. were associatcd with
subscquently reduced rirks for melanoma ovarJ.'" and multiple canccrs combined)-

Exhibit 26 - NIH. Cum:er.!?at f'acl.r: Orurian Canr,rr {reporting 22.530 new c;$es
of ovarian cancer in 20191.

Lxhibit ?? -Pediatricq, rll/ergrc Dliease ard Atopic Sensitizcrtion in Chil*en in
Relstian to ll{easles Yaierination and *{eesles Infectian {finding that mrasles
infsrion may prot€ct again*t alleqic discase in children).

Exhibit 28 - Allergol et tnmunopathol Freqaency of all1rgic diseuesfollowing
nr,asles {finding thar allergic di*easei are less frcquent in childrs.n x{th a history of
measles).

Lxhibit29-Am*ricanJoumalof Epidemiolog', l+{c'asles In{euionatd frrrkinlon's
Disease {finding a staristic"dly signi{icanr reduced risk of Parhinson's disease for
tlrose x'ho had rneaslrs during childhtxxli,

Exhibh 30 - Merck- MMR t{tnufacturers' Paclwge hxert ("M-M-R I I has nat been

evalua*d for earcinogenic or mutagenic potenti*|, or Fotrntid to impair fertility"l-

lixhibit 3l * PloS One. lslerse Ewnts Jttllowing l2 o*d l8 ]ubnth l''attinations:
a Populatio*&ased, Self4or*olled Case &ries..lnaf-rsir (finding signilicantly
ele!'ated risks sf emcrg€ncy roorn visits orlc to two rveeks tirllowing I ? and l8-
mcnlh MMR vaccination).

Exhibit 32 * FDA, Suppleme*ul ,ilpproval L€tterlor *{e{R (adding to the Adyerse
Reactions section of the MMR package insert transvem m1'elitis" in 2014 and

"Henoch-sehonlein lxrrpua" arrd *scute trmorrhagic ederna t:f infancy' in ?017).

Exhibit 33 -Journal of Translational Seience , Filot comprutive sttdy on tllr lr'a*h
af vaccimiled and unvarcinrited 6 to l!-y*-otd U-S- children (finding thar
vaccinatcd individuals had a higher rate of several forms sf chronic illness and

neurodevelopmcntal disoder:r).

Exhibit 34 - U.S. House cf Reprcsentatives, Committee on Govtmment ReForm.
(lcn/irr.r af Interest in itaccirle Paliry Making, June 15. 20ff, {dixussing the
csnflicts of intelesr thet vaccire policy-makers have with pharmac€utical

companies).

kgp f6 of f9
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E$ibit 35 - CDC, ,\'orrre to Readers: Recommen&d {:hiWl*nd Imnunkation
khedule * tlnilecl.garss, ?000 (rcflecting that the l\{MR vaccine was un lhe

childhaod immunizafion schedule whcn thc Comrninec on Coremmcrrt Reform

issued its Majcrity StaffRepon rqerding conflicts of intrcst in June 20S{}.

Exhibit 36 - 42 USC 300aa-27, Mandate for safer childlwtd ruc'c'r'nes tstan*or'
seetion undcrpinning vaecine s*fcty in this country which required the United

Stetes Depnrtrnent of llealth and Human Scryices (*HHS*) to submit a biennial
report tCI Congress detailing implovements made regarding vaccine safety)"

Exhibit 37 - Informed Conren iuion,l'eru'ori r'. HI{.S. l8+Y-03215, Stipul*ion
& ker. deted July 6, 2Ol8 {evidencing that HHS has never once submintd a
report to congress as requirtd by 42 USC 30tlsa-?7}.

Exhibit 38 - HHS. Response to Frecdorn of lnlsrrmation Aet Request (admitting
thar rhe Task Force for Safer Childhood Vaccines rcquired by 42 IJSC 300aa-27

was disbanded in l99S)-

Exhibit 39 - Physicians for Informed Conse nt Measles Vlwt Parents Need to Kna's

{detailing the benefits and risks of the MMR vaccine}.

Exhibir 4tl - Archives ofPediatries & Adolescent Medicine, Fersifietne of Measles

Antibodies After 2 /Jases af Measles Vaccine in a Pusteliminatittn Ent'iran;lrr.nt

{finding tftat measles antibodis wane oter timc in the absence of eirculating *'ild-
q"pe measles).

Exhibit 4l - The L-rncrl lu{earles Vinx Inteetion W'itfuru| Rash In Childhned Is
RelateelTa llisea.te InAdultLife (evidencingassocistion betr*sentnegative history
of measles and d*elaprnent of imrnunorcactive diseases, scbceous skin diserses,

degcnerative diseases of bone and ca*ilagc, and c€rtain tumors).

Exhibit 42 - CDC, Vaccine Adverse Event Rcporting System {VAERSI Results

(results of the number of individuals receiving a measles<antaining vaceitrc in
2013 lhat required a hospital, medical off-tc*, or cllrrgency rmm visit eftsr
vaccination).

Exhibit 43 - CDC. t'ital Statistics af the United States 1910-1960 tslre\l'ing tlrst the

death rate frum measlss in &e UniterJ Slatcs declined by over 98 percent betrv'een

l90Oand ls6?)-

f;xhibir 44 - Brain & Developmenl Sporrlaneow impravement af introctable
epileptic reigilres ftllowing acute viral inleaions {showing that seiirures

disappcared within trro weeks after viral infections such as measles|.

Pagc l?of19
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W?ren providerJ an opporftInity to rebut any of the foregoing evidence. the Petitioner dcclined ro

proffer any evidence in rebuttal. Additionally. Mrs. [,nglander ha-s ten childrcn and all but the

child receiving the sumrnons are up-tdate u'ith vaccinations. Mru. Englander dela,ved MMR

vaccination *ith this child because sh* had concerns about the child's ability to toleratc the

vaecine. Erhibit C' Pert C, Ilerring Trenscript pp 9'll.

ft*l thc undisputerJ evidence reflects that the MMR vascine ftlr tlre child nas no!

medically appropriate. as lhe risks of injecting this product into the child outn'eigh the benelits.

WL THE SUMI}IONS SHOLILD BE DI$*IISSEII BECAU$f, T}IE COMMISSIONER
ANI} BOARI}IS ACTIT}NS 1IOLATE THE STATE AND UITITED STATES
CONSTITUTTONS

The 'lribunal *hould disniss the Summons because thc Commissioner's Order and

Resolution vislate Ner*, Yorft and Llnited States Constitutions. Althoughthis tribunal is umble ta

nrle on issues of Constiurional lsw.e Mrs- Englander reserves all issues and all Constitutional

claims tbr appeal. including but not limited to' the follou'ing:

First Amendment, Free Exercise of Religiou
Fourteenth Amendment, Sutrstantive Due Process and Equaj Protection;

F-ourth Amendment, Unlar*{ul S€arch and Seizuce;

Fifth AmetdmenL Procedtral Due Process:

Eighth AmendmEn! Cruel and Unusual Funishment:
Ninth.A,mendmenL and
Other Unenumerated Righrs.

DEMAr{p ros$ELIEF

t.ResFondent.s Csilstirutiillal claims under the $irfl AmendmcnL k Commqce Clause, substantive Dut Procgii

and Stare and Federd privmy righm are nrrr prr:perly adjudicaed by this 'Iribilnal." TLC. v- Fwi*ne l-tinauriaes, lnc.,

Appeat Ho. JRBo0O?il ihlcrch 6. 2019) (citing I)CJ r. Ei45 Prqgnrrnrl' f.enter, Appeat No. l7$0O5HR flune 29,

Zfif al tfuOing tha rhc Tribunat was flo{ rhe proper forum l'rr adjudicting Fir$ Amendnr€flt lliiTs as s defans€ to a

staruio.-,- disc'imurc scheme): il'}f r'. Aihwt Gong, Appeal No*. 16O1234-41 {Jarruary 5" 3Sl?} {finding ftfl dte

TribunalisnotlheproFerforumtoudjudicateaclaimofconsimrionatrightroFrtvsll'):DC'lr"'!lr'c'ct-]'cles'
Appeil No. 0S:S09j? q-February ?E. I0I ?l {finding that the'Iribunal is rot the poper forum to adjudicate a Commevre

Clausc ehallenge).

Page ltoftl
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5.
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7.
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'Ihe Tribrmal shauld reverse the llearing Officer's deeision ta sustain thc Sumrnons lbr

the reasons staGd above.

Dared: November 30. 2019 SIRI & CL1MSTAD LTP

Aaron Siri
200 Perk Ar.srue
lTth Floor
New Yorll Ner*'York 10165
Tel: (212) 53?-lml

A u arney s fo r &e sporclent -Apg I lant

Prge 19 of 19
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DOHMH v. Beila Englander
302t2-19L0

I. The hearing officer did not err in finding that the Commissioner's Order did not expire

on April 17,20L9 and Respondertt was in violation

The hearing officer was coffect in finding that the New York City's Department of Health

("Department") Commissioner's Order dated April9,2019 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH

v. J.DOE., Appeal No. 30329-19L0 (December 20,2019) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30212-19L0's ("Summons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective oniy until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only

allow[ing] the Board to continue the order 'as is" . .." (Appeal page 4). Respondent would like to

add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the 11205, 11206, ll2II and 11249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg area,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak . Sei e.g. Commissioner's Order (8th paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

York; and.."); cf Resolution (15th paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 4) that Petitioner conceded on page 58 of the

hearing transcript that the Commissioner's Order expired on April I7,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since
Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affirmed.

II. The Resolution took effect on April 17,2019 and continues the Cornmissionerls Order
therefore the Summons should not be dismissed

The Board of Health in the final paragraph of the Resolution declares that the Resolution takes
effect immediately on April 17 , 2019 . The Board of Health's inclusion of the effective date
makes it clear that the Board of Health intended the Resolution to take effect on April 17 ,2019
and not at the end of publication. The question of whether the Board of Health has the power in a
public health emergency to make a Resolution effective prior to the completion of publication
under New York City Administrative Code 17-148 is a question more in the jurisdiction of
another tribunal. In fact, in C.F. v. NYC Department of Health and Mental Hygiene,2019 NY
Slip Op 31047 (April 18, 2019), Judge Lawrence S. Knipel reviewed the Commissioner's and
Department's decision in issuing the Resolution and Commissioner's Order finding a rational
basis for declaring the public health emergency and issuing the orders using the least restrictive
legally available means.

Moreover, even if found that the Resolution was not in effect until completion of publication, as
discussed above, the Resolution is a continuation of the Commissioner's Order and therefore on
the date of the occurrence alleged, April 2 1 , 2019, Respondent was in violation of both the Order
and the Resolution continuing the Order. The Order was issued on April 9,2019 and continued
Aprrl 17,2019by the Board of Health. see D)HMH vs J.D)E., Appeal No. 30329-19L0
(December 20,2019) (finding that Board of Health Continued Emergency Order).

Accordingly, the decision should be affirmed.

III. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(c)(2) and (3), which states, in relevant part, that a "summons must
contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent
with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the
section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential
facts to constitute the violation: the date the records of the child were reviewed, that upon that
date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be
violated as the Summons states the requirements of both the Commissioner's Order and
Resolution.
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The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent

from knowing the elements of the violation or being able to put on a defense to the allegations.

See TLC v. ShaikhAli, Appeal No. 10105610C (April 5,2019) ("The identity of the vehicle is

not an element of the charge and is therefore irrelevant to whether or not Respondent received

adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is

not warranted. See TLC v. Tawfik Al Shammaa, Appeal No. 72140348A (November 13,2017).

Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting44 exhibits concerning the measles vaccination and its medical

appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,
Appeals No. 10087317C (March 12,2018) ("Finally, the respondent prepared for the hearing by
taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed.

IV. The hearing oflicer did not deprive the Respondent a full and fair hearing by declining
to Order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon
request of either party, a Hearing Officer may grant an adjournment for the testimony of an

Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a
fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing
officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordon v. Brown, 84 NY2d 514 (1994)

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed.

V. The hearing oflicer did not deprive the Respondent a fair hearing by refusing to allow a
reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours
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adjudicating and covered topics well beyond the scope of the summons. Clearly, counsel for the
respondent was able to inquire and receive responses on all questions relevant to the allegations.
The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

VI. The summons should not be dismissed because Respondent alleges the hearing officer's
decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(gX1) provides that "the Appeals
Unit within the Tribunal will determine whether the facts contained in the findings of the
Hearing Officer are supported by a preponderance of the evidence in the record, and whether the
determinations of the Hearing Officer, as well as the penalties imposed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony
provided as he cites to the arguments and evidence presented by each side. The issue here is that
Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse
the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is
based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld
since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeat No.10112809C
(November 15,2019), citing Berenhaus v. Ward,70 NY2d 436 (Lgsi); Matter of lfrah v.

Utschig,98 NY2d 304 (2002).

Accordingly, the decision should be affirmed.

VII. The summons cannot be dismissed pursuant to New York City Charter Section
1Oae(s)(a)

The ability for a hearing officer to dismiss a summons in the interest of justice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4Xb).
Charter $ 1049(5X"...an administrative law judge or hearing officer may dismiss a notice of
violation/or a specified violation, as defined by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ubdiv is ion") (emphasis added).

The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5)(a) is not applicable
and cannot be used to dismiss the summons. Further, even if Charter section 1049(5Xa) was
applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.
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V11I. The Summons should not be dismissed because of any alleged violations of State and

United States Constitutions

As Respondent concedes in their appeal (page 18, footnote 9), Respondent's Constitutional

claims cannot be properly adjudicated by this Tribunal. See, e.9., DCA v. EMS Pregnancy

Center,Appeal No. 170095HR (June 29,2018) (finding that the Tribunal was not the proper

forum for adjudicating First Amendment claims as a defense to a statutory disclosure scheme);

NYC v. Aihua Gong, Appeal Nos. 1601234-41(January 5,2017) (finding that the Tribunal is not

the proper forum to adjudicate a elaim of Constitutional right to privacy); DCA v. Mr. C's

Cycles, Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper

forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.
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ffi 0rnce or AorutNtsTRATtvr Tnnls AND Hrnnlmes
I:l Hearln{s Division

APPEALS DECISION

Summary Disposition: AFFA

9 Bond Street, 7th Floor
Brooklyn, NY 11201

DEPARTMENT OF HEALTH &

MENTAL HYGIENE,

-against-

BEILA ENGLANDER
252KEAP STREET, APT.#4

BROOKLYN,NY 11211

(Respondent)

Violation/Summons No.: 3021 2-1 910

Decision Dale: 51512020

Hearing Officer: Zeitler Richard

Respondent's Rep.: Aaron Siri, Esq

Petitioner's Rep.: Thomas Merril, Esq., Lorraine Peone,
Esq. and Dr. Jennifer Rosen, MD

Type of Hearing: APPeal

LINE
ITEM

VIOL.
CODE

CONDITION
(sEvERrw)

copE
SECTION

FINDINGS DECISION

CODE
PENALTY

1 N N 3.05 Affirmed. Sustained $0.00

TOTAL: $0.00

Sumrnons#: 30212-19L0 0510512020
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---.GEETXETNT

OIITH
I:I

OrncE oF ADMrNrsrRATrvE Tntnm AND HEARTNcs
Appeals Unit

66 ,onri St, l"Qri Floo(
ll€le York. l{Y 10038
Tetephone: {2 l?) 436-OG24
Fat: (212) rl3G.o71.r

Appeal No.30212-19L0 DOHMH v. J. Doel April 24,2020

APPEAL DECISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated

August 29,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against

measies.2 Having fully reviewed the record, the Tribunal finds that the hearing officer's decision
is supported by the law and a preponderanee oftho evidence. Therefore, the Tribunal finds as

follows:

BACKGROUND

In the summons, on May 2,20lg,the issuing officer (IO) affirmed reviewing the records of
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on May 1,2019, and

observing that Petitioner's Citywide Immunization Registry (CIR), which collects immunization
records for all children receiving vaccines in New York City and which is required to be updated

by medical providers, had no record of measles immunization for Respondent's child, who was

at least six months old and resided at a stated address in Brooklyn. The summons alleged that
Respondent's failure to vaccinate the child was in violation of a Commissioner's Order, which
was issued on April 9,2019, pursuant to Article 3 of the HC, in response to a public health
emergency, and which ordered that'all persons who live, work or attend school within certain
specified ZIP codes in Brooklyn be vaccinated against measles within forry-eight hours of the

Order. The summons states that the Order was to remain in effect until the next meeting of the
New York City Board of Health (BOH) scheduled for April 17,2019, "at which time it may be

continued or rescinded by the Board." The summons further alleged that o April 17 ,2019, the
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination
requirement and providing that the parent and/or guardian of a child who is not vaccinated be

fined unless they demonstiate prooiof immunity or that immunization is not medically
appropriate.

At the hearing, held on August 28,2019, Respondent was represented by her attorney. Petitioner
was represented by its general counsel, another DOHMH attorney, and a DOHMH physician.

The IO did not appear.' Petitioner relied on the summons and the DOHMH physician's
testimony and knowledge of its records. The parties stipulated that all the arguments made and

evidence submitted in the previous hearing for Docket No. 30198-19L0 were to be incorporated
in this hearing, including the Commissioner's Order and the BOH Resolution. Petitioner

' J. Doe is used here to protect the privacy ofRespondent's child.
2 The Health Code is found in Title24 of the Rules of the Cify of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Summons LawCharqed LtearinqDetermination Aooeal Determination Penaltv
tn Violation Affirmed - In Violation $ r,000

DATE MAITED:

ATTY:

to a fair and
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Appeal No. 30212-1910 DOHMH v. J. Doe p.2 of5

submitted an additional document consisting of a list of contraindications for the MMR vaccine.a

Respondent did not deny the essential facts of the summons, specifically that an emergency

Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,5 and

that the child was not vaccinated. As in the prior hearing, Respondent argued that the Order had

already expired on the date of the summons and Respondent could not be charged with violating
an expired Order. Respondent argued that because the BOH Resolution had terms that differed
from the Order,6 and the Resolution did not specifically state that it was continuing the expiring
Order, the Order was not continued.T Respondent argued again that Petitioner did not establish

that it was medically appropriate for the subject child to be vaccinated. Documents previously

offered by Respondent regarding the efficacy and safety of the vaccination in general were also

referenced. In this hearing, Respondent added that the mother of this child has 10 other
children, all up-to-date on vaccines; that she is waiting to provide the vaccination when the child
is older because she "believes the child is not immunologically capable of handling this vaccine

without having serious reactions."

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the

Commissioner of Health authority in an emergency to exercise the BOH's power to issue an

order, which would be effective until the next BOH meeting, and that the BOH continued this

Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.

Petitioner argued that Respondent was also in violation of the Resolution, which itself was an

order under HC $ 3.05 for which notice was provided in the narrative of the summon. Petitioner
further argued that the Resolution was by its terms effective immediately, and that publication

had bearing only on the question of service. Petitioner's previous submissions included

'oFrequently Asked Questions" regarding the measles vaccineo published along with the Order,

and a copy of the decision in C.F. v. The New York City Department of Health and Mental
Hygiene, denying injunctive relief from the Order, claimed on scientific, religious, and moral
grounds.s As to Respondent's assertion that the child was not capable of handling immunization
at this time, Petitioner stated that nothing to that effect was submitted to the Petitioner and noted

that the child was over a year old.

In the decision, the hearing officer found that the Commissioner declared, and the Board
resolved, that a public heaith emergency existed pursuant to HC $ 3.01; that the Commissioner

by her Order and the Board by its Resolution directed that persons six months of age or older
who live, work or reside in the specifiedZIP codes be vaccinated against measles, demonstrate

immunity to measles, or show proof of an acceptable medical exception. The hearing officer
rejected Respondent's argument that the Order had expired when the summons was written,

"MMR'stands for Measles, Mumps, Rubella.
5 In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by

several sources, including health care facilities, but was not able to say which source provided the address ofthe
subject child. Respondent, however, did not assert that the subject child did not live in the affected ZIP codes.
6 Respondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,

preschools or child care services, the Resolution included those attending school, preschool or child care; and where

the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
7 As this summons was written after the Resolution's three-day publication period, Respondent did not pursue an

earlier argument challenging a summons that was issued during the publication period.
8 See 2019 NY Slip Op 31047 (April 18, 2019).
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finding that the BOH Resolution of April 17,2019,had continued the Commissioner's exercise
of emergency authority, which operated to continue the validity of the Order. The hearing
officer found that Respondent's Constitutional and scientific arguments were beyond the scope
of the hearing. He credited the IO and the allegations contained in the summons and found that
they support a violation of the cited section of the law. The hearing officer noted Respondent's
assertion that the child's mother did not vaccinate the child because she thought the child was not
physically able to accept the vaccination. However, he found that Respondent had failed to
provide a defense to the allegations and he sustained the violation.

On appeal, Respondent repeats the arguments raised in the prior hearing relevant to this and
other cases regarding compliance with the emergency Order to vaccinate against measles, and
the specific argument in this case that service of the summons was not proper.n In addition,
Respondent argues that she did not have a full and fair hearing because she could not cross-
examine the IO to establish whether the MMR vaccine was medically appropriate for the child
and because the hearing officer did not allow a reasonable cross-examination of Petitioner's
expert. Finally, Respondent argues that the summons should be dismissed because the hearing
officer's decision lacked a rational basis; in the interests ofjustice pursuant to $ 1049 ofthe
NYCC, found in Chapter 45-A; and on NYS and United States Constitutional grounds.

In response, Petitioner argues that the hearing officer's finding was correct that the Order of
April 9, 2019, was continued by the BOH Resolution dated April 17, 2019, citingthe Tribunal's
decision in DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20, 2019). Petitioner argues
that HC $ 3.01(d) allows the Board to continue the Order as is, but that the Board's powers are
not limited to continuing or rescinding the Order. Petitioner argues that the Resolution continued
the Commissioner's exercise of power asserted in the Order since the Resolution repeats the
main directive of the Order, that people living in the named ZIP codes shall be vaccinated unless
they can demonstrate immunity or a medical exemption. Petitioner asserts that Respondent was
in violation whether the language of the Order or the language of the Resolution is applied.
Petitioner argues that the summons provided adequate notice of the charges pursuant to $ 6-
08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not deprive
Respondent of a full and fair hearing by declining to order that the IO testify, as the presence of
the DOHMH physician, who had knowledge of the records, was sufficient.

ISSUES ON APPEAL

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the
hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW

HC $ 3.05(a) provides as follows: "No person shall violate an order of the Board, Commissioner
or Department."

e As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New York
City Charter OIYCC), and Matter of Blockv. Ambach,73 N.Y.2d 323 (1989).
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HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an
imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such
emergency, the Commissioner may establish procedures to be followed, issue necessary
orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedures, orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modiff any provision of this Code
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any
other power of the Board of Health to prevent, mitigate; control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the
Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power. . . .

Code $ 17-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any condition, matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any area thereof, and that personal service or service pursuant to subdivision a or b ofthis
section of an order or orders requiring the abatement, removal or correction of such
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such
order may be served by publishing the same for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such
publication and such publication shall be sufficient notice of such order and of the
nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions of this chapter.

48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the
summons'by a preponderance of the evidence. The Respondent ha the burden of proving
an affirmative defense, if any, by a preponderance of the evidence.

ANALYSIS

The Tribunal affirms the hearing officer's decision.

Pursuant to HC $ 3.01(d), the Commissioner of Health declared a public health emergency
because of an outbreak of measles in certain ZIP codes in Brooklyn and issued an Order
requiring that any person living, working or residing in those ZIP codes who had not received the
MMR vaccine be vaccinated within forty-eight hours of the Order being signed, unless such
person could demonstrate immunity to the disease or document to the satisfaction of the
Department that he or she should be medically exempt from this requirement, and ordered that a
parent or guardian of a child older than six months have the child vaccinated unless the parent or
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guardian could demonstrate that the child had immunity or could document that the child should

be medically exempt. The Order was signed on April 9,2019, and was enforceable as of April
11,2019. The Order remained in effect at least until the BOH met on April 17,2019.
Respondent argues that the summons must be dismissed because it was served after the Order

had expired. That is not correct. The summons was based on an examination of Petitioner's
records that took place on May 1, 2019. That examination provided uncontroverted evidence

that the child had never been vaccinated, and therefore was not vaccinated during the 48 hours

specified in the Order. As the BOH did not rescind or disavow the Order, the Tribunal finds that

Petitioner's authority to issue a summons for failure to comply during the specified period was

not limited by the expiration date of the Order. In fact, a summons for a violation that took place

during the specified period could have been issued after that period even if the child had

subsequently been vaccinated.

Respondent's contention that Petitioner failed to show that medical appropriateness was

established was correctly rejected by the hearing officer. By the terms of the Order, Respondent

was to demonstrate that the child had immunity or to document that the child should be

medically exempt. This was an affirmative deiense for Respondent to establishl0. There is no

evidence in this record to show that Respondent offered any proof of immunity or documentation

that vaccination was medically inappropriate specifically for this child. In addition, the Tribunal
finds that the hearing officer's ruling that the IO's appearance was not necessary for a fair
hearing was reasonable.ll Respondent did not offer proof to contest any of the essential facts

establishing the violation so as to shift the burden back to Petitioner, see 48 RCNY $ 6-12(b) (the

summons, if affirmed, "will be admitted as prima facie evidence of the facts stated therein), and,

in any case, the DOHMH physician had personal knowledge of the same vaccination records

examined by the IO and was available to testifu.

As to Respondent's request for dismissal in the interests ofjustice pursuant to NYCC $ 1049,

Petitioner is correct that that provision is not applicable to violations of HC $ 3.05. It is also

noted that Respondent concedes on appeal that the Constitutional objections it raises are beyond

the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the

summons on the date it was issued, that Respondent was not prevented from having a fair
hearing by not having the IO present for cross-examination, and that Respondent did not
establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to
comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit

Lo 
See DCA v. Best Kept Seuet Airport Parking, Appeal No. 05426379 (November 2,2018) (after admitting that it

was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the

licensing requirement).
rt 

See Gordon v. Brown,84 N.Y. 2d 574,578 (1994) (there is a limited, due process right to cross-examination in

administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,

and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony

where the supervisor f familiar with each step of the test at issue was subject to cress-examination, and there were no

claims of any defects or reliability issues with the test).
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THE CITY OF NEW YORK
OFF]CE OF ADMINISTRATIVE

TR]ALS AND HEAR]NGS

PRESENT DAVID LEUNG

Hearing Officer

fn the matter of:

DEPARTMENT OF HEALTH AND MENTAL HYG]ENE,

Petitioner,

Summons No
30216- 1 9L0

against

BAILA HAUER,

Respondent.

August 28, 2019

Office of Administrative Trials
And Hearings

100 Church Street
New York, NY 10007
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25

PROCEED INGS

H.O. DAVID LEUNG: Okay, werre on the

is Augusl 28, 201-9. ft's 2200record. Todayr s

in the afternoon We're here today on Health

Department summons 302L6-19L0 issued to initial BH.

This is a alleged violation of New York City Health

Code 3.05 regarding a MMR vaccination. We have two

attorneys for Department of Health.

MR. THOMAS MERRILL: Thomas Merrill-.

MS. LORRAINE PEONNE: LOTTAiNC PCONNC.

H.O. LEUNG: And we have a physician from

the Department of Health.

DR. ROSEN: Jennifer Rosen Iunintelligible]

[00:3]-1 .

H.O. LEUNG: Dr. Rosen, do you swear to

tell- the truth?

DR. ROSEN: Yes.

IWHEREUPON THE VI]TNESS, J E N N I F E R R

O S E N, WAS DULY SWORN.]

H.O. LEUNG: Thank you. And we've got an

attorney from respondent.

MR. SIRI: Aaron Siri

H.O. LEUNG: Mr. Siri, do you waive

need to have the issuing

4

date

interpretation and

officer appear?

MR. SIRI:

the

Yes. f waive interpretation.
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T waive a reading, but I don't waive the issuing

offj-cer appearing. I ask that the arguments made on

301-98-19L0 regarding having the officer appear be

incorporated by reference into this hearing.

MR. MERRILL: No objection.

H.O. LEUNG: The entire record of 30198-

19L0, all- the documents admitted into the evidence

onto that hearing and the recording are incorporated

into this hearing. That hearing consisted of nearly

a three-hour hearing. The substance of the

allegations and the substance of the defense are the

same and both sides have agreed to incorporate the

recording of that hearing into the hearing at

present. Mr. Siri, you understand that both sides

have the rj-ght to appeal and that the line item

alleges a viol-ation that car-, of New York City

Health Code 3.05 that carries a penalty of $1,000 if

found in viol-ation.

MR. SIRI: I do.

H.O. LEUNG: Okay. frm going !o turn to

the Department of Health and ask do you rely on the

documents that you admitted in the previous hearing

record which is P1, P2 and P3, P1 being the order of

the commissioner, P2 being the resolution of the

board, and P3 being a guide to contradictions?

q
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MR. MERRILL: Yes, as well as the documents

-- we introduced some additional documents at the

first hearing.

H.O. LEUNG: Right, right, and al-l the

documents in the hearing.

MR. MERR]LL: Yes.

H.O. LEUNG: Okay. And do you rely on the

sworn allegations of the issuing officer here?

MR. MERRILL: Yes.

H.O. LEUNG: Okay.

MR. SIRI: Okay.

H.O. LEUNG: Mr. Siri.

MR. SIRI: Yeah, sor and I agree to

incorporate all that by reference, the so werve

incorporat.ed the first argument that the order

expired on the April 17th and that this sunrmons was

issued after that date, also rely on the argument

that Iunintelligible] 102:341. Okay. So second

argument is going to be one of defective service. My

cl-ient's father who lives at a different apartment in

the building, lives on the first floor, was given the

summons. The father informed the offi-cer that thatts

not where thb respondent lives, and the officer

submi-, said I will give i-t to her. And this is an

affidavit attesting to that.
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H.O. LEUNG: Can f see the affidavit of

service ?

MR. MERRILL: It was mailed as well, Your

Honor.

H.O. LEUNG: Say again?

MR. MERRILL: It was mail-ed as well. It

was served on --

MR. SIRf: Yeah, but substitute

Iunintelligible] [03:30] somebody else in the same

apartment and then mailing Iunintelligible] t03:331.

Do you want to agree to withdraw this one by any

chance? A different apartment.

MR. MERRILL: No, because I have services

under 301.

MS. PEONNE: 301' yeah.

MR. SIRI : Yeah, al-ternative service . If

it was somebody else in the same apartment and then

mailed, f agree.

MR. MERRILL: No, rlor but I'm talking about

MS. PEONNE: Service Iuninte]-ligiblel

[03:55] .

MR. MERRILL: Yeah, in terms of

Iunintelligible] 103:5Bl .

1

H.O. LEUNG: Let me just on the, on the,
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on the face of this, and we donrt have the person

serving here, but on the face of this affidavit it

says that I -- I'm going read its substance. I,

Mr. Alvarado (phonetic), deputy sheriff from New York

City, authorj-ze, certify that on May 2nd at

approximately 9:30 at 20I Cooper Street, Brooklyn,

New York -- it doesn't say an apartment number -- in

the borough of Brooklyn I served the annexed summons

on Bail-a Hauer in the following manner: personal

service by delivering to and leaving with Aaron

Hauer, a person of suitable age and discretion, who

stated he is the father to the defendant/respondent a

true copy lunintelligiblel [0a:41] address is the

home of the defendant/respondent. So on its face

the, the server is saying that he served the father

at respondent's home

MR. SIRI: But it wasn't his home.

H.O. LEUNG: I understand. That's her

testimony. So Itm just saying --

MR. S]RI: Yeah.

H.O. LEUNG: Therers a, therers a conflict

of fact here.

the affidavit

MR.

B

So you're,

of service.

you t re,

You I re

they I re

relying

relying on

that

SIRI.: Declaration I just gave you

under penalty of perjury.
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H.O. LEUNG: Right. So we have two, two

over here, right?

MR. SIRI: Yeah.

H.O. LEUNG: Because they're both under

penalty of perjury. So there's a -- do we agree

there's a confl-ict here? I mean, there's a conflict

in the sense that the address was correct. You're

saying that it was in the wrong apartment in the

building. Is that correct?

MR. SIRI: Yeah, he gave it to -- right, at

the father's apartment, not the respondentfs

apartment which is a different floor.

H.O. LEUNG: And the respondent lives on

what floor?

MR. SIRI: Second.

H. O. LEUNG: Second floor . Correct . f rm

going to make a determination as to whether service

is proper and that's going to be part of my decision.

MR. SIRI: Okay.

H.O. LEUNG: Okay.

MR. SIRI: Irve got a third argument for

this one.

H.O. LEUNG: Yeah.

MR. SIRI: Third argument is that the child

was under one year of age, and again the pro-' same

9
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argument as last time. The product is not licensed

for children under one year of age. It forms at you

know, a defective form of immunity.

H.O. LEUNG: Okay.

MR. SIRI: Later.

H.O. LEUNG: f 'm going to give DOH an

opportunity to respond because the doctor has

testimony at a previous hearing in response to the

one-year age appropriateness, and thatfs not part of

the init.ial record. So even though --

MR. SIRI: Yeah.

H.O. LEUNG: - the first is incorporated.

MR. SIRI: Understood.

H.O LEUNG: So,

SIRI: HereMR you go.

H.O. LEUNG:

this i-s inappropriate

year old.

DR. ROSEN:

Immunization Practi-ces

10

Doctor

He I s raised the issue that

for a child under one year, one

The Advisory Committee on

which sets the national

reconmended schedule for immunizations recommends

that a dose of MMR vaccine be considered in an

outbreak setting to children ages six to 11.

Further, the Advisory Committee on Immunization

Practices routinely recommends the MMR vaccine be

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 70 RECEIVED NYSCEF: 01/04/2021



1

2

3

4

q

6

1

o

9

10

11

L2

13

I4

15

L6

L1

18

\9

20

27

22

23

24

25

PROCEE D ]NGS 11

given to infants age six to l-1 months prior to

i-nternational travel.

MR. SIRI: Okay. Just one question. Was,

has the MMR vaccj-ne been licensed for children by the

FDA under one year of age?

DR. ROSEN: No, but that

MR. SIRI: Okay.

DR. ROSEN: The Advisory Committee on

Immunization Practices is, sets the natj-onaI

standards, and so there are instances where despite

l-icensure the committee makes different

recommendations .

H.O. LEUNG: Irve marked as Respondentrs 47

the affidavit from Baila K1ein (phonetic) indicating

in substance that the, indicating that this is the

affidavit that her child is l-ess than a year old. An

then R4B Itm going to mark as the declaration of

Bail-a Klein, the respondent, saying that she was

improperly served because her father was served on

the first floor and she lives on the second floor.

Any objection to 47 and 48 being admitted into

evidence ?

MR. MERRILL: No.

H. O. LEUNG: They're admitted j-nto

evidence
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[Respondentrs Exhibits 41 and 4B admitted

into evi-dence. l

H.O. LEUNG: fs there anything else from

either side?

MR. SIRI: No.

H.O. LEUNG: Hearing nothing, nothing

hearing is concluded. I have enough to make a

decision. 'I take the case under advisement. I'1I

issue a written decision within 30 days. Thank you.

IEND OF HEARING]

t2

1

2

4

q

6

1

I

9

10
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CERTIFICATE OF ACCURACY

It Devin Turpin, certify that the foregoing

transcript of Department of HeaIth and MentaI

Hygiene v. Baila Hauer on August. 28, 2019 was

prepared using the required transcription equipment

and is a true and accurate record of the

proceedings.

Certified By

Dat.e: November 9, 2020

GENEVAWORLDWIDE, TNC

256 West 38th Street 10th Floor

New York, NY 10018
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CITY OF NETV YORK
IIEALTH AND MENTAL HYGIENE

Bsila l{auer

Respon&nt-Appellanq

Dcpt. of Health & Mental llygicne of the City ofNen'
Yo*

NOTICE OF APPEAL &
ITIE !}IORANDUIU OF LATT

Surnmons: 3021& l9L0

l/

Petitioncr-Appeller

NOTTqE OF APPEAL

Respo*dent Baila llauer {"Mrs. Hruer*} hereby appcals the decision on Summons

Numbcr 302 I 6-19L0 {&e'Sumnonr'}.r

PRELII{INARY STATEME T{T

On Friday-. April9.20l9, Oxiris Barbot- tbeNew York City Conmissionerof Health and

Mental Hygiene (the -Commisshner"l issued an Order {the "Commissiorer's Order"} rcquiring

rhat certain categories of people i* certain zip codes be injected wirh Merck's product M-M-R-II,

also knor*n as thr messlss, mumps, rubella {"MMR*)" within forty-cight hours of the

Commissioner's Order. Petitioler-Appellee'e lteering f, rlibit l.

On April I 7, ?0 I 9. dre Deparunent of Health and Mental Hygiene of the City of Ncw York

Boarrd of Hcalth tthe "Bo*d") crat€d a rwolution (the -Resolfiioa-) which also rquired

administration of the MMR veccine. but defined what constituted a *nuisittc€"' compleiely

diffegnrly, applied it to diffeenL {ategories of individuals, had a different agc mngr, pmvidcd lbr

r On scdcmb€r 30, ?0tg, Mrs. tlauer subained a Aeqwstf{x lirtemian o{Ti*n to Fil* Appal, OATH approvcd

&e rcqrffit on Oaobcrg, ?019, sd s*t &c ddlirr t file $is tpeal for Tue&y,l{ovauber le ?019. lrln. }lxter
rubmiucd a socord ltcqnstln Erte*i*t a;tTurr. ta f ile Agd trr lscarb6?.2t119. OATI{ rypovad thc scmnd

rsgrrst or Novembcr l?, 2019, srd ra *rc fudlinc o rypcel for Dccsrnbcr d. ?019'

Pagr I of20
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difTerent penalties, and contained other material differences as det^ait€d below. pelitioner-

Appdlee's Hearing Erhibit 2"

On May 2. 2019. Mrs. Hauer was cited as having violared rhe Commissioner's onder by

not providing either proof of immunitl or proof of MMR vaccination for her child Z.K, {the

"child"). Exhibit Ao Summon*.

The Commissioner must cautiously'' reserve the use of her cmergency por*er to avoitl

abusing that authority. When the Commissionerand the Board flex enorm6u$ powers, dre Tribunal

mu$ be camprehensive and rneliculous in reviewing thc Surnmons. hearing, and deeision of the

OATH Hearing Offrcer. The hearing record reflecg that the Surnmo* ghould har.e been disrnissed

and that the Hearing Oflrccr deprived Mrs. Hauer of a full and fair hearing, made errurs of law.

and issucd an arbitraly and capriciorc decision.

FACTS

On May 2" 2019 Mrs. Hauer was cited as having violated the Commissioaer"s order by

failing to veccinate her child wirh MMR. Erhibit A, Summouc. On August 28, ?019, David

Leung idre 
*Herring Oltrcert') conducted a hearing concerning the Sumnons" The Hearing

OfTiccr s$stained the Summons pcr decision dated Augusr 10, 2019. ErEibit B, teering

Ilecision, All argumcnts rnd exhibits cnteretl iato evidence during ttre haring arc incorporated by

refcrence, *trieh includes all argumenrs and exhibirs efltered inr$ evid€nce for Summons Number

3019t-t9L0.:

: In &e intere* of judicid scclrxtntJr+ tlr pard€s' strd lhe Hffiiq Officcr sgtccd !o incorporate Sre argumxrs ad
cxlutitr &o{n fu hraring m $rmilrons numbcr Slgt-19l0 urto *t€ leord for blrr- }lsrer'* hcsrfurg. E*ea C,
lle*riry Trurcript, pp l.ll-l{3; t,tt-l{!.

Page I ofl0
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STAF{DARD OT REYIEW

*l,Vhen an appeal is filed, the Appeals Unit xill determine whether rhe lacts contained in

the findings ofthe Hearing Officer are supponed by a preponderancc of the euidence in thc rccord

and r*fi*her the determinarions of the Hearing OtIcer, as r*'ell as the penalties impo*{ ur

supported by larv. Except as provided in ,{8 RCNY $$ 3-l5. 5-e{ and 545. the Appeals Unir has

the power to affirm, tevelse. rcmand or modily the decision apgrealed from." 48 Ruler of New

York g 0- 19 {gX l).

ARGUMENT

L TI{E SUNd}TOFIS SHOULD BE DISIVITSSED BECAUSE ?HE COhTMISSIONER'$
ORDER DXfIRED Oi* APRIL I?, 2019, AND TgE DATE OF OCCURI{E,NCE ON
T}IE SUI}II{ONS IS AFTER THE f,XPIRATIOSI I}ATE

The Summcns, issued on Ma-'* 2, 2019. allcges a violatian thar occurred on May 1.2019,

which is after the Commissioner's Order expired. "fherefbrc. the violation n'&.r untim€I,v, and the

'l'ribunal must dismiss the Sumrnons.

ltre Summons issued to Mrs. Hauer allege* a violation of the Commissioney's {)rrder.

Exhibit A, Summons. The last scnt€nce n[ the "Violation I]escription- sestisn states that

"Respondcm has failcd ts vaccinat€ child ll or otherwise submit asceptable proof of immunity in

violatisn of the {.}rder.* ld. tcmphasis addcd.} The Sumrnons specifically defines ttre tern *Ordrr-

as the April 9. ?019, Commissisna's {}rder, 'l'he Commissioncr's fucr expired on April 17,

2019. Y€r. the Srmrmans *lleges that Mrs. H"y"t violared the t'omnrissioncr's Order on May l,

2019, lt was, therrforc, an eror of larr for the ltearing Oficer to a{firm the Sumrnons because

the Ccmmissioner's Order had expird b;* tht date of thc occurrenc€ listed on the Summons. On

this basis. the Tribuaal must dismiss the Surnmans.

Prse 3 oft0
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During the hearing on the Summons, Petitioner-Agrllee co*eeded thar rhe

Commissioner's Order cxpired on April I ?, 2019. Erbibit G Herring Trers*ript, p 5g. The

Commissioner's f)rder expired becausc thc New York City Health Code provides rhat ar

emerg€nc:/ action *shall 
be effective only until the next meeting of the Board. which mefing slrall

bc held within five busine.ss days of the Cammissiorrrls deelararitn[,]" Ny Cir3. Heahh Code

tNY Ci** llealth Code {24 RCNY}} $ 3-01 {di. The Bosrd csnvend on April I T. ?0 I 9; rhus. the

Commissioncr's Order expired on that dare,

During the hearing. Pctitioner-Appellec argued that despire the Order expiring on April I l.

2019, the Resolution continud tht Csmmissioner"s (Her. and thus the Commissioner's &der

wa$ still valid on the date of occunence on thc Summons, PetitionerrAppellee's argument is

pl*inly incorrect. The New York City Health L-ode provides thal -the tsosd mEr..conrinue or

rescind." NY Ciq: Health Code {NY City Healdr Code {24 RCNYil $ 3.01 {d} {emphasis added}.

Nathing in that scction states that the Board may anentl and continue the emergency order. On

its face. that section only allo*s thc Foard to continue the crdcr *as is" or to rcscind the order and

issue a new order.

ln this instance, the Berd did nor continue the Commissioner*s flndrr. Lvcn fiough tte

Resoh*ion atknowledges the Cornmissicn€r's Order in the prearnble, nothing in thc Rcsolution

ststes it is continuing tlre Commissioner's Order- lmtcad. the Board allowed the Commissioner's

&sr to expir" and creagerl e nelv order via i* Rsolurion dated AFril I ?. 2019.

Ird€d, ttre terms ofthe Commissioner's fuerare materially ditTeren: from the terms used

in &e Resolution. This yffifies that the Csmmissioner's Ontrcr and the Resslution, althougtr rhey

both address the same topic. are r*'o dilYerent directives, and as such. onc is not * continuation of

the oth*. fir.*, the Resolution entircly rcdefines what constitutes a nuisance. The Order defincs

Fage {oft6
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the nuisance as the presenc€ of r person unvaccinated uith MMR-' 'fhe Resolution defines the

nuisance as thc rneasles outbrsak,a

&cond, the Resolution recategorizes individuls subje$ to the violation in sevsrsl

irnporrant $a)rs:

& The Commissioner"s Order includes pcople who "live, work. or resi<les- in the

alfected zip code, bilr fte Resoh*ion only includes individuals *ho "livc[ or

rvork[J" in the aff*cted zip codes. Petitioncr-Appeller's Herring Exhibits I & 2.

'lhe decision to not include people whs "rcside" in the zip cod* is important.

Meni*m-Webtter's dictionarl'defines "rrsids'n t$ rnean: "ro dwell permanently or

coRtinuously: occup! a place as one's legal domieile.- Meniam-Websler's Online

Dictir'rnary, a,ailable st hnp*/lwww.merriam-we,bstcr.com/dictionarylrcside.

Conversely, that same dictionar-v &fines *live" ar: 'To pass &fl'ugh ar spend the

duration ofl.f Meniam-\Uebster's Online Dicrionalv, avsitnblu st

httpsJ/w*w,rnerriam-webster.cosnldictionary/live. Thus. the Cornmirsioncr's

Order imlurles people wtro werc nor actually livirrg in the zip crdes at the time af

rhc Order. but **ro rnaintain Sreir legal domicile there (e.g", people who were away

for the surnilr€G or whrr live ebrsad for r period of tirne): in eontrast the Resolution

only includes pcople who are ph1*sically present ia *e area

' *WHLREAS. I also finrt thet thr precnce of any pcrson ia \*illiemsburg hcf.r"S thc MMR v*sine, solcsi $r[
vgccine is otherrvise medically csntrt-irdicded or *uch pcrson hss denonsrrud immunity agdnsn mesles, sre*er
an rnnaoesiarlr ald avoidable ri* of continuing tle ourbrcrlt rd is ftercfirre a nuisance, as defin€d i! ltelr Ya* City
Artninistrativc Codr $ I 7- I 4l[-l* Pt{itiocr-,lpclht't llcrrilS f,rhib{t l.

i *11 HEftIAS. lk BCIard of Heslth rcgards thc dtrEsaid reports of over 300 cases of messles rs srffrei.'rrt proof u
an&oriac &€ dccleretfrn drat ar outbreak cf measles is ocurring in ltillim*burg th* dnstcrn the hafift end se&ty
of l'icw Yo*ers ard is immcdiately dngcrotrs to hwnan life and health rd comtitutes a pblic nuisance{-f
Pctitioacr-Agpe[cc's Hcrrio3 ErhiHr l.
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FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 70 RECEIVED NYSCEF: 01/04/2021



b. The Commissioner's frer includes children "older than sir mondls," aild th€

Resolution includes childrsn "six months of age and older." fetitioler-Appelkc,s

Hearing E*ibits I & 2. Thtrcfare. under the Commissioner's Order, children

r+ho were six months old xerc not rcrluirrd to be vaccinated. \r'hereas. under tte

Resolution, six-month-old babies xere rquired ts be vaccinated.

c. 'lhc Cosnmissionflrs Ondcr does nol iacludc children r*-ha attend schoal. preschool

or child care in the affected zip codes, but the Resolutisn dots include children wha

-arsnd[J seh$ol, preschool or child care u'ithin the sffecteo zip codes." Petitiorer-

Appellee's lleering Erbibit 2,

d. The Cornmissioner's Order ex€mpt$ children r+hose parenlt ur guardians pravide

docamentatisn showing ttmt MMR is not mcdically apprapriate. r*hereas the

Resolution is mcre otteruus and requires thar such docurnrntstion mest rhe

satisfaction of Petirilrner-Appel lee- t

Third,rlre penalties are enlirely differenr 'ffe Commissioner's Order inchdes a'w*amiag'

that *Jflailure tc r:o*tply with this her is a viol*ioa cf $3.05 of the Ne*'York Cirl Halrh Code.

and a misdemeanor for x-hich you may be subject fo civil andlor criminal fines, tbrfeitres and

penalties" including imprisonmenl" Prtitioner-Appelh's lleoring Erbibit l- Ttl€ Rcsolution.

hrrr*'ev*r. did not includt this languagc and opted to rnhs*c€ the civil penaltl by adopiag thc

pnrvision ofNY City Health Code {2d RCNY} $ 3.1 I {a} and subjecting violaton ta fince tbr each

farnily member. and for arch day a person violates rhe Resslutisn. 'fhis *enhsnccd= civil penalty

: The termirolsEs *oy sc6n similsr be,tsesn the Commisicner't Ordersrd the Resolstiofi hox*cr, ir has r lcgal
distinghn. Odtsrsirc, dF Soord rvosld rni hsve pnc &rouCh ths etfon of anc*ding the hnguage ir its Rrsoldion-

hge6of?O
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did not apprst in thc Commissioner's Order but is included in the "resolved" tanguage of the

REsolution. b

In sum' rhc Resolution changes numsrouf, legalll pertincnt aspects of the {ommissiqnefs

Order' including the prohibited conducl, the population subjccr ro the order, and rhe penrilty. This

is preciscl-v rthy nor+'lrsre in thc Rcsclution does it e*cr state rhat ir is conrinuing rhe

Commissioner's Ondtr. Th€ Resolution plainly created a nrur and disti*ct arder. and per thc

rcquiremcnts of NY CitJ* Heshh Code {?4 RCNY) $ 3.01 (d}, rhe Csmmissioncr's Order expircd

on April 17. 2019.

Fsr these rgflsons. it is evident that the Board dirl not csrdnue rhc Commissioner:s Ordcr.

The Summons cites the date of occurrence $'as Mry l. ?019. Becaure the Commissioner's (hder

expired on April I ?. 2019, prior to tht date af,occurrenre, the Tribunal rnrlst dismiss the Summons

becausr it was an effor of law for the l learing officer ta sustain lhe Summons.

II. THE SUIHMONS SIIOULD Bf, DTSMISSEI} BECAUSS FIRS. HAUER WAS NOT
PROYIDf,D PROPSR Sf,RVICE OF THE SUI}&IOF'S

Anather independent bqsis for dismissing the Summonr erists becauss Mni. Hauer was not

prcvidd Prop€r service of the S$mmons. Mrs. Haucr *'as ssrved The Summofts lras not prop€rly

penonally served on Mrs. Hauer trut rath* on tlrc tenant who lives on the first floor of Mrs. Harpr's

buikling. Reepondcnt-Appellant'r Hearing f,rEibia {S,I}edarr*i*n sf Srih Kbia,Implup*r

Service. Thersfote, h r+'as an elror of la* for the Hearing Offrcer to sustsin the Summsns because

Mrs. Hauer was noi prcvidd profer legal serrice, ar*d tlre Tribunal musr dismiss the Surnrnom.

IIT. THE SUNd}TOilS SIIOULD BE DISMISSED BECAUSE THE SUM}TOFIS FAILED

" -RISOLVE , thal any pfiron reqdrcd by this dcclararisn o bc irnmrmized againsr nreasler, or sly pglenl ff
$ra d;ilt rqrired fu it to irnmunia his or her cbil4 shall he viola*ing &is ard*ud bc subjccr to thc firlcs euttnrintl
by applicabh hw. nrle rrd regoletions eac*r day ths hg rk, or ssch child cs*inues !o r"ddc, nork or at&rd $boot,
prc$ml tx child ere in my of tlre tff€ct€d rip codcr rvitbour hryi$g berr vrcfuraad rgains mcsles until srch
time tha this ombre*k is declsed o be over by dt€ esmmis$ion r of thc Drysrurar of llc*lrh srd Mcnrrl Hygime.*
Pctitionrr-nppclcc's Hcr@ Erhib:t 2.

Frye ? oflS
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TO PHOVIDE REASONABLI NOTICE TO URS. HAUER AS REQUIRED SY
DUE PROCESS AND THE ltfElry YORK CTTY CHARTER $ 1046

Furthennore. the Tribunal shauld dismiss lhe Summons trecause it l'ailrd to pror-idc

reasonabls [otice to Mrs. Hauer. Due process requires that Mrs. Hauer be provided fair natirc

of the charges ss that shc rnal' prepare and present an adequate defense and opportunity ta be

hestd. *{arter af Blot* v. Amhnch. ?3 N.Y. 2d 123 t 1989). The }{ew Yordr City Charter requirer

that. at a minimum. the Summons provide an scc-srctr statenr:ft{ of lhe matter ta be adjudicated.

NYCC $ 1046. The Summons {even with tfu Commirsioner"s Order and Resolution atracherl}

failed to me€t thes€ standards.

Because the Commissioner's Order and the Resolution sre so diffcrenl due proccss

requires that Mrs. Haaer be reasombly and accurat*ly infnrmed of w'hich order she is atleged ro

have violated. Otherwise, Petitioncr-Appellee har deprived her of thc abiliq' ro mount * viable and

effective defense to the allegation* For emmple, the Commission*'s Onler and ihe Resolution

define the term -nuisance" differently: the individuals subjectcd to the trlo orders arc dissirnilar;

and the Commissioner's Ordercites possible imprisanment. whereas the Resalutinn mandates civil

penalties for each day the ords is violatcd, To furrher complicate this issue. the Rcsolution

enforces these civil 5rn*lties ngrinst p€rsons who k:idc" in the affe€tsd zip codes, yet tle

languagc of ttw Resolutio* itself drxs not mandate the MMR vaceine for individuals who "rsside-

in thc affceted zip codes * only for thase rrho *live[] ar xor{r[J *'itfrin tlc affected zip eodes" and

childrea who "live[J or axenlfJ school. preschool, or child csre within the affected zip code*.*]

. -RESOLYED, thrr imy pefron *1oircd by this dcclrration to bc immrnized against measles ar ily p.rent sr
guardian ruguir€d by it to immunin hiE or her +*il4 sh*ll bc viotuing thir order rnd be subjcct to ths fincs adfrarize*l
b1 4plicable law, rule atd rcgtdariols mh day tbnt le. sl€. or such child continues to r*idc, rr{r.} sr uffid sclrool.
prcschcol s child mle in sny of thc iffrct d zip cod* wi&o{il having trer vucinatd againsr nrcles until Euctt

finr rhat ftis outbrcak is daclar€." ?r*itinorr-A@kr'r Hcrrkrg E$bir 2. {cmphuir 6dM-} The di*inctba
bctr*c.cn tle *ords*lite" and *rtside" alt lrgrlly rigrtificant See. rgumcat flt Sfctiolr l. p -1.
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Petitiouer-Appellee's l{earing Erhibit 2. Therefore. the Surnrnons {even rvith rhe

Commissioner"s {)rdcr and Rssolurion artached} does not providc fair notice of the ordcr rhat was

allegedly violated and as such preventf Mrs. Hauer from mounting an effective defense.

Not only docs the Summons fail to provide fair notice. but it also tails proride an accutfrr

stfftsm€nt of the mstters to be adjudicatcd. The "Iletails of Violarion" sf the Summons. as sl*,orn

to by the issuing ofTicer rrfer ts both the Commissioncr's Order and the Rcsolution as rno distinct

onlers. This section slstes that the Commissioner's Order required "all persons who live. work ar

attend school within ZIP eode: I 1305. I l?06. I l2l I and I 1249 ts b€ raccinated against measles-"

Ertibit A, Slmmons. This rcFresentation of the Commissioner's Order is incorrcct. The

Commissioner's f)rder did not include individuals who anend school in the aflecr€d zip codes but

did includr pcople who "re:iide" in the affccted zip codes - r+'hich the Surnmcns fails to include.

Fetitioner-Appellee'* Heering frhibit l.

Finally. the "Detrils of Violarion" section of the s\*'orn Sumrnons summarizes the

Resolution as requiring vnccination. "unh'ss thel denronstrate proof of imrnunity or that

immurrizetion is nut medically appropriare." Ex.bibit A" Summons. {emphasis addctt.} Honcver.

the Commissioner's Order and the Resolurion both state that Mrs. l-lauer must demonstrate s

"medirtl exemption.* From a medical perspective. these trl'o terrns are vastly differenr and cause

uncsrtainty as to nhat lllrs. Hauer is required to sftow in order to estnblish that the child medically

cennot receive lhe vaccination. .ke, Erhihit C, Hearirg Tnnscript, pp l{i-l{t (disctrsing

Petitionqr-Appellce's definirion ofs'medical exempiion'to the MMR vmcine). These arnbiguous

and contlicting stale,rnents confusc the stsndard and deprivd Mrs. Hauer of mounting a viable

defensc to the Summons. Fuflhermore, Mrs. Hauer was clearll not providcd "an accurflle stalement

of the matter to be adjudicsted'as required by NYCC $ 1046.

Pagc 9 of20
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ln sum, the Commissior*r's Order and the lloard's Resalution anr I totnl imbruglio. Tlre

Summons does not provid* an ascurat€ statement cf the maner m be adjudicatd and does not

providtalaypersonrvithreasonablenoticeofwhichor&rrryasviola*d.Ihcrefore.irr*.asaneror

of law for the Hearing Offieer to rustain the Summons bccausc Petitioner-Appellee failed to

provide hln. Hauer iln accurale stalement of the lnaners to he *djudicand as requircrl by the New

York Ciry Chertcr $ IO{6 and fair noti*r as required by due pfixess of lar*., and rhus rhe Tribunal

must dismiss the Surnmons.

IV- THE ST'MMOIfS STIOULD BD DISMTSSED BECAUSE THg HEARING
OFFICER DEFRtrVgD MRS. HAUER OT A FI'LL ANO FATR HEARIF{G SY
REFUSIilG TO ALLOltr CNOSS.EXAJ}IIFIATION OF T}IE ISSUING OFFICf,R
1VHERE A DISPUTE OF FACT WAS PRBSENTED

1he "l'ritrunal should dismiss the Summons because it rvas an error of lan' lar the I learing

Oflicer ro deprive Mrs. Hauer of a full and fair hearing by refusing to allou cross-examinatisn of

rhe issuing olTicer rl'herc a dispute of fact was presented

-A respondent may request the [issuing oflir.er's] apf]ssrsnee if it mahes an offer olprocf

to relute tfie atlegations o$ a summons and it penr-rades the Hearing OtTicerrhat crass-cramining

the [issuing officerl about a disputed fact r*ould be helpful," ,\'l}C v. Ibntage;ls:socr'ares. Inc.

tAppeal Na. 1100746, Octsber ?7, ?0ll). Counsel for Mrs. Hauer pmffered thal cross-

exnmination of the issuing ofricer *:rs n€ce:isar1' in order to *tablish rvheth€r the MMR vcccine

nas me.dically appropri*te for the child and whether proaf of a medical rxernption was requsted

befcre the Summons was issued. 
-fhe 

Hcaring Oflic*r declined Mrs. I lauer's application to crcss-

examine the issuing olTicer. holding that the doctor appeoring an behalf of tht Petitiorur-Appellee.

[]r. Jennifer Rssen (*Dr, Rasea-'i, *'as available and cculd ilns*'er an1' questians regarding these

disputed facrs. Exhibil C, Hearing Transcript, p l{. Howevcr* when guestiored. Dr. Rosen

lacked any kno*ledge of the facts lcading to the issuance ulthe Summons and was unable t$
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prcsent any responses to questions direeted at these disputed Facts. For example, Dr- Rosen: did

not know *trere thc child t#*s expnsed {Erhibit C, Ilearing Trenscript, p 10?}; did not know

wherc thc child's address wcs obtaincd {,Erhibit C, Hearing TranscriFt, p l09h did nor know if

the thild had any mdical contraindication to MlllR bcfore the Summons \+as issued t}|earing

Tran*cript' p ll7lr and did not knot* ifany person from thchealth departrnent h*d contarled Mrs.

llauer ts d$ermine if the child had been given MMR before the Summons was issued (*lering

Tnnrcript, p I I?-l l8).i

Thus. it wss an error cf law for the I learing Officer to refuse Mni. Hausr the ability to

cFoss-axamine the issuing officer arld deprive Mrs. Hauer of a full and fair trearing, and thc

Tribual must dismiss the Summons.

V. TITE SUMMON$ SHOI'LD BE DISMI$SED BECAUSE THE HE,ARIITIC
OFFICIR DEPRI1iED MR.\. HAUER OF A rLILL AND FAIR HEARINC 8Y
S"EFUSIT!'G TO ALLOW A REASOilAALS CROSS.EXAMINATIOH OF
FETITIONE F.APPELLf, E'S EXPERT

The Tribunal should dismiss the Summons becaus€ it r,l'as an err()r of la* lbr the Hcaring

Officcr to deprive Mrs. Hauer of a full ard lrair hearing b1' refusing to allor* a reasrrnahle cnrss-

examination of Petitianer-Appellee's cxpcrt. Dr. Rosen.

The Hearing Ollicer refused to allorv Mrl Hauer's couns€l an opp*rtunitl to conducr a

reasonable crcs,s-exarnination of Dr. Rorcn. Erhibit C, Hmring Tmnrcript, pp l3l,l11; 2d0.

In fact, most of the hearing time wan devsted to dre Hcaring Officer unreasonably curtailing the

cross-ertunination of Dr Rosen and Dr- Rosen rcfusing to providc responsive snswers to

qucstions. . f,xhibit C, Hearing Trarscript, Fp 152-153. 'Ihercforr. the llearing Officer

: This lirrc of qlesticniqg rras agarding the child *ssoeiated *ith Srmmons Number f0198- 19L0- Hor*ever, in the
interesr ofjudicial cconomy, drc porties and the Hearing Officer agt€ed ao inco4orae dre argurnents and exlribis froil
rhe hering cn Summoas Number 30198-19L0 into the rccord for *Irs. Haucr's hcaring; E$il*t G Hariag
Tnruerig, pp ll2-l{3; },{1442.
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committd an eror of la*' by preventing Mr". Haucr's counsrl of the chance Lo reasonably cross-

ex*mine Dr. Rosen and deprived Mrs. Hauer of a full and fair hearing, and as such the Tribunal

must dismiss the Summons-

vI. TH.E SUNf,MONS SHOULD BE DISMIS$ED Bf,CATJSf,, THE H}:ARTNG
OFFICER'S DECISION LACKtrD A RA,TIONAL BASIS ANII IS NOT
FACTUALTY SUPFORTf,D

'fhe lribunnl should dismiss the Summons bceause the llearing Olficer't decision lacked

a ratkrnal basis and is not factually supported.

The Hearing Oflicer statrd in his *-ritten deci*ion that tvln. Hauer *relied{po, the last

paragraph of the Order, which stetes, '[t]his Onler shall rernain in etTect until the next meering of

the NYC Board of Health schedul*d for rlpril I 7, 2019. * which timc it m*y be conrinued or

rr.ssinded by the Bcard"'to make the argument that dre Ordcr cxpirrd on April 17, ?019. E$ibit

B, Herring llecirion. {emphasis added.} However. Mrs" Hauer did not rely upon this statement

rnade in the Ctrmrnirsioner's Order. lnstesd- Mrs. Hauer's argurnent was tirmly groundrd in NY

Cig Health Code {2,1 RCfNY} s\ 3.01 (d} and was rnerely rcinforced by the language stated in the

CommissionEr's Order. In fact counscl f$r Mrs. Hauer read the charter provision an the record in

support of this flrgumcnt. Exhibit C, Heering Trunscript, pp 26-29. Councl ibr Mrs. Hauer

paused during this argument because it appeared as though the Hearing Offrcerltu'as nol paying

attention. E*ibit C, Hmring TranscripL p 29. Iltus, th* Hcaring Oflicer failed to consider

applicablr law.

Moreover, counsel lor Mru. Hauer made an extensive argument that upholding tht violation

as to lhe child rvss unjust. entererl 45 dacurnentr into evidence to supflott the concl$sion. and cited

to ard reed intrl the record the Hexing Offieer's aurhority to dismis: a summons based uSron the

intErxt of fairness and ju*icr fbund at }.'{YCC $ I049 (5} {a}. E:hibit C, Hcaring Tnnscript, p
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l5l p l?2; plt3" Petitioner-Appellee presrnted Ro counter-argument regarding this issue. The

New York City Charter $ 1049 requires the f{earing OITicer to consider nine factnrs whcn reaching

s deh:rmirsLion on issues of fairness and justicc: yel rln I learing O{ficer failed to address any of

these fa€tors or reach a determinstion on this issue in his written decision.

Furthennore. counsel for Mrs. H*ser made an cxtEnsive argum€Rt that the MMR vaceine

r*'as medically inappn:priate as to the child and entered 550 pages of documents to suppon rhis

conclusion. f,rhibit C, llering Tnnseript, pp l3t-1391 p 172: pl&l. The llearing Olficcr

tbiled to addrcss this issue or reash a deiernrinarion in his *.rinen tlecision, er.en *rough the

Summ*ns states -medically appropriate' as a rrason to forgo l\.lMR vacei*ation. 'fh€ Exhibirs

presentcd are surnmarized in Section X belor*-.

ljinally. thc Hearing Oflicer held in his lr'ritten decisionthat the -April I ?, 2019 Rexrlution

continued the Commissioner's exercise of emergency authcrity. r+'hich operated to continu€ th€

validiry olthe (--ommissioncr's April9, ?019 {}rder." E*ibit B, Hearing l}eciri,on. This tinding

is not supported by the lbcts bccause both pa*ies agreed on lhe record that the Cammissioner's

Order expired on April l7.zAW. Exhibit C, *learing Trrnrcript, p. 5E. Thc Cornmissioner's

Order cannot simultareously expire and continue to be valid. ln the alternstive. the Hearing

Offficer's finding drat rhe Commirsic*er's "exercise of authority" was cantinusd by the Resolution

is not dispositive of the issues Fresented at the hearing trecause the Summons cites Mrs. Hauer as

having vielatd rhe Commissioner's wriften srder. not the Commissioneds exercis€ of cmergency

authoriq'. Therefore, the Hearing Officer's finding that the Board coninued rhg Commixsioney's

exercis€ of authority is irrelevanl.

(ionsequently. the Llearing Officff failed to considL'r the applic*ble lsw ilnd argurnent rrher

making his decisior" For these reasons. the llearing Offrcer's decision lacked a rationat blsis and
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is not factually supportedr hence. l\'trs. llauer w-as depnved of a tull and lair hearing and the

'l'ribunal must tlismiss lhe Summons.

yIT. TIIf, SUMilONS SHOULD SE DISMISSED SECAUSE IT WAs ARBTTRARY
At{D CAPRTCIOUS FOR THE HIARII{G OFFICEIT TT} SUSTAL\ A SUI}I*IONS
I}'ANT}ATII{G A VACCIi{ATION FOR A EilLD L;NBER TWELVE IITOF{THS
OLD WHERS TH.E TOT}D AIigD DRUG ADMINISTRATIOX IIAS NOT
LTCENSED THAT VACCIT{ATIO:I{ FOR CHILDREN UNI}ER T1YELVE
}IONTHS OLD

The Tribunal should dismiss thc Summons brcaust'it *as arbitrary and capriciaus for the

Hearing Oficer to susrain tie Summons mandating the MMR vaccine fcra child less than tweh.e

manths old. Mrs- Hauer's child *as less than t*elve months old at the time of thr alleged

violation. Repondcnt-Appell*nt's llerring Exhibit ,l?. Dec}aration of Bsile Kleh, Cbild's

Ilate of Birth. Thc Fotvl qnd Drug Administratir:n t'.FD,{-) has nor liccnsad MMR for children

le*s than tr*'elve months $ld. Mrs. I'lauer presented undisputed evidence *t the h€:dring that the

MMR vacci*e is not licensed lbr this age grouF and that the "safety and effEctiveness of mumps

and rubella vaccine in infants lsss than l? months of age have not bcen esrablished.* Res;rotdent-

Appelhnt's Helring Erhibit 30; Erhibit C. Pert C. Tnnseript of Hearirg p ?. Therefore.

the Summons anrl the Hearing O{ficer's orderare both saying &at Mrs. Hauer's child must receive

a vaccination even though thr FDA has not determined that it is safe and effective far rhe child.

This is pateatly arbitrary and capricicus bcc*use ftere is n$ rsasonahle trasir for the llearing

Officer to upherld a violatitn frrr failure to vaccinate a child with MMR whcre the vaccine is not

licarsed for use in the child.

vul. THE SUltllONS SHOIiLD BE IIISMISSED SURSUAfiT T(} NYCC $ 1&19 (5) ta)

'l'he Summons should have been dismissed pursunnt to NYCL: $ 1049 {5} (4,} because rhe

undisputed evidem:e at &e hearing reflected the following:
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Exhibit 2 - cDC. ,!f,tff l'acdne Information statement {listing some of the side
effects ofthe MMR vaccine. including ssizure. full-hrdy rash. dlafness, long-renn
i€izures, coma, lowerrxl eonsciousness, and brain damage).

h$ibit 3 - f"llA. summory of clinimt Invvstigation studie-s af [*{+{RJ fur
Prrgrses ol supynrt tor License (reflecting rhar only around gfrl child'ien
participated in the underpowered pe-licensing stud;..-, no-placebo conlrr:l group,
and a mfety reyiew Friod of a msre 4? daysl.

Fxhibit4* FDA. ilid{summarizingthe 215-pagesof Exhibit l and includingcharrs
that show the high rate of uppr rspiratolv infection and ga*roinrestinal illnesses
for trial panicipants).

Exhibit 5 - lnsritute of Medicine {"l{}*t"}. rldr,rrse Elfects o! Prrussis aml Ru;g3lla
F'accitr.s {demcnstrating that the avsilablE science suppsrts a causal relstionship
bstween the rubella vaccine and ehro*ic and acute anhritis|.

Exhibit 6 - lOM, Adwrse Events r{s:scrciared with Childfuwd Yasines {revealing
that for I8 of the 22 most rcported dverse events following MMR in lgga, thc
CDC hsd not conductd the scisnce to determine if the MMR rvas ca,,rlly linked
to thc adverse events: however" the available science did show thar MMR r*as
causally linked t* anaphylaxis" thromhrcyropenia- end dcath).

Exhibit ? - loM, Adverse Eft*s of vaccitws. Evidence and causalitl, {showing
tlrat in 2013" the CDC had not coilduct€d the scirnce to deterrnine if 23 of rht 3l
cornmonly claimed injuries from the MMR yaccine r+'cne cailsally linked to the
vaceine).

Exhibit 8 ' lOM, Adverss Events Assodated *yith Childlwd lrxeiws (finding
scant scierice researching **ry some Fcoplc react ncgatively ts vaccincs and
cncourcging CK to mnduct tlre sciencc).

Exhibit 9 - loM, r{dr,erse Efects ofYaccirs. Evidea:'e *wt cau*ality {stating th*
the CIIC still hes not condusted the sciencc to determine which children mly be
injured by vaccination).

Exhibit l0 - Nature Cenetic*. Cammon varisnls assocrired w ith general ard n'{MR
vocrirc-related febrilc seizyres {identi*ing specific gerrtic msrkerc far whcn a
child *ill have scizurts ntkr MMR vaccination).

lixhibit I I - $tOl Millian Award lor Enreplwlolnthy ftom MMfr, Vacciw
(rcporting paynxnt of $l0l million to Fcnts of a ehild injured by thc MMR
vaccine).

Exhibit I ? - CDC, Yarcirge Ercipient & lL/redia Summa4' (listing the ercipierrt and
media contain€d in the illMR vaccire. including but not limited to. chick embryo
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cell culture, WI-38 human diploid lung libr*blas6. human albumin. bovine catf
struro. and neomycin)-

Exhibit l3 - ATTC,,l.tfi{:--t {showing rhnt rhe MRC-S cell line is dcrived from rhe
lung tissue of a l4-lyeek-ald male fetus).

Exhibit t4 - ATTC, WI-35 {describing that the WI-38 cell line was tlerived a J-
month-old fema lc fetusl.

Exhibit l5 - The Narional catholic Bioethics euarterly. A Brie! Hisrory af Haman
Diploid CsIJSlrrairu (describing how dcrsns of fetus€s werc used ro develop feul
cell lincs for usc in r.accines)"

Exhibit l6 - Prmeedings of rhe $ociety of Experimental Biology and Medicine.
{}ytologiml virolagical ond chromasomal.srudr'es af ('ell stratw,ftom ,4fuirted
Hzmsn Ibrnsa's {revealing lhst 80 aboned fetuses were usd to crente the ruhella
compunenr ofthe MMR vaccine).

Exhibil l? - Sound Choic* Pharmaccutical lnstirure. Open l.errer to I.egislators
Regwding Fetal Cell DliA in tnsccines {discussing letal DNA contaminants in the
fulMR vaccine).

Exhibil l8 - Atherosclcrosis, ,,1-rsociatrbn aJ' measles and mulrrps u,ith
t*diovasculgr- disease: The .la\nn CullaboratiL C,d'lwrt {JACt:l srr*}.' {linding
rhxt measles and/or murnps infection *'as associated with significantly loser risks
af mortality from cardiovasrular disease).

Exhibit l9-CIIC, flearrDisedr*eFarr.r&slatistrb.s{indicatingrhar6l0.0{Speople
die of heart disease in the United Sr*tes every,year).

Exhibit 20 - Leukemia Research- Do ehildht:rod direeres etffect SlIlL and I{L ris*?
o4 tase-contral sudy,from ,firlhLtrn and soufiwrn /ral1' {finding thst participsnts
who did nst haye a history.' of measles infeciion hsd a 66 percent increased rate of
Non-Hodgkin's Lymphorna anrt 233 perccnt incrEase of Hodgkin's Lymphoma).

Exhibit 2l - Medical Hypatheses. Fehrilc history infertiauu of tancer childlnod
dires.res in tlre patients snd marcled tontrols {fi*ding a hi*cry of fetrrile infectious
childhocd disease, such as measles, lowers the risk for csncerl.

Exhibit 2? - Eritish Mdicel Journal. Iq{antile l{odgkin's Di.redr.se: ftemission alter
Meesles {describing remission of cancsr after a rues:les infection}.

Exhibit 23 - NlH. {loncer 5'tal fncts: ?ion-Hadgkin {reponing 74J00
n€u/ cas€s of Nsn-Hodghin Lymphoma in 3$19)"
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Exhibit 24 .. NIH. Coacer Stat focts: Hodgkin Lvmphama {indicating 8.t l0 new
cases af l{odgkin Lymphoma in 2019}.

frhibit 25 * cancer Denction and fkvention. ,{firre infections as a aeans of
*rnc€r prerention: Oppasing e-ffects tc chranic infections!'(finding that exposurer
to febrile inf*tious childhood diseases, includirrg measles. ll'erc associated *'ith
subsequently- reduced risks for rnelanorn& orary. and multiple can€€rs combined).

Exftibit 26 - NlH. Canrer Stot Faas: rt,'*arian Cancer (reporring 22"530 new c&ses
of ovarian cancer in 3019).

Exhibit 27 *Pediatrics,..{lle4gt-c &-reane atd Atapit funriti:ation in Chil&En in
Relation to il{easles Yaetinstiem and Measles Infection {finding thar measles
infection ma) prot€ct against allergic disease in childreni.

Exhibit 28 * Allergol et lmmunopathal- l.'requene-v a.{allergic distuseslollowing
rns'resles {finding that allergic diseas€s arc less frrequent in children o*irh a history of
measles).

Ef,hibit 29 - American Journel of Epidemiology. Jbfean'les lnfeetion *wl Parkinron's
Disease (finding a slatisticall.r' significant reduced risk of Parkinsrn's disease for
those who had mcasles during childhocd),

Exhibit 30 - Merck, lltJt{fi *.lanufacrwers' Package Inser, (-M-M-R ll has nor becn
evaluated for carcinogenic cr mutageni€ potential, ar potential to impair fertility').

Exhibit 3l - PloS One. Calerse fwnts-{allawing I2 ild 18 lr{onth *'a*.cinatians:
a Popalatian-Ba:rcd, Self-Conrolled Cnse "Serie.r .{noljrli (tinding significantly
elcvaed risks of emergen€y mom visits one to tr*.o wseks following I? flnd l8-
month MMR vaccination).

Exhibit 3? - l"FA, Sapplenwntal App.renal l*tterfor,+{ltft {adding to the Adverse
Reactions section of the MMR package insert'"trsrsv€rse myelitis* in 2014 and
*Hcnoch-Sr:honlein purpua" snd *acule hcrnorr*ragir edema of infa*cy'- in 30t7).

Exhibh 33 - Joirnnl of Tr*nslational Sciencr- filot cornryviltivc *w*on the lr'alth
of vacciwted and *n,*sctinated il to l!-yew-old L.S- children {finding that
vaccinated individuals hrd a higher rate of scveral fcnns of chrnnic illners and

ncurodeve lopmectal rlisarders).

Erhibit 34 - U.S. House of Representarivts. Csmmittee on Govemment Refsnn.
ton$itts af Intere* in llaccine Peiicy Making Junr 15, 2000 {discussing the
sanflicts of inrerest that vaccine palicy-makcrs hare with pharrnaceutical

companiesl.
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Exhibit 35 - CDfl, lvolic:e to freaders: Recommended {'hiklho*rl Immunization
5chedule - Linited S'rcres. .?000 {refle.cting thu rhe MMR vnccinc was on rhe
childhood immurrization schedule when the Committee on Covernment Reform
issued ix lrilajorig staff Rcport regarding conllicrs of inreresr in Junc 2ffi0).

Exhibit 36 - 47 USC 300aa-27, lb{andate for saJbr childtwfi vactines (statutcry
section underyinning vaecine safeg' in rhis eounh' which requir*d rhe United
States Deprtment of Hcalth and Human Senices (-I{HS*i to subrnir a biennial
rcport to Congrcss detailing improtements made regarding vaccine safetl.).

Exhibit 37 - I4{orn*d (lansent Aaian,\'eri{'or* r'. f{ffS. I 8-cv-{t3? 15. Stipulation
& Order, dued July 6, 20lE {evidencing that ll}ts has never once submitted a
refrort to congr€ss as required by {2 USC 300a*-?7}.

Exhibit 38 " HHS. Response to Frecdom of Informstion Act Requcst {admitting
thst the Ta=k Forte for safr.'r childhosd vaccircs required by 42 Usc i00as-2?
rvas disb€nded in 1998}.

Exhitrit 39 - Physicians for lnformed Consenl,l{easle's flTwt Pqrents lteed to Klrotr
{detailing the knEfirs ard risks of thr MMR v*ccine}-

Exhibit 40 - Arehives of Pediatrics & Adolescent Medicine. Fersisrente tf |tfear$c"r
Anlilndies A.fter 2 lfuses of &{easles *'arcine in a Pastslimimdion Em,ironment
(finding thst measlcs antibodies rlane over time in thc cbserce of circulaling wild-
ry*pe measles).

Exhibit 4l - The Lancet, '\{easles 
*'ir*r Infection Witlwut Rar,h h thitdlwod Is

Related To []isewe ln Attalr Life \evidencing association between a rrrgative histor-v
of meeslsi end developrnent of immunsrcxtivc rliseases. sebaceour skin diseases.
degeneratirr diseases of bonc and cartilagr, and ccrtain turnorsl.

Exhibit 42 - CDC. Va*cine Adverse Event Reporting System {VAERSI Resuhs
(results of the number of individuals receiving s m€xsle.€ontaining vaccinc in
3013 that requirat a hospital. medical office. or rmergency rcom visit after
vaccination).

Exhibit 13 - CDC, filal Shrrrbt irs al rht United States 191$- 196{} (sho*ing that the
death rate fmm measles in the United States declirued hl,over $E prccnt betrreen
lS0 and 19621.

gxhibir 44 * Sain & flevel*pmenl Sporuaneous imw:orenurrt af intrartable
epileptic seixlres follaxing ac*te $r*l infe*itns {st*owing that :eianres
disappeared wi&in tr*o weeks afler viral infections such as rneasbsl.
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When providdd ail opportunity to retrut any of the foregoing etidence. the petitioner declined to

proflbr anv evidencf in rebuttal.

Thus. tht undisputtrl evidcrrce rcfletts that the MMR vaccine frr rhe child .*,as nor

medically appropriate. es the riskr of injerting this prrrduct into the child out*cigh the benetjts.

Ix. THE SUITTMOII|S SHOI'LD B[ DISMISSED BECAUSE THf, COITTMISSIONER
Ali{D BOARD'S ACTIOHS VIOLATE TI{S STATE AilTD L'NITE,D STATES
CONSTTTUTIO'TS

The Tribunal should dismiss *e Sgmmons because the Cornmissicner's Order and

Resslution violate Nen' Yo* and Llnited States C*nstitutions- Although this tribunal is unable to

rule on issues of Constitutional lrr*',* Mrs. Hausr resen'es all issucs and all Canstitutional elaims

fior appeal, including but not limited ro. the following:

First Amendment. Fre Exercise of Religion;
Fourtccnth Amendment Substantive Due Prscess artd Equal Protection;
Forsth Arnendmenl Unlarryful SearEh and Seizure;
Fifth Amendmcnt" Prucedural []ur Process:
Eighth Amendmeul Cruel and Unususl Puni:hmeni;
Ninth Amendment: and
Other Linenumerated Ri ghts.

DNMAND TOR RELIEF

The Tribunal should r€vers€ the llearing Officer's decisian to su*sin the Summons for

the ressons rtated above.

* -Respoodent's Cofistitutional el*im* under rhe Firrr Amcrdment, the Commerce Clause, sub*antive [hle Plqc€$a
ard Stap rnd Fcderel ptirxy righrs drs Dot gropetl sdjudi€led b!' $is Tribrnsl -* TL( r farrufle lr:rnrrcrtirss, lne.,
Apped No. JR8000737 {March 6, !K}19} {citing IJC.r u ll,}f5 Pregwstnl, L'enter.,{,ppeal fdc. l7{l095HR {Iunc 29,
20ltt tfnding tlrct 6c Tribund tras nol tle propcr forun for adjldietfug First ,{,mesdn€nt cleirns es a dsfe$sc !o r
ltltutory disf,locure schcrnch ,tlC r', Ailwa Gang. Appcat !{os- 160l:l{-41 iJanuery 5, 30l?l {finding that dx
Tribunal is nct tte proper fonrm to adjudicate a claim of Con*ftnional right to privar;.}: I}{l{ r.. .Ur C,! {-wJes,
Appsal No.05390933 {Fehruary' 2E,3017} {fnding tttst dte Trihnal ir mt thr pnrycr fomm m djrdic*c a Coetmerce
Claure challengc).

Frgc Ilofl0
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7.
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Datr-'d: Norember i0. 20lq SIRI & GI-I},ISTAD LLP

Aaron Siri
?00 Park Arenue
I ?th Fleior
Neu'York. Nerr Yark
Tel: {2121531-1091

10166
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DOHMII v. Baila Hauer
30216-19L0

I. The hearing officer did not err in finding that the Commissioner's Order did not expire
on April 17r2019 and Respondent was in violation

The hearing officer was correct in finding that the New York City's Department of Health
("Department") Commissioner's Order dated April 9, 2019 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH
vs J.DOE., Appeal No. 30329- 19L0 (December 20,2019) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30216-19L0's ('oSummons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only
allow[ing] the Board to continue the order 'as.is" ..." (Appeal page 4). Respondent would like to
add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the 11205, 11206, lI2ll and 11249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg area,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak. See e.g. Commissioner's Order (Srt paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

York; and.."); cf Resolution (15th paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 4) that Petitioner conceded on page 58 of the

hearing transcript that the Commissioner's Order expired on April 17,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since
Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affirmed.

II. Respondent was properly served the Summons

The hearing officer was correct in concluding that Respondent's father is a person of suitable age
and discretion as provided in OATH Rule 6-08(bXlXiXH) and that the additional mailing of the
Summons satisfied OATH Rule 6-08(bXlXii). Accordingl], under this Tribunal Respondent was
properly served the Summons. ,See Reda v. Dep't of Health,l37 Misc. 2d 61,62-63 (Sup. Ct.
N.Y. Co. 1987), aff d,143 A.D.2d 1073 (lst Dep't 1988) (finding that though service of a
violation on petitioner's father did not technically comply with the CPLR, it was sufficient as

"[i]n an administrative proceeding the standard for service is whether the notice under all the
circumstances is reasonably calculated to make the parties aware of the proceeding so that they
have an opportunity to be heard.").

III. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(cX2) and (3), which states, in relevant part, that a "summons must
contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent
with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the
section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential
facts to constitute the violation: the date the records of the child were reviewed, that upon that
date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be
violated as the Summons states the requirements of both the Commissioner's Order and
Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent
from knowing the elements of the violation or being able to put on a defense to the allegations.
See TLC v. Shaikh Ali, Appeal No. 10105610C (April 5,2019) ("The identity of the vehicle is
not an element of the charge and is'therefore irrelevant to whether or not Respondent received
adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is
not warranted. See TLC v. Tawfik AI Shammaa, Appeal No. 72140348A (November 13,2017).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting 44 exhibits concerning the measles vaccination and its medical
appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,
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Appeals No. 10087317C (March 12,2018) ("Finally, the respondent prepared for the hearing by

taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed.

IV. The hearing officer did not deprive the Respondent a full and fair hearing by declining

to Order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to

testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon

request of either party, a Hearing Officer may grant an adjournment for the testimony of an

Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a

fair hearing on the violation(s) charged and./or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing

officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordonv. Brown, 84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed

V. The hearing officer did not deprive the Respondent a fair hearing by refusing to allow a

reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the summons. Clearly, counsel for the

respondent was able to inquire and receive responses on all questions relevant to the allegations.

The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed
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VI. The Summons should not be dismissed because Respondent alleges the hearing officer's
decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(gX1) provides that "the Appeals

Unit within the Tribunal will determine whether the facts contained in the findings of the

Hearing Officer are supported by a preponderance of the evidence in the record, and whether the
determinations of the Hearing Officer, as well as the penalties imposed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony
provided as he cites to the arguments and evidence presented by each side. The issue here is that
Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse

the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is

based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld
since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.101I2809C
(November 15,2Ol9), citing Berenhaus v. Ward,70 NY2d 436 (1987); Matter of lfrah v.

Utschig,93 NY2d 304 (2002).

Accordingly, the decision should be affirmed.

VII. The Summons should not be dismissed because Respondent alleges it is arbitrary and
capricious for the hearing offrcer to sustain the Summons

Respondent provides no basis for their constitutional argument that this Tribunal cannot sustain a

summons that requires a child under twelve months be vaccinated since the decision is arbitrary
and capricious and lacks rational basis. We agree with Respondent that constitutional arguments
are beyond the scope of the Tribunal (Appeal page 19, footnote 9) but the Summons does not
require constitutional conclusions to be decided.

The violation in the Summons is within the jurisdiction of the Tribunal a's provided in Title 48, $

6-02, which states that "the Tribunal has jurisdiction to hear and determine summonses alleging
non-compliance with the provisions of the Health ... relating to or affecting health within the

City and any other laws or regulations that the Department of Health and Mental Hygiene has the

duty or authority to enforce."

Accordingly, the decision should be affirmed.

VIII. The Summons cannot be dismissed pursuant to New York City Charter Section
1049(sXa)

The ability for a hearing officer to dismiss a summons in the interest of justice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4Xb).

Charter $1049(5X"...an administrative law judge or hearing officer may dismiss a notice of
violation/or a specified violation, as deftned by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ubdiv is ion") (emphasis added).
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The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5Xa) is not applicable

and cannot be used to dismiss the summons. Further, even if Charter section 1049(5)(a) was

applicable, the summons cannot not be dismissed on such basis, as none of the compelling

factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were

presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.

IX. The Summons should not be dismissed because of any alleged violations of State and

United States Constitutions

As mentioned above, Respondent concedes in their appeal (page 19, footnote 9) that

Respondent's Constitutional claims cannot be properly adjudicated by this Tribunal. See, e.g.,

DCA v. EMS Pregnancy Center, Appeal No. 170095HR (June 29,2018) (finding that the

Tribunal was not the proper forum for adjudicating First Amendment claims as a defense to a

statutory disclosure scheme); NYC v. Aihua Gong, Appeal Nos. 1601234-4I (January 5,2017)
(finding that the Tribunal is not the proper forum to adjudicate a claim of Constitutional right to

privacy); DCA v. Mr. C's Cycles, Appeal No. 05390932 (February 28,2OIl) (finding that the

Tribunal is not the proper forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.

t
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Appeal No.30216-19L0 DOHMH v. J. Doel April24,2020

APPF:,AI, BCISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated
August 30,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to- comply with an order of the Commissioner of Health to have an infant vaccinated against
measles.2 Having fully reviewed the record, the Tribunal finds that the hearing officer's decision
is supported by the law and a preponderance of the evidence. Therefore, the Tribunal finds as
follows:

RACKG ROUND

In the summons, on May 2,2019, the issuing officer (IO) affirmed reviewing the records of
Petitioner the Department of Health and Mental Hygiene (DOHMH), May 1,2019, and
observing that Petitioner's Citywide Immunization Registry (CIR), which collects immunization
records for all children receiving vaccines in New York City and which is required to be updated
by medical providers, had no record of measles immunization for Respondent's child, who was
at least six months old and resided at a stated address in Brooklyn. The summons alleged that
Respondent's failure to vaccinate the child was in violation of a Commissioner's Order, which
was issued on April 9,2019, pursuant to Article 3 of the HC, in response to a public health
emergency, and which ordered that all persons who live and work or attend school within certain
specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the
Order. The summons stated that the Order was to remain in effect until the next meeting of the
New York City Board of Health (BOH) scheduled for April 17,2019, "at which time it may be
continued or rescinded by the Board." The summons further alleged that on April 17, 2019,the
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination
requirement and providing that the parent and/or guardian of a child who is not vaccinated be
fined unless they demonstrate proof of immunity or that immunization is not medically
appropriate.

At the hearing, held on August28,2019, Respondent was rcpresented by her attomey. Petitioner was
reprcsented by its general counsel, a DOHMH attorney, and a DOHMH physician. The IO did not appear.3

Petitioner relied on the summons and the DOHMH physician's testimony and knowledge of its rccords.
The parties agreed that the arguments made and evidence submitted in the hearing previously held for
Docket No. 30198-19L0 were to be incorporated in this hearing including the Commissioner's Order and
the BOH Resolution. Respondent did not deny the essential facts of the suminons, specifically that an

' J. Doe is used here to protect the privacy of Respondent's child.
2 The Health Code is found in Title 24 of the Rules of the Cify of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Summons LawCharqed lHearinq Determination Appeal Determination Penaltv
30216-19L0 HC $ 3.05 ,In Violation Affirmed - In Violation $1,000

DATE MAILED:
ATTY:

to a fair and
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emergency Order to vaccinate was issue.d, that the subject child lived in one ofthe targ etedZP codes,a and

that the child was not vaccinated. In the prior hearing, Respondent argued that the Order had already

expired on the dat€ ofthe summons and Respondent could not be charged with violating an expired Order.

Respondent argue.d that because the BOH Resolution had terms ttrat differed from the Order,s and because

the Resolution did not specifically state that it was continuing the expiring Order, the Order was not

continued. Respondent further argued that Petitioner did not establish that it was medically appropriate for

the subject child to be vaccinated. Documents previously offered by Respondent regarding the efficacy and

safety ofthe vaccination in general werc also incorporated in this record. Respondent also argued that the

MMR vaccine was not licensed for children under one year of age.o For this heming, Respondent argued

that the summons should be dismissed for defective service because it was not given to Respondent but to

her father at his apartmenl located on a different floor from Respondent's in the same building. Respondent

stated that the father told the officer that it was not Respondent's aparlrnent and the officer replied, "I will
give it to her." Two declarations made by Respondent werc taken into evidence, one as to service ofthe
summons and one stating that the child was less than one year old.

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the
Commissioner of Health authority in an emergency to exercise the BOH's power to issue an

order, which would be effective until the next BOH meeting, and that the BOH continued the

Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.
Petitioner argued that Respondent was also in violation of the Resolution, which itself
constituted an order under HC $ 3.05, and for which notice was provided in the narrative of the

summons. Petitioner argued that the Resolution was by its terms effective immediately.T
Petitioner's previous submissions, incorporated here, included ooFrequently Asked Questions"
regarding the measles vaccine, published along with the Order, and a copy of the decision in C.F.

v. The New York City Department of Health and Mental Hygiene, denying injunctive relief from
the Order, claimed on scientific, religious, and moral grounds.s The DOHMH doctor stated that

despite the licensure issueo the Advisory Committee on Immunization Practices,e which sets the

national standards, recommends that a dose of MMR vaccine be considered in an outbreak

setting to children ages six to eleven months, and routinely to that age group prior to
international travel. As to service of the summons, Petitioner stated that the summons was also

mailed to Respondent.

In the decision, the hearing officer reviewed the arguments of the parties and found that the

BOH, by its April 17,2019, Resolution continued the Commissioner's exercise of emergency

a In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by

several sources, including health care facilities, but was not able to say which source provided the address ofthe
subject child. Respondent, however, did not assert that the subject child did not live within the affected ZIP codes.
s Respondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,

preschools or child care services, the Resolution included those attending school, preschool or child care; and where

the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
uooMMR'stands for Measles, Mumps, Rubella.
7 As this summons was written after the Resolution's three-day publication period, Respondent did not pursue its

earlier argument challenging a summons that was issued during the publication period.
8 See 2019 NY Slip Op 31047 (April 18, 2019).
e As noted in a hearing held earlier that day, the DOHMH doctor was refening to a committee of the Centers for
Disease Control and Prevention (CDC).
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authority, which operated to continue the validity of the Commissioner's Order of April 9,2019.
The hearing officer rejected Respondent's contention that service of the summons was improper.
He found that Respondent's father was a person of suitable age and discretion as provided in 48

RCNY $ 6-08(bXl)(H) and that the mailing of the summons to Respondent satisfied the service
requirement of 48 RCNY $ 6-08(bxl)(ii). He credited the testimony of the DOHMH doctor that
in emergency/outbreak situations, an MMR vaccine is appropriate for a child older than six
months. He credited the affirmations of the IO and the allegations in the summons and found
that Respondent had failed to provide a defense to the charge. The hearing officer found
Respondent's Constitutional and scientific arguments to be beyond the scope of the hearing.

On appeal, Respondent repeats the arguments raised in Docket No. 30198-19L0 relevant to this
and ot-her cases regarding compliance,with the emergency Order to vaccinate against measles.l0

Respondent argues that she did not have a full and fair hearing because she could not cross-

examine the IO to establish whether the MMR vaccine was medically appropriate for the child
and because the hearing officer did not allow a reasonable cross-examination of Petitioner's
expert. Respondent argues that the summons should be dismissed because the hearing officer's
decision lacked a rational basis; in the interests ofjustice pursuant to New York City Charter
(NYCC) $ 1049, found in Chapter 45-A; and on New York State and United States

Constitutional grounds. Specifically, as to this case, Respondent argues that the summons was

not properly personally served on her but rather on "the tenant who lives on the first floor of
[her] building."

In response, Petitioner asserts that service of the summons was proper. Petitioner repeats the
arguments made at the hearing and asserts that the hearing officer correctly found that the Order
of April 9,2019, was continued by the BOH Resolution, citing the Tribunal's decision in
DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20, 2019). Petitioner argues that HC $

3.01(d) allows the BOH to continue the Order as is, it does not limit BOH action to continuing or
rescinding the Order. Petitioner repeats the argument that the Resolution continued the
Commissioner's exercise of power, as it repeats the Order's main directive, that people living in
the specified ZIP codes be vaccinated unless they can demonstrate immunity or a medical
exemption. Petitioner asserts that Respondent was in violation whether the language of the
Order or the language of the Resolution is applied. Petitioner argues that the summons provided
adequate notice of the charges pursuant to $$ 6-08(c)(2) and (3) of OATH rules, found in 48

RCNY, and that the hearing officer did not deprive Respondent of a full and fair hearing by
declining to order that the IO testifu, as the presence of the DOHMH physician, who had

knowledge of the records, was sufficient.

ISSUES ON APPEAL

The issues on appeal are (1) whether service of the summons was proper; (2) whether Petitioner
had the authority to issue the summons on the date it was issued; (3) whether Respondent was
prevented from having a fair hearing by the hearing officer's ruling that it was not necessary for
Petitioner to produce the IO for cross-examination; and (4) whether Respondent established a
defense to the charge.

r0 As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New
York City Charter (NYCC), and Matter of Blockv. Ambach,73 N.Y.2d 323 (1989).
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APPLICABLE LAW

48 RCNY $ 6-08(bx1)(ii) provides in pertinent part as follows:

(ii) Alternatively, the summons may be served by mail deposited with the U.S. Postal
Service, or other mailing service, to any such person at the address of the premises that is
the subject of the summons or, as may be appropriate, at the residence or business
address of:

(A) the alleged violator,

HC $ 3.05(a) provides as follows: "No person shall violate an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an
imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such
emergency, the Commissioner may establish procedures to be followed, issue necessary
orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedures, orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modifu any provision of this Code
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any
other power of the Board of Health to prevent, mitigate, control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the
Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power.

Code $ 17-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any conditiono matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any arca thereof, and that personal service or service pursuant to subdivision a or b of this
section of an order or orders requiring the abatement, removal or correction of such
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such
order may be served by publishing the same for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such
publication and such publication shall be sufficient notice of such order and of the
nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions ofthis chapter.
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ORDER OF TI{E COMMISSIONER, April 9, 2019, provides in pertinent part:

IT IS FURTHER ORDERED that the parent or guardian of any child older than

six months of age who lives, works or resides within [four specifiedZIP codes] and

who has not received the MMR vaccine within forty eight (48) hours of this order being

signed by me shall cause such child to be vaccinated against measles unless such parent

or guardian can demonstrate that the child has immunity to the disease or document that

he or she should be medically exempt from this requirement.

48 RCNY $ 6-12(a) provides as follows

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the

summons by a preponderance of the evidence. The Respondent has the burden of proving

an affirmative defense, if any, by a preponderance of the evidence.

ANALYSIS

The Tribunal affirms the hearing officer's decision.

Per 48 RCNY $ 6-08(bx1)(ii), service of a summons may be made by mail. As there was

uncontroverted testimony and documentation that the summons was mailed to Respondent, the

Tribunal finds that service was proper. The hearing officer credited the testimony and

allegations contained in the summons and found that they supported a violation of the cited

section of law. The Tribunal generally defers to the hearing officer's credibility determinations

and finds no reason not to do so here. See NYC v. Michele Radolovic, Appeal No. 44124
(January 18,2007). The essential facts were not denied. Pursuant to HC $ 3.01(d), an Order of
the Commissioner of Health was signed on April 9,2019, requiring that the parent or guardian of
any child older than six months, who was living in the designated ZIP codes in Brooklyn and

who was not vaccinated against measles, have the child vaccinated within forty-eight hours

unless the parent or guardian could demonstrate that the child had immunity or could document

that the child should be medically exempt. The Order was enforceable as of April 11,2019, and

remained in effect at least until the BOH met on April 17, 2019. Respondent argues that the

summons must be dismissed because it was issued after the Order expired. That is not correct.

The summons was based on an examination of Petitioner's records that took place on May 3,

2019. That examination provided uncontroverted evidence that the child was not vaccinated as

of the inspection date, thereby also establishing that the child had not been vaccinated during the

48 hours specified in the Order. As the BOH did not rescind or disavow the Order, the Tribunal
finds that Petitioner's authority to issue a summons for failure to comply during the specified

period was not limited by any subsequent expiration date of the Order. In fact, a summons for a

violation that took place during the specified period could have been issued after that period even

if the child had subsequently bien vaccinated.ll

11 In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide

Respondent with reasonable and accurate notice ofthe charges as required by 48 RCNY $ 6-08(c)(2), in part

because it did not inform Respondent of which order he or she was alleged to have violated. The summons was
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Respondent's contention that Petitioner failed to show that medical appropriateness was

established was correctly rejected by the hearing officer. By the terms of the Order, Respondent

was to demonstrate that the child had immunity or to document that the child should be

medically exempt. This was an affirmative delense for Respondent to establish.l2 There is no

evidence in the record to show that Respondent offered any such proof of immunity or
documentation, such as a doctor's note, that vaccination was medically inappropriate specifically

for this child. In addition, the Tribunal finds the hearing officer's ruling that the IO's appearance

was not necessary for a fair hearing to b.e reasonable. Parties have only a limited right to cross-

examination in administrative hearings.t' Respondent did not offer proof to contest any of the

essential facts alleged, and the DOHMH physician, who was available to testiff, had personal

knowledge of the same vaccination records examined by the IO. As to Respondent's request for
dismissal in the interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that

provision is not applicable to violations of HC $ 3.05. It is also noted that Respondent concedes

on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that service of the summons was proper, that

Petitioner had the authority to issue the summons on the date it was issued, that Respondent was

not prevented from having a fair hearing by not having the IO present for cross-examination, and

that Respondent did not establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to

comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit

clear in alleging that there was a violation of t he April 9, 2019, Commissioner's Order, and the Tribunal finds that

the facts alleged in support of that charge satisfy the notice requirements of 48 RCNY $ 6-08(c).
t2 See DCA i. Best Kip,t Seuet Airport Parking, Appeal No. 05426379 (November 2,2018). (after admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the

licensing requirement).
t3 See Gordon v. Brown, 84 N.Y. 2d 57 4,578 ( I 994). (there is a limited, due process right to cross-

examination in administrative proceedings, based upon the nature of the evidence, the burden in producing the

requested witness, and the potential utility in confronting that witness on the record; there was no need for a lab

technician's testimony where the supervisor familiar with each step of the test at issue was subject to cross-

examination, and where there were no claims of any defects or reliability issues with the test).
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THE C]TY OF NEW YORK
OFFICE OF ADMIN]STRATIVE

TRIALS AND HEARINGS

P R E S E N T: DAVTD LEUNG

Hearing Officer

In the matter of:

DEPARTMENT OF HEALTH AND MENTAL HYGIENE,

Petitioner,

Index No.
30244 - 1 9L0

against

CHAVA BIEDERMAN,

Respondent.

August 28, 20L9

Office of Administrative Trial-s
And Hearings

100 Church Street
New York, NY 10007
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PROCEEDINGS

H.O. DAVID LEUNG: Werre on the record.

Today's date is AugusL 28, 2019. ft's 2240 in the

afternoon. My name is David Leung, hearing officer.

This is New York City Health Department Summons No.

30244- 19L0, issued t.o initial-s C . B. The allegation

is a violation of New York City Health Code 3.05

regarding MMR vaccination. We have an attorney for

the Respondent C.B. What is your name?

MR. AARON STRI: Aaron Siri.

H.O. LEUNG: Mr. Siri, do you make an

application regarding the record from the previous

recording?

MR. S]RI: Sure.

H.O. LEUNG: Previous hearing?

MR. SIRI: Sure. I move to have the, the

argument regarding the hearing officer appear, as

well- as al-l the other substantive arguments,

objections and documents within that hearing

incorporated by reference into this one, as well as

P, P-3 from a subsequenl hearing incorporated by

reference into this one.

H.O. LEUNG: Okay. And can you just put

the hearing number of that recording on the record?

MR. SIRI: 30198-19 elev-, L0.

H.O. LEUNG: And we have an attorney, two

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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PROCEE D INGS

attorneys for Department of Health.

MR. THOMAS MERRILL: Yes, Thomas Merrill.

MS. LORAINE PEONE: Loraine Peone.

H.O. LEUNG: Thank you. Mr. Siri, do you

under-, do you waive need for an interpreter, do you

understand that the penalty for this violation is

$1r 000, and do you understand both sides can appeal?

MR. SIRI: Yes.

H.O. LEUNG: In the initial recording that

werve incorporated from 301-98-19L0, you objected to

the non-presence of the issuing officer. f made a

ruling that the issuing officer was not needed for,

in order for you to get a fair and impartial hearing.

You renew that objection here; is that correct?

MR. SIRI: That's right.

H.O. LEUNG: Okay. We have a doctor also

here. What is your name?

DR. JENNIFER ROSEN: Jennifer Rosen.

H.O. LEUNG: Do you swear to tell the

truth, Dr. Rosen?

DR. ROSEN: YES.

IWHEREUPON THE WITNESS, J E N N I F E R R

O S E N, WAS DULY SWORN.]

H.O. LEUNG: Thank you. Mr. Merril-l-, do

you have any other evidence or testimony you want to

Geneva Worldwide, Inc.
256 W 38th Street, LOth Floor, New York, NY 100f 8
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PROCEE D INGS

present other than whatrs on the record?

MR. MERRILL: No, Your Honor.

on the exhibits from the other cases and

6

I'm relying

on the NOV.

H.O. LEUNG:

formal reading of the

MR. SIR]:

H.O. LEUNG:

you want to add other

MR. SIRI:

Mr. Siri, do you waive a

allegations ?

I do.

Okay. Do you have anything

than what the record shows?

Other

will add

than i-ncorporating all the

that this summons has theother arguments, I

wrong floor number

on the third floor,

the summons. And I

wetve --

for my cl-ient on it. She resides

not the second floor as Iisted on

have one other argument after

H.O. LEUNG: WeIl, let me just ask you --

MR. SIRI: -- addressed that one.

H.O. LEUNG: -- this. Do you deny that

she, your client was served with t.he sunrmons on the

day of issuance? f mean, by, by the inspector?

MR. SIRI: She was not personally served.

H.O. LEUNG: Okay. Whatts the affidavit

say?

MR. MERRILL: T have it right here. It's a

mail-in mail, Your Honor.

H. O. LEUNG: It ' s a mail--in mail ? Okay

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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Does your client. deny receiving it by mail? Service

by mail?

MR. SIRI: She does not.

H.O. LEUNG: So you're not challenging

service by mail.

MR. SIRI: No

H.O. LEUNG: Okay.

MR. SIRI: But the floor' wrong.

H.O. LEUNG: Okay. In the previous cases,

you made an allegation regarding improper service.

fs there a timing issue? I know the postj-ng of the

three days is -- whatts, what's the date of issuance

on this?

MR. SIRI: V[el]-, that, that's a separate

argument.

H.O. LEUNG: Right. I just want to make

sure --

MR. SIRI: Oh, oh, oh.

H.O. LEUNG: Because some cases you're not

bringing that argument because --

MR. SIRI: Oh, I'm sorry.

H.O. LEUNG: -- it's clearly established.

MR. SIRI: This one's April 29Lh --

H.O. LEUNG: Okay.

MR. SIRI: -- which would've been after.

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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PROCEEDINGS

H.O. LEUNG: So yourre not making that

argument again.

MR. SIRI: So f f rn making the argument that

the, you know, this is only alleging a viol-ation of

the Order, which expired on April 17th --

H. O. LEUNG: Right.

MR. SIRI: I'm making that, and

obviousl-y f 'm making aII the other arguments.

H.O. LEUNG: Right.

MR. SIRI: As well-, I'm adding a, you know,

a defect on the summons that the floor number is

wrong and, you know, that, that itrs not the correct

address for the Respondent.

H.O. LEUNG: Okay.

MR. SIRI: And Ifve got another argument if

we're done with that one.

H.O. LEUNG: Yes.

MR. SIRI: Okay. And t.hen the other

argument is that this violation alleges that it

occurred at a specific address at a specific date and

time, and there was no violation at that address at

that date and time because my client wasn't residi-ng

there. And Irve got an affidavit to that effect.

H.O. LEUNG: And not residing in a sense

that they had the wrong floor number?

Geneva Worldwide, Inc.
256 W 38th Street, 10th Floor, New York, NY 10018
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MR. SIRI: Not

H.O. LEUNG: fs that what youfre alleging?

MR. SIRI: Yeah. I mean, she wasn't there.

So if, you know, youfre, yourre saying that she, at

the date and time at that a- at that, at that place

she was in violation,

H.O. LEUNG:

she wasnt t.

Okay, Irm going to mark this

Any objection to it,as Respondentrs

its admission?

60, six-zero.

MR. MERRILL: No, Your Honor, no objection

to its admission.

H.O. LEUNG: Okay, R-50's admitted.

[Respondentrs Exhibit 60 admitted into

evidence. I

9

H.O. LEUNG:

Department of Health to

supplemented by Mr. Siri

I'm going

address

turn to

two arguments

one is that the

to

the

The first

summons has the wrong floor number and therefore it

should be dismissed, and second

occurrence -- well, the argument

Respondent I s 60.

MR. MERRILL: T don,t

is that the

made in, you know,

believe that the, the

floor is material to the violation, Your Honor. The

Iunintelligible] t00 :04:521,Order says you canrt be

so if you've got the wrong floor, and I don't know if

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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PROCEEDINGS 10

or not, that doesn't change the fact that you

you know, at Hayward Street or in Brooklyn.

the material element, and she got the, the NOV

came to her at that address, so if

different floor it doesn't matter

shets on a

that we

MR. MERRILL: I thought that was the one T

did, but Itm Iunintelligible] t00:05:211

H.O. LEUNG: Oh, is it?

MR. MERRILL: Sixty, y€s.

H.O. LEUNG: Oh, I guess it's the same

argument.

MR. MERRILL: Yeah.

Iunint.elligibIe] t 00 : 05: 0B l

of violating the Order.

H.O. LEUNG: Okay.

argument that, that's Iisted

want to address that?

impossibility for the,

committed because

MR. MERRILL:

the material

H.O. LEUNG:

MR. MERRILL:

number for the purposes

And t.he subsequent

in Respondent's 60? You

saying the

a factual

for the allegation to be

Correct. And Irm saying that

it doesntt --

the material- element is

H.O. LEUNG: Because they're

address is incorrect and therefore it's

Geneva Worldwideo Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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being in Brooklyn, so j-tts not, itts not necessary,

itrs not material that it be on a specifj-c floor.

H.O. LEUNG: Mr. Siri, you want to address

his Iunintelligible] 100:05:411

MR. SIRI: Yeah, and my response to that is

that's a different violation. If he wants to issue

that violation, he can do it at a different time.

That's not this violation.

H.O. LEUNG: Okay. I have enough to make a

decision. Hearing nothing further, this hearj-ng is

closed. Thank you.

IEND OF HEARING]

Geneva Worldwide, Ific.
256 W 38th Street, 1Oth Floorn New York, NY 10018
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CERTIFICATE OF ACCURACY

Tt Claudia Marques, certify that the foregoing

transcript of Department of Mental Health and

Hygiene v. Chava Biederman on August 28, 2OL9 was

prepared using the required transcription equipment

and is a true and accurate record of the

proceedings.

Certi-fied By

{'e:;

Date: November 9, 2020

GENEVAWORLDWTDE, rNC.

256 West 38th Street 10th Floor

New York, NY 10018

Cl"-*" t*.
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DEPARTMENT OF HEALTH &

}iEUIRI. HYGIENE,

-qainst-

C}IAVA BIEDERT'AN
10{ HEYWARD STREET, zIID

FLOOR

BROOXLYN,NY I1206

tR*pondentl

\fro&atlm/Sunrrrcrrs lrlo.: 3024l|-19L0

Decblon Date: 8l3Sl2O19

H€dkE Oficff Leung Ewid

Reepondenft Rap.: Aso+t Sid, Eq'

Petitlmafs Rep.: Tha*aa M€rrill, Erq., Lonaine P€onne,

EBq. ard Dr. Jmnihr Rcst, MD.

Type of HsW: ln Pason

$ununry Dhpcitbn: S{lrHnul
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b corndf *[r ttc Csrnbt*neft
Onlir. hviolC*nsf iIYC lldtCodc
3.05.

ffiitxs ifo*Esd a opf dha
Corfl*B*trfr Oder Pl) .rd thc
lldr Boryd"t RGtdnim (P2), ed
Apfl 9,4lg ddAFt{ t?.2019
rrt?Gcfidf, rfiarlh ths Cfirfiic*trlr
drdrsd. std6F Bo*d rsnfind,lh.l *
5r fc hc#t crrt€tcncy elditud
Frlr$s* b HYC }Wt CodG 3.01. Thc
Oosmlsrhrer. !y lE ordcr, fidlhc
8osd, bV it* Ramfu{isl &ectad ft{
pcrrms rir trrorfii dsge oroHcrnfto
hrl, ruk s radc h cs.Efoi rip co&s

$.shed $1.mo.s

wg-
Srsrwronr* 3O?f+19L0 ffiA0r?019
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in $ffliamaburg, Brooldyn. whir*r '
induded :ip €de 1 1208 (respond€nt's
5p ode), be vaccinded agslnd
ne6l"s, demcnstete immufty t'o
megsles. or shor prodol an
accedable m€dcd exception.

Petllorer rdied tpon the *iom
gtatenents cf the iseuing inepdar, ard
tl1s widerce $S{nui€d efi the hegirE.

Reepmdant Erguad ftst Sre

Coruni*sime/s Srd*r {Pt}, e+tred on
April 1?, 20t9, ailct fut Ete eummors.
wlridr at€g€r 6n oocurerce date of
Aprtt23, 2019. nu$ ttsrefor€ be
<lismissed becarce Respordent canrnt
be SaHe foryio*dtirq an eryired Order,
ln $Wort €f his atgurnnt, Re*pondcnf
relied upon tla la€* psr€raph of the
Onbr. which Setes, This Order *hall
renlain in €ftct und the next me*ting ol
the l{YC Soard of Hs*h €&edd€d b
Atril 17. 2019, Et rtli* lime it ntly b€
wrlinued or resc*ndd by th€ Botrtt.'

I firrdtntfiG t{YC Heanh Eoarcl. by
tu Atr8 17. 2019 REsddim, mntnued
fn Commisshnefe exscise sf
tm€rgF lcy a{J0}ority, ffifutr operded to
w{irmJe Ste vditlity ol the
Cornrfiissionels April g, 2019 Order.

Resporder* made a vaiety d
condihrlirxld and xientific ar$.Fn€ntg
srd cfidergBstc thc validty of tha
srrmmors ard &e ttlltR vaccine" tu
aficacy afld safety qf Eta MMR vaccine.
snd tfefisdarenfid fairneg of
rerp*ir4 &e MlliR vaccine. ln epport
of ttcse argufitenb, Reepordent
pruryidcd strbdantid doettnentetion.

{Rcspordent't 1to45i.
Pe*itioncrr*ponded by stafng fral

tre udidty attd dnwy sf $e MMR
naccinc ard tlre Commigsirxrer'e
autlsilytoircl.E an emergerry Orler
rai s€tfsd in r€csf* nt$efit)n. {P4 is e
copy da decbitxt by Hon Lafltsrce
KrSp6l, wltich rded ofl trtesc issree).

I ffid tr€t Respondenfr
mnsfihrtbn* ard scierfific ar$rnenG
m beyod tln ecope of the heairg,

w#
$umrnonr* 3024+19L0 08rr30t2019
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and as suctt, no asto
tha vSdty of Retgondant'* aridcrsE sr
arguner*s in lh€s€ 8€s.

OnthefiErlscf thecase.
Re*porrl#' {tated Erst the addrsa of
sctlnrrcre b iroorrc€t h that it k Stc

wmg ioor nunhcr. {See Ro 60,
Efirlsrit d Resnor**). lfitdtnt $E
iognunbcr$atcd on thc arnmonc,
cven if incorrcd. tr rpt#d
nsspmOcrfs {1httc ndilx dttc
YioHbn orb reeive a lairfieafing.

I crdtfteE*il*rurryof ttG isflting
irspe{ior sd [iE degdimc ctr#Fned
in *re srmrndrr and Fia ftd &ey
afpottayiolrtionof Ute EitBd i€dion d
ti*" I llnd $d ttspcndent ir$ad to
prsdd" s deftn* b the dhftmt
Thie frn iEm lB $rddnert gtd Ete

C*tory cinil perdy of tl,lIl0 is

TOTAL: sl,0rx]-00

e/.*
Sunrnrom* 3ff244-lgL0 0Er30Eo1s
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rF YttU ARE FCUHtr lH I'IOLfiTTOH, Y{}U nfiUST
PNY THE IrEI{ALTY UUITHII{ 3dI trAYS f}F T}IE

DECISI(}H DATE (}R 35 DJtYg IF iTAILED.
* Ttr pry hp rmil. scnd o ctech $r lnrrnqr' oldcr tr; tbr l}ept" *f Finrnce Crrmr*issiot-r, F{} Brrx 4t99"

Ch-urch Street Sta*icrn, ?r{er*'Ycrt. HY l$:61-4199- Thc c}c.ck .!r rnd}tr€y artler sbrruld tc rnade ${$ lr}
'"Finrncc C*nnrrri*si+rrrer, Ciry of !.tcr*' York-- writc ttrc surnrnonr nurnbcr &nd ACCEI-*{ lI} crfi thr clerh
Llr filcnrjr $rder.

r To p*tJr itr lxrxrr, hring:l chsl' flur*Ey csdcr cir credit r.srd al}d this decislon t(} th6 OATI{ ldcaring:s
Divlrkrn lqrretiorx i*:

e l"lanb&nln lt li6 John Stnrct" I lrtt flqrr. Nc*' YodL XY
r Brooklyrr nt I Bund Str*r. fxh ftrxr. Srrxlklyn, NY r

r Qtr.-errs ar 3l-{X} {f ttr Avcntrc, 3rtl flnor. t-txig lril:nd City. NY

r Ta 1n3. ernline using a r:redit or debir card" gn tn rry.c-gcvlm3rlicertec- Flrg ri*c u*rs *'ill be nrquiral to
set up s lJter lI)" porrrt'ard. urd rsqrsr,r a PIN ts rrsr thi* sertk.e. A *trrndnffrt number i* r*quirerl tt] Fsry.
Insrnrcticn"i *re pvvi&d cn thc *'cbsite. .id rcnicr fr".c is charged f*rr all rreilir ard tlebii c*rd
rrsns*eri$llf"

IF Y(lU
DISA(3REE
UtlITH THE
DECISION,
YOU MAY
AFPEAL IT

APFEAL BY
EHF{}RGEIttIEHT

AGEHCY

1 "u.lll 
-5'l' rr.r. ( ).\ l ll r.,nlrn* r'r nr:i!-rn upp*-.ri !t'rn'ta ar.ril.rhlc ',n

{ } \ l-ll \ \\ rhsltf t.! ''Jhnl!l \\!ur [fl\-irl. lnstrUcti.:l]r tilt filinl :tn
rrl\fL';rl n':.rr l-r-'lfurrJ '.'n tl-*' t,rrm rnJ (.'r.\Tll-r uchrilr'u!
fi\ t'. f r r1 .ir ';rtl.''.1;-rfC ui r

\'.,ur -rfF':rl \tl,.iI t(. r.jl.r:c.J h] thf { }..\ l ll l ic.rrrngs L}rr" isi.r:
r.ittrin J{l d;rrr *rf ila' *Jd*irr.,rl J:rlc, .'r .i5 .lrr. r! thi: if'g11ir.fi *,rrr
nr.rilcrJ l.! \rrtJ

'l-'t:rFrr'rrl ].'u \tL S-l f ;r\ thd tull 1r'li:rit1 r!.tl.'d in thr- Jr'cisr"n-

. ll-!.'rl Lrrr-rr){iL ll:r} Fr:c:rr:r' '.! fr*.:r.r:;ill h-rrrtri'ti1", \ r'li t't1:1\ }[,
t,r n{.1 frr-fli1 hr r'-lt'mrttinf r'rith \*uf ilFF'.ii;r l rn;ln;rirl
ll,u'rJ:hrp .\111r.:.r1 r,,n. ;.il.t' lr.r.rl,rh!r: i'lr {-}"'\ l"ll \ !rr'hrt!<

ll 1'ilU rvrsh l* i1n:il&cr:rn ;rpfxill file*l t-r1 rrn enfrlrl:erncnt aErnc)- )L1u
t\ltjST uss ClATll s Rcslxrn:c Ttr Apge*l f{\rm. ln-'i.trilt-tiorrt fi.rf
filinE ;rn iilrsllcr rn:11 t'c f,rutrrl trfi lhst f*fTn i$ld {}AT}l's r*'ctrxitc irt
nvc.et-rr-lrggrlls.

.t',,rur rr'rsr^cr mrt-rt be rrcc'ire{t uithin l{t cl:rvr; *l t}x rJate rrl tttc
r:ntirrr-ctlrnl:rF€n,j! r irppcirl. (]r 1Arlhin 35 d.rys il'il r*ls m"rilcd t,-t

!t'u"

It lhc e nl'rrt'rrl.nl :rlir'nc1 $'ins thr-" rgr;r,eill. tt.ru rTr;rl hrrc tril l'!'l\' r
grrurllr rven if 1{}ur c*se rl irs , riginallr dirmiur-d gfur ths. hclrine

For more ralom.:tron
r.a OATH 3 r.G&tne nyc-Sov.'o:t!r

or crll l-utr{tTtl-taYC

Page 4 of 4
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CITY OFNEW YORK
DEFT. OF AND MEI.{TAL }TYCIE}.IE

Chava Biederman

Repodent-Appellant,
NOTICE OF APPEAL &

MEMORAFiDUI}TOF LAW

Dtpr. of Hcalth & Menal Hygiene of tbe City of Neru Summorx: 3024+19L0
York

Pditirona-Agpcllee

NOTICf, 9r 4PPEAL

Respondent Chava Biedsman f'Mrr Sicdtrulrl') hereby appals thc decisiion oa

Sumrrlons Number 3024+ I 9L0 (the -sumnonr'J. I

On Fridsy, April 9, 20t9, Oxiris Bdbal, theNew York City Commissisnerof Hcal& and

Msritnl Hypene {6e 
*Commi*slore'J isnrcd an Her (ttre *Comrbsftrncr'* Ordcr-} rcqdring

that cefifiin ca6gories of people i6 ctrtsin zip codes be injectd witb Mcrck's product M-M-R-II'

also known as tk measles, mtrnl", rubella (-RIMR-} within forty-eigbt hurs of &c

Commissioner's Ordcr. Pctitioncr-Appeillee'r EcrrinS Erhibit f .

On Apdl l7,zgtg,rhe Degtnent of Hcalrh ald Mtn{tl Hygiw of &e City ofNsv Yat

Board of Health {trc "Eoard-} scatcd a rcsolution (tt}e *RfioltiironJ trhich Ebo l€$dd

afuinistration of t11g MMR vrccine, but &fined rrfrat corstiruted a *nui.sance* corylucfu

differenrly" rypli€d it to differst categodcs of idividlal& hd a difre,rent agc r"rgq provided for

v

dle t'dt* od Ocro611' 9, 20t9, and s thc ddline ro file t&is ryprcl fc Tucsday" l'lottmbcr ta 2019. Mrs

Bicdurna grbnriscd a sccmd n.q""$for f*yel'$ia, $Tiw n Filc.,lppeat m Novtmba?' 3ot9. OATIi apwcd
dt t6g66 raqr51 m l.Ion'srtber ll" ?Ol9,.nd ser the &dlirrc to e4pcal fm tlcccnbcr d 2019-

hgc l of fl
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difretent paraltics, acd containcd other rnaterial ditrereices as dctniled bclos. Pelilious-

Appclhfr Eering E*ibit 2.

On April30, 20t9, Mrs. Biederman was cired as baving vialated the Commissiorer's Onder

by not pmviding cithcr proof of immunity or proof of MMR vascination for hrr cbild B.B. (the

*child'). ErLibit d Surnmons.

The Commissiorer mus cautiously resrve tlre use of hs €mcrgcttcy pow€r to avoid

ahrsing thst authority. Wben th€ Commissioner and the Board flex aormous powers' the Tribrmal

mssr b€ compreherrsive ud mgiculous in revieving ttre Srunmoq bearing md deision of the

OATH Heffiry Officer. Tk heariag reord rsflects that *re $rrmmon shouH bvc been disrnissed

and that thc Hearing Olfrcer deprived Mrs. Biederman of a frrll and fair hearing, made e,trors of

larr, ad issued m rbitrary and capricious decision.

FACTS

Otr AFil30,2019 Mrs. Biederman was citcd as having violated the Co,trmission€t's Order

by failing to vaccirats hs child with MMR E*ibit A Summou. On Augrrst 28, 2019, David

Lqrng {tte -H€rrfog Offic*"} cqducrd a kring concqaing the Summs. Ttre Hefiiry

Officer sustaid the Srrmmons per decision dated Augus 30, 2019" E*lbit $ Acrring

Ilccisioa- All rglmcnts ard exhibits sstsd into evi&oce &ring tlrc h€eri4 ar€ ioaorPorafd by

refrregcs, which irchldes all rgumarts d €xhl:bit3 entcred itrto evi&{cE farr Sumrnosrs Huctk

30t9E-t9L0.r

r In &c inicrert ofjrdkid Gco{E rnyr lbc psrics and lbe Hcadsg Ofu a*rlcd i* intrPo4* thc ugttststs d
315hftia fton rbe lwiag sd ernnoc xrnrba s}l93-tgl0 irta th ncord fur lt{rt. Bicdsmm's kttg. Effi
C, SrrdEg Trr6.rtpr' pp lllltl3; 2,ll'l{t

Pagn I ofl9
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STAITTDARI} OF REVIE1V

..'When rn appal is frle{ &e Appeals Unit xill d*ernrine wlrtber the facts containcd in

the findiags oftte Hcaring Officcr are srryortd by a prcpodemnce of the evidwe iB thc record

urd 11lhdher tfo5 determinations of rhe Hearing Officea as well as the puratties inporo{ sr€

snppsfied by lr*. Except *s p'rcvided ia 4S RC?{Y $$ 3-15, 544 flnd 5-05, thc Apeals Unit hts

rhe power to affirm, r€veFse, rernand or modi$ the dccision appeld fto&," 4t Rules of New

Yo* $ sle GXI).

ARGIJMENT

I. THg Sull,I}IoNS SNOULD BE DISltfi$SET} BECAUSE TITE COMIIff$SIONEN'S
O}RDER EXPIRED ON Apnrl, t?, t019, AI{D THn DATE OF {}CCTJRREIICE ON
THE SUMI}IOI'S IS ATTER THE ETPIRATIOT{ DATE

Ihe Sumnpns. issud olr Adl 30, 2019, alleges a violatim &al trtr$rad on April 29,

201g, which is aftEr thc fommissisns's Hff expired. Thcrefsle, the vial*ion vas rmtincly,

and the Tn:bmal must diwiss the Sunmons'

The Srmrmons issud to Mrs" Biederman alleges * violation ofthe Commissiorrcr'$ Ordsr.

Erhibit d $umrnons. The la* scntencc of the "Violation De*ription" s€ctioo statss thal

'.Resporder* has ffliled to vaccinate child I or otlcrwisc subrnit a€c€Feble p'roof of imrnunity in

violatioaof *teArder." Id. {qhasisaddod-) The S,t-'no**ryccificallydefinestletstrn frcr"

as tlre April 9. 2019, Commissicm's Order. T'he Commissiorcr's Ordcr expired on April t?,

3019. Yen,thes,,mrrxrnsallegpstdMrs.Biederemviolatadtre Commissioncr'sffiroaAprit

Zg, 20t9. ft vas, threfore, aa error oflaw br the Hering Offcer !o alkm tbc Summm kusc

the Commissiorrer's Her bd cxpircd by tbe date of the ocsurcnce listcd on the $ulrms. On

this basia the Tritt*inal musc disuriss the Srrmmons

Qrtof t9
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During thc hearing o$ the SummonE Petitioaer-Appellee corrcded that the

Co,nunississeds ffis expired on April l?. 2019. Erhihit C' Hering Tnu*ripl p 5t. The

Commissioner's Orde expird because the New York City H6lth Code proddes rbai aa

€rnagenEy actioa "shall be effective only rmtil thc text me*ing of the hand, whieh meting shall

be held rrrithin five busiaess days of the Csmndssio{et's doclaration[.]- NY City Health Ccde

0{Y City Hatrh Code (24 RCNft $ 3.01 (d}. TbEFoard csnvened on April 17, ?019; thus, thc

Conmissioner's OFder expired sn that date.

Dtring thc h*aring Pctitioner-Appellee arguod tut despite the Order expiring on April I ?,

2019" tlr Resoluticn continlled the Comrnissiorpr's Qnder, and thus thc Commilsiorer's Order

was still vatid cn thc date of occurrwe on the Surnmons. Fetitions-Appellee's argr.rment is

plaisly imrrect. The Nerr Ycrk City H€d& Code pmvidcs thst the Boatd mcy continuc or

rcssind' NY Cit"' Healrh fode {NY City Health Code {2,{ RCNY}} $ 3,01 (d} (emph*k sddcd}.

Nothing ia that s€cticn states that &e Bomd may anend a$d contiuue the emergency order. On

irs f*cg that secrion only allaws &c Board to continue the order -as is" <rr to rescisd the order and

issuea mw order.

In fhis iffilaffe, fie Board did rrot continu€ the Commissioner's Order. Even though the

Resolwion rcknowledges tha Commissioner's Order in thc preamblc, mthing in tlrc Resolution

states it is continuingthe Comrnissiomr's Order- Instd. tb€ Board allowcd the Commission€r's

ffEr to srpire d created a nsw ords via its Resolution dattd April 17, ?0t9.

fudd, thc t€rf,s ofthe Commissioner's Ordcr are materially di{ferat &om the terms usd

in the Resolution. This vcrifies thu thc Commissioner's Order and the Rcsolution, sltbugh ttry

bo& address thc sarne topic, sre ttro differcnt directive, md ss sucb om is rcr a cantinuafim of

tbe othcr. Firul, tln Resolution entirely rcdefines wbat cmstih.Ss a Euisaffi. The ffs defincs

Pagcd ofl9
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tbc nuisatr€ as thc prcsenc€ of a persoa unvaccimtad with MMR-I The Resolution defim thc

nuisarcc as &e measls outbrcak-4

&1ond, the Rcsolution recategorizc idividuals rubject ro tbe violslion in several

imponnn ways:

& The Commissioner's Order includes pcople who *livg wor*, or resides* in tbe

aff@td zip code" but the Resolrrtim only includes Mividuals who "livc[J or

workff ia rk afrestd zip codes. Petitioncr-Appclhe'r llcering Erhibits f & 2'

The dceision to not ir*clude people whs *rtsideo in thc eip code is important.

Merrian-Webster's dictionarl' &firrcs *reside* to mean: "io dwell pemanently or

coatinmgsly: occupy apl*e as sne's bgal fui€ile." Merriarn-Wcbter's Online

Dictionary, at*ilabte at htrysJlwww.meini*m{$€bster,csm/dic'tionary/reside-

Converscly, tbat samc dictio'nnry dsfucs *live- as: "to pqss ltrmrgh or spd tbc

dgrarian o{,1" Merriarn-Webster's Onlin€ Di€tiomry, owilable at

hrps:/,lwww-mcri*m-webger.comldictionaryllive. Ibtts, &e Commissiorrr's

Orrder inc6*s pcople vho were not ffiralty lifing in thc zip codcs d rhe time of

t56 6r16er" bgr who mrintain theirlegd dmicilefue (ag., pqlc wb wae away

for fte s111nmerl orrrbo live abicsd for a pmiod oftime); in contrrst, tb Rsolutim

only inctrdes pcoplc wbo re pbysically present in tbe sr*'

: -WI{EREAS, I f,lso frrd th4 tls presence of any pcnur ia WilIiaosburg lEcting fu [.{MR vxcinc, rmle*c ift*
t,*ccie is othssisc mcdically csrtn-iodicafcd or such petson hae danronrtrdld immlaity sgain3t dc", clttl.s
; ;""".*ty qd awidable rirk of eninuing rhc artbrak aad is tbcrefore a nuisanrc, :s ffi b Nm, YortCity
Admiai**ive CodG $17'142[.f Pddoer'App:8cb Bcrri4 Erlibnr r'

. "VHEREAS, rhE Board of Fealtb l"gs& tk rfarcsaid f€rofis of a1'cr 300 case of rdt* rc srfficicnt poof n
a*fuiix the dccltrdig[r ttrat s urtbreak of mcasle* ix occtnirg ia sittim*l4 tl'r[ tllf€alEss ihc ltrllb sd sf{ty
of Ncw yo*g.i md ir immcdiatety Ougsrouf lo hunsr lifc sd hfb rtd csnstiblss a grblic nrtiior{.f
Pcrilicrr-Appdht'r Hartog Srhlb& l.

Fagc5of 19
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b. The Comrnissioner's Onds includes children -older r:han six months," md the

Resolution ircluder childra r'"i;g 6snthq of age and older." Petiti$er-Appelhe'r

Hearing Erhlblts I & 2. Therefore, rder tbs Commissioner's Order, children

who urerc six months old were mt requird to be vaccinatd whereas, under fhe

Resnlutiou, six-month+ld babies were rquired to be vaccinated.

c. The Colnmissiolcr's fuer doe not isclude cbildren who atterrd school preschool

orchildcare iu th atrectod zipc@ buttheR€$olutiondcrs includecbildren nrtlo

*atteadfi scbool, preschool or child care n'ithin the afiEcred zip codes.' P*dfioner-

Appellec'r Hearing Erhibit 2.

d. The Comrnissioner's Mcr enr€ryts childret rrhose par€nts or guardians prol'ide

documentation shwing that MMR is rpt rrdically appropriate, wheres thc

Resoiurion is more oc€rqrs and requir* that such documentation mect the

satisfdion of Pedtioffir-Appellee- 
j

Third,thc perrattie* are oridy differenr Thc Commissiwr's fficr includes a'lraming'

that *[flaifure to conply sith this Ordcr is a violatian of $3.05 of the Nerv l'ort City Halth Cod€.

and a mis&rnanor for wbicb you aay be subjet to civil andlor criminal finea forfciturs md

peaalties, inctuditrg imprisormeot." 9cdtiomr-Appdlee's flerfug Erhihit l. The Resolution,

horrever, did uot include this lmguagc and ryted to enhame the civil pcnalty by adopting ihc

provision of NY City Health Code {24 RCNII $ 3.1I (.s} ffid $bjecting violators to fines for eacb

farnily mernber, d for cach day s penion violates the Resolutisn- This "erthancd* civil pefidty

3 Tk terminobgr m{y sem similar bctw*D thc Cornmissioocr'r Order nd &e Rsolrsim: horrevcr, it hs a legal
disirstion. O&errrisr. ltr Borrd rvsgld nnr havc goae thmrgi dt€ etrort cf amcndirg tlrc hgutgc in its Rcsotutiotr.
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did not rypcr in ttc Commissio*er's Order but is includcd in the *resolvod" language of thc

Resslution 6

1n srm" the Resolutioa changes nurtreroui legaly p€rtirent aspcb of the Commis*ioneirs

Ords, ircluding the pmhibited codlct, tbe popularion subj*t !o ihe ordtr, trd ths pendty. This

is pr*isely why nowhere h the Resnlution fu it ever slatc rhar it is continuing the

Commissionef,'s fua. Tk Resolutiotr plainly crcalcd a necr and di*incr order, and per tht

rrqutrsrrsts of NY City H€alth CodE {24 RCT\IY} * 3.01 {d), th€ Commissioner's Ondcr expired

oo April 17, 2019,

For these reasonq ir is evidmt lhat the Boad did not co'ntinue tbe Commissioner's Or&r.

Tk Snrmnscilestbcdf,te cfoccr.nrence ras Agril29,2Ol9. Becruscthe Commissios'sOrdcr

expired oa April I?, 2019, priorto the date of occurr*ce! tk Tribusal must di$dss th Surnrnm'c

becaus€ it was an firor of law for tbe Hcari4 Officer to s$tais the Suamnlng.

N. TT{E STJMMONS SIIOTJLD 8E DTSMISTiEI}BECAUSE MNS. BIEDE*TIAN WAS
NOT PRESEI{T AT TEE PLACE SF OCCI,}RRENCE ON TITE DATE OF
occlrnREilcq AilD TFE*SFORE lio vtoLATION E)ilSTErl ^AS ALLEGED

The Tribrmal shsr{d disrniss the Surnrrtotrq. beause !vlr* Biedsman dos mt reside * $e

rddrggs listcd on fhe Summons as tlre '?lsc€ of Occurretct- illd Mrs. Bicdffm.r sxs nor prescnt

ar ftc *Placc of Oeurrcncd' when the alleg*d violation took place on April 29, 2019. Mrs.

gi€d€rrrgt pre$criod nrfficient and reliable evidenee at ee headtrg frral she did nor live or reside

at $c *Place of Occurrencs* 8s lisred on the Summons and was trot ptrscrlt at ths location on the

timc sd d*r of occurt !sc. Rspondenf-Appdlert's Hcrrhg E*ibit 60, Iladrndon of

e *RESDL\Iff, *s my pcrsn rcquircd by thifi deslareion to bc irsrormir*d 4rh$ messle$, or any Psld tr
grrsdiafi rcquircd by it to irnmunirc his or hs drild- $tll bc viol*ing &is o'rder and bc slbid to tlrr firs stfurixd
by ryplicrbic kr;, rute rnd reguhtiau cacb day thc he, drt, or *ch child smtinucs !o r€side, r'oa* €r atd xlnol.
prsi.iool or cbild c$c ir ay of tbc aff€ded rip oodss wi&or* txviag bsr vaccirdcd rph* mra*r until ntch

imedr* riis ou&16akisdrclscd m bc overby tbeCommi:siscrafth Dcprracnt ofHcath atd Mstttl Hygcnc'"
Fcddoocr-.4'ppcd:c'c Bcrrhg Erhfrit 2-
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Chrvr Slcdcmen; Exhibit C, P*rt C, Hering Trrnscript p S7. Therefore. it was a$ efior of

las for &e Hearing O$ctr to sustain the Summons bcause ns violation exisrd as dlege4 and

thus the Tribilnal must dismiss tbe Summns.

I$. TEE SUM*IONS SUO{JLD BE I}I$TilSSED BSCAUSE THE SUilI}TONS FAILES
TO ?ROYIDE REASOI{ABLE HOTICE TO MRS. BIEDER'!{AhI AS REQT}IRED
BY DUE PROCESS AND TIIE lT{ElY YORK CTTY CEARTER.f TOffi

Furrhermore, the Tribunal dmuld disnis$ the Summons becausc it failed to grovide

reasonable notice to Mrs. Biedermsn Due process rrquires *rat Mrs. Biedermm be provided/oir

notice of the cbarges lo that she may prryarc and present m adequate deftnse ard opportuity to

be heard. ]rlatter af BIrck v- Ambaeh,73 N.Y. 2d 123 { t 9E9}. The New York City Chartcr requires

thst tt a minimrrrq tht Summons provide an amt;r:ate shl€$rffit of tbe maltcr to bc adjudicded.

HYCC $ 1046. The Summons (even with the Coramissioncr's fuer cd Resolution attached)

failed to meet rhcse stadtrds.

Bec*usc the Csmmissioner's fu€r and the Regrlution art so differcnt, &re prrocess

requires th* lvtrs. Biodcrman be lsson*bly md rccumtely irformed of which srdtr slx is allegd

to have viol*tcd. Otherr*'ise. Petitiona-Appellee has deprived her of the ability to mounl a viable

md efrective dcfensc to &e allcgatiors. For cxcmplc, tlte Cornmissioner's Order ad thc

Rcsolution &fiac the rcrm *nuisance* differreolly; fu itrdividuals grbj€ctd to tb€ tws olders arc

disimitaq and &e Commissionds Order cites passible imprisonment" $'he!e*s thc Rssolution

na{aps civil pealties fsr erch day tk sr&r is violated. To Srrtb complicate this issuf! the

Resolution enforces rlesc civil peuahies against pefisns wb 'teside" in dre tff€ctd zip codcq

yct thc lurgnegc of the Resotution irsetf do€s rct mmdarc thc MMR vaccine fsr irdividuals wk

'terid€* in tlrc aftctsd zip codes - only for tkc who *livefl or t*trrtfi within the *fFectcd zip

sode$- sild childrgn *lw "tiveft or a$crdfl school, prcaclffil, or child care within the affocred zip

Fagc tof fl
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c$des.-? Pditiootr-Appellec'r Eerring Erhibit l Thcreforc, thc $ummns {eva with the

Commissionc,r's Order and Resolution attfichod) does not provide fair mtice of &e ords that was

au€gpdly violstd ard rs srrh prevats Mrs. Eiedermm fronr mounting an eff*tive defenss-

Nat only fu rhe Summons fail to pvide fair notice. but it also fails p'rovide ar accurate

statefidst of the mattcrs to bc adjudi€td. The "Dctails of Yiolation' of ths Summons, 8s sl+oril

to by th€ issuing officcr, refer to both the Commissioner's Order and the Resolution as two distinet

orderc. Tbis wtion states that tle Commissiorxr's Otder rcquircd "all pcrsons wbo live, worl or

attsndschoolwi&inZlPcodes I12S5. 11206, I llll rrd t 1?49 CIbcvwinatdagain$masles-*

Erhibit d Snmmonr. This reprerntation ef the Commissioner's fuff is incorrecf. The

Cornmissioncr's fucr did not include irdividuals wha ancnd sclrool in the affested zip * but

did inclu&people who'rcsidc- in fie affeted zip codes - which tln Stmsas fails o includ€.

Petilioas-Appclk'r Hering Erbtbft f -

Finally, tk -kails of Violaion* scction of rbe sworn $urrmons summarizcs thc

Re.solutiou as requiring vaccination ounlsss they demoas*rate proof of immrmity or tlret

immrmization isffi Egdixtly apprapriare.' Exllblt d Srrnmme. (cmphrsis add€d) Ilowcver"

the Commissioner's ffi;and the Resolution both statc ftat Mrs. Biedernau Eost dslMrste a

-mdical excrnption." From a rnedical perspcctive. thesc two tcrms are vastly different and caus

uncenainty rs to wh$ Mrs. Biedeffisr is requircd to shw in order to *t&lish thx tk ehild

medically ca66rt rcccive tfoe vmination. $6r, Erbibtt C' Ecrriug Tnnrcrip! pp l{*l{S

{discussing Paitioner-Appcllc's dcfinition of a "mtdical cxcmptior" to the MMR vaccine},

? *RESOLtffD, rtr.r ily ptrson rcquircd by this dsclratioo to bc irEmuni:d agriru* measles. sr ey Fqwr (r
g,,rdi{ rc$lfucd by it tg irnqrtrizc hi* or htr ctild, sfi*tl be Yistding thi: u& ad bc s*$tct to ik fiffe au$ori&d

[y ryf 1g€O* ]nr, rulc d negu]ariom ach dfiy rbd be, shc, or glcb child continua !o rclitq r*ort or sntcnd schol.

Fi-[b-"t * *titi cre in rn! af rh deed eip cadss wirtrout beving bc& v*cidd rsdns mcadcr uiltil crch
"tine rht rtrb ouffi is d.chrs.* nc*oru-rppcm'r f,cerhg Erlibat 2. tcmphsis ddcd.) Ttc disinctioo

barrcar the wor& 'livc- ud *rt*i&* src lcSdly siErificart Sce, rgumcafi a Scerion I' p 5'
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These ambiguous ard contlictiog statemeuts confirsr the standard ad deprived Mrs. Biederman

of aormting a viable dcfense to the Sumruons. Furthcrmore, Mrs- Biederclm wrs clearly not

pmvidcd "an accurale ststemeiil of the maltcr to be adjudic*ad* as required by NYCC $ 1046.

ln sum, tlrc Cornnissicner's Or&r and thc Board-s Resolution are a total imbmglio. The

Srmrmons does nof provide an accurat€ $talemeal of tb srattcr to b€ sdjudicatd ard dos not

pmvide a laype,rson with rssonnble mtice of which orrder n'as violated. Therefore, it was an flTor

of lew for the H€ariug Officer to sustsin tlrc Summorrs beause Petitioner-Appetlee failed to

provid* Mrs. Biederman an flscnrrate stat€mtri af thc matters to be adjudicatd as required by the

New York City Charra $ 1046 and fair noticc as required by due prcc€ss of larv, ad thus thc

Tn-hmal must dismiss the Summons.

rV. TEE S{'MIfiOI'IS SHOULD BE DISMISSEI' BECAUSE THE EEARINC
OTTICEN DEPRTYED MRS. SIEDEn}TAI{ OF A FULL AI{I} FAIN HEARIITIG BY
REFU$IF{G TO ALLOW CROSS.EXAMI}IATION OF THE IS$UING OFFICER
WHENE A DISPUTE OF FACT WAS PRESENTEI}

The Tribrmal sbould dismiss fts $rtnnnonr, beause it was an error of law for the Hearing

Officertodeprive Mrs- Biedermasofa full and fairtrearingby refusingto alloq'cmss-examioatioo

of rbe issuiag sfEe€f, where a diqpute of fact w:ts prcseild.

*A respondcnt may request the [issuing officer's] appearar$€ if it makes an offer of proof

to refute thc allegations on * surnrnsrts and it persuades rhe Haning Oftrcsr tbat crus'cxamining

the fissrins officer] about a diryutod frct woald b€ hetpful." ,VIC v. Fantage Assrciatx" Inc.

{Appeal Na. 1100746, October 21,?Oll}. Cotrnsel fiur Mrs. Biederman profferd thst cross-

examitrrtion of fu issuing sfficer was n€c#sary ia order to establish whetber the MMR vacciac

was medically apgropriare for the ehild ad whether prmf of e mdieal exenption rras rcquested

beforc tk Sunmons was issued. The Hearing Of$cs d*li:ad Ms. Biedernran's ryplicttion to

crosf-cx$nine thc issrdag offics, holding thst the dogor rydag oa bchalf of the Petitioner-
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Appcllec. Dr" Je$ifer Rosen ("Ilr. Roceu"). was cvailable a$d could ansrp€r any qucstions

rcgarding these disputed facs. E*ibit C, Hc*ring Tnnrcrlpt, p 14. Howcver, when

questioned, Dr. R<recn lackod any tnowledge of the facts lcading to the issuance sf &e Summoas

and was unable to presenr ffny rcsporses ta qucstions direct€d at there disputed facts. For cxmple.

Dr. Rosen: did not hw whse &e child was exposed {Exbfbft C, Helring Tren*ripf p f07};

did not know where rhe ehild's address was obtained tErhlbtt C, Earing Tranecrht, p f09);

did not lcnow if the child hd any mcdical mntrairdication ts MMR before the Srrmmsns sas

iseu€d {Herring Tnrucript, p f l?}; and did not know if my person ftrum the hcahh departruent

had comand Mrs. Bidcrman to determine if the child bad bcn givet MMR beforc tk Surnmoas

was issued (Heariug Tnncript, p ll?-llt).s

Thutr, it was an ermr of law for the Hearing Offcs to refus€ Mrs. Bicdcrman thc ability to

cross-examine the isnring officer and deprive Mrs. Biedermm of a full and fair h€ding; and the

Tribc'rrrtl mus dismiss the Sunmom.

V. TgE $TiMMONS SHOULD BE DISI}II$$EN BECAUSE TITE IIEARING
OFTICERDEPRI}T,D IITRS. BIEI}ERI}IAN OF A FIILI, AliD FAIR EEARII{C BY
RETUSI}iG TO ALLOW A NE*SONABLE (:BOSS-EXA!ffNATION OF
PETITIONER.AFPELLEE'S EtrTPERT

The Tribunal should disrnies the Summons becarne it was an error of law for the H€srittg

Officer to deprivc h[rs. Biedermil of a full ad far hearing by rcfusirg to allorp a rcasffiSl€

cross+xn'ninatiort of Petitiouer-Appellee's expst, Dr. Ros€n.

The Hearing0fficer refirsed to allov Mrs. Biedermm's counsel an opportlutity to conduct

a rcasoaable cross-examinatios of &. Rosen- f,*tbit C, Herring Trenscript' pp l3l-13'?; 2d{1.

c This li*e of qustioaitrg $as regarrdiry ttr chitd agsociatcd wilh SurnmonsNumber 3019&19L0. I{osevcr. in thc

inrcrcsofjudicial cco*o'nry, *lcparti6ard tbc Hearing Officer agncdto inorpomtctbc argumaaandexhibits from

rhc hcaring oa Srsunoas Nunber 3019e19L0 into fr reord for Mrr. Bi&nrn's bwing" E$'&ft C. f,aniag
Tnnrslpr, pp t{2-l{3; 2dl-Yn'"

hgc ll of l9

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 71 RECEIVED NYSCEF: 01/04/2021



ln fact" mcst of the trearing time rvas devoted to the Hearing Officer unreasonably curtailing the

crarss-exrrninetion of Dr. Ros€* ad Dr. Rosen refusing to provide responsive answers to

qgestions. E*ibit C, Serring Trrnserip! pp 152-153. Therefore" the Hearing Officer

committed an errff of lary by preventrng Mr* Biedsrnan.s counsel of the cbmcc to reasonsbly

cross-examine Dr. Rosa ad dcprivod Mrs. Bidtrrnan of a full ad fair hearing and as srch the

Tn:bunal must disniss the Srrnmons.

YI. THE SIJMMONS SEOT'LI} BE DISIilISSED BECAUSE THE HEARING
OSTIC:ER'S DECISION LACKf,D A RATIONAL BASIS AITID IS NOT

FACTUALLY SUPFORTED

The Tribgnal shoutd disrniss the Summons bwause the Hcaring 0ftjcer's decisian lacked

a ratio'nal basie snd is not factrrally supporred.

The Hearing Offics ststed is his sdtten decision tlrat Mrs- Biderman *relied qpan the

last paragraph of the Oder, whieh *statEs, 'ftJhis fusr shall reraain in effect until th€ next mseting

of t6g I.IYC Bosrd of Heal* scheduled for April l?, 2019, at which time it rnay be continucd or

rescindsd by tln Eha;9"' to make the argurnent that rhe fHer expired on April 17, 20I9. Erhibit

B, Earing lleciriou. (enrptr.asis addd.) However, Mrs. Bidermm did not ruIy r1rul this

stetemrnt masg in the Commissioner's Onder. Insread, Mrs. Bicdsrman's argurnent was 6mly

grogndd iu NY Ciry Healttr Code (24 R{}{Y} $ 3.0t (d} and was merely reinM by the

language sured in the Cornmissioner's ffer. In frct, cotursel Ibr fufrs. Biederman rd the charter

prcvision on 6e record in nryport of this argumenl E$ibit C, Hsering Tnarripl pp 2GX9'

Coun*l for lvlrs. Biedcrnan paused during this argument becans€ it afpeaed as 6ougb the

Hearing Offieer was nsr payrng aneotior. E*ibit C, Fartng Tranraipt, p 29. Thua &e

tlering Offics faile{ to consider ryplicablc law-
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Moreovcr. counscl for Mrs. Biederman rnde al extensive afgument ihat upholding the

violation as to the child *as unjust entered 45 doeuments isto evidsme to support the conclrsiorl

and cited to and rd inio tlre recsrd the Hcaring Officcr's authority to dismiss a surnmsns bas€d

upon thc intgEst of fairness md justice fosnd st NYCC $ 1049 t5) (a), Erhibit C, tserring

Tnnrsipt, p l5l p t?l; pf83. P*itiw-Ap'pellc* presenrd no count€r-argumert regarding

this issue. The New York City Charter $ l0a9 requires ttn Heariry O{Acs to consids ninc frctore

wlren reaching a dcternination sn issuefi off'airness and justi*; yeL the Heariag Officer failed to

eddre$ any of these fmtors or reach a dstcrmiffftisn ca {his issue in his wricen decisim

Fnrthermsrer coun$el for Mrs. Bidqman mde an exteruive aq;r:nrart that the MMR

vmcine wasndicdly isapp,ropriate as to the child and entered 550 pages ofdocuments to suppart

this eomlusion- Exliblt G Herring Trrnscript, pp I 3Sf 39 ; p 112:, PlS. Th€ H€aring OIEecr

failed to ddms rbis issnrc or remb * determinatisn in his lrrritttn deEisiffi, anen fuigb tbe

Summons s*ares 
*mdically appropriate* as a Hson ro forgo MMR vaccimtion. The Exhibits

presented atc tusmsriaed in Section X belas-

Finally, the Hearing Officcrbeld in his writen deeision $rt the *Apnl 17, ?019 Resolution

continu*d the Commissicner's exercise of emrrgency authority, which oprrted to continue tlrc

validity of the Commissioocr's April 9, 2019 Ordsr.* E$ibit q Ecrriilg lhcitiou. This finding

is not supported by rhe facrs becilse both parties agnrcd on the retord that the Commissio*er's

Order sxpir€d c,rr April l?, ?t119. E*ibif G Harirg Trenrcrlpt, p.58. The Commissioner's

Order ctrdot simultmusly expire and contioue to be valid. In tb altcrnativc, &e Hearing,

gfficer's finding that thc Commissioner's "exercisc of authority" was coritinutd by drc Rcsolwion

is nat dispositive ofthe issrspe*nted at the baning becaus€ ttle Sumrrcns cit€s Mrs. Biedcruan

ru having violated thc commissioner's wriuen ot&r. not the conrmisisnds excrcisc of
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emergfficy sutkity. Thenefore, th€ Hearing OIficer's fmding thar the Board continued tllc

CommissioceCs exercise of auttrrity is irelenant.

Consequatly,theHearingOfficerfaitdtocstrsidcrtk applicablelaw and argumat when

m*king his dccision. For &ese re*sooq the Hearing Offtcer's decisien lacked a rgtional basis artd

is mt frctudly snrp'portod; hence, Mrs, Bidsman r*rs deprived of a full and fair heari:cg, md &e

Tribilna! must dismiss tbe Sumcpns-

vtl. TrIE SlJt{*fi}NS SHOULD Bf, DTSMISSED PURSUAI{T TO ryYCC S 1&{9 t5} {e}

The grrrrmoln+ should have ben dismiss€d prrsranl ts NYCC $ lS49 (5) ta) beause the

urdisputEd evidcnc* at tbc he*riug reflected the follorring:

Exhibit 2 - CDC, MMR lfarlcine Infonwtion Stat€rrrent {tisring somc of tbc sidc
effecls of the MMR v*cine, fuluding seianre, full-body rash, deafoesq long-tcrm

ssia$€sr €om4 lorvacd consciausness, ad brain dmage)'

Exhibir 3 * FDA, Swtnnry oJ Clinixat hwestigation Srrdr'es af IMMR] for
Putposes af Srytport for License {reflccting that only affirnd 800 childnen

prrieipareO in tlre uuderpoxaed pre-licensing shdy, no-placebo coffrol grouF

d a safety rtvisw periad of a mere 42 days).

E*ibit 4 - FDA, ild (summarizirg the 2 I S-page nf Exbibit 3 ffid includhg chalts

tb$ shsrr &e high ratc of uppa rqir*try infscti€tr and gas*rsint€cfiifal illrcss
foruial psticipmts).

Exhtbit 5 - Institute of Mcdicinc {*lOM*}, :{ dtr;rse ESec* af Pmussis and Rvbeila
Yaccines {funsk*ing rhat tb available science $ryporis a causal relationsbip
bc*ween the rubella vaccinc and chrcnic and acutc antuitis)-

E*ibit 6 - IOM, Adtty,se Events,{srocialed with Childhd Ya*ines (rcvaling
that for lE of the 2l most rcported advste evar folowilg MMR is lg94' tbe

Cm had not corductd the sciercc lo determine if ths MMR w* causally lfukcd
tn the dversc €,r/crts; fogwevq the available scire did drow tht MMR was

c*r$*lty litked to anaphytaxiq thrombocytopaia d dcse).

Exhibit ? - lOM. Adverse Efects of ttactiaes, Evidencs and Causality {s|gving
thet in ?0t2, thc CDC M not conducted tle scieace to dstcrmiar if 23 sf $c 3l
cmmonly claimed rnjurics Aom Ss MMR vaminc wirc csusally li*d to dre

lfssitre).
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Exhibit 8 - IOl,f, Adwrse Erenfs Associated xith Childhosd Yaccines {fuding
scsnt scicilce researchirg $hy some people rcsct negatively ts vrceims and

encouraging CDC to conduct the science).

Erhibit 9 - IOh4.,{aberse Ef?ix a{Yaccines, Evidence and Causaliry' (st*ting that

&e CDC still hss not csddustcd the science to dsterrnin€ vhich childrcu nsy he
injured by vaccioation).

Exhibit l0 - Nature Genetics, Cammon twriantt associcred $rt& gancral and MMR
tqccin*related febrile seizures {identifying specific genetic ma*cs for wheo a
child will hvc seiaues derMh{Rvaocination}.

Exhibit I I - St0t Millisn Atard far Ea*phalapthl, {rom MMR Yarcine
(Eeorting paymenl of $l0l miilioa to Parcnts of a child injuxed by the MMR
vaccine).

Exbibir l2 - CDC, Yac,cine hrcipienr & L{edia Satntnary (listing t}re excipitnt and

media ccntained in thc MMR vaccin€, including but not limited to, chick embryo
cell culture, WI-3$ htmm diploid luqg fibrcblastq hrrun athrmi4 bovinc cdf
s€rum" and oeoroycin).

Exhibit 13 - ATTC, MRC-S {sho'u'ing tbat the MRC-5 cell liae is derird ftom the

lung tissue of a l*week-old malc fems).

Exhibit 14 - ATTC, W.I-38 {describing that the WI-38 cctl line was derived a 3-
mnth+ld fsmale fetus).

Exhibit t5 - Tb€ National Catrolic Bio€thica Quarcdy, A Srief llisutry of Hwrvia
Diploiel CelJ$trar'as {decribing how dozcm of fetus€s sere usd to develop faal
cell linw forusc in vrecincs).

Exhibit 16 - Prroceediags cf ths Society of Expairncrrtal Biology and Medicim,
Cytalogical Yirologit*l and Chranosornr,l Studies o{ Cell Stains from Abaaed
Hum*n Frnrses {rcva}ing r}tat 80 eborted fe,tsses *e,$e uscd to crreatc the n$ella
csnponrat offte MMR v*cine).

Exhibit l? - Ssild Chicc Pharmscesticd kutitutc, Apen Letter to lag*latars
Regarding Fetarl CeII DNA in Yacciaes {discussing fe*al DNA corrlminmts in eE
MMR vacciae).

Exhibit l8 - A6srwlerosis, Association af measles and marnpl with
csrdio+zsrrdar disease; The Japr Colloborative Cohort (JACC1 sne* (findiug
that measlcs mdiorsurys infection ws associatod with sipificetly lower risks
of mortality from cdicvascular discasc],
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Exhibit 19 - CDC,ffearrCIrsedse.Fdtcat d ,slarrsn'cs (iodicstiagthct 610,000 Soople
die of bcart disense in ttle Unitd States evcry year).

Erhibit ?0 - Lei*emia Research Do childhd diseas* aSect NHL and HL *k?
A caseaontrol sudy fram nofthen snd ssuthern ltcly {fiading tlrlt participants

who did not have a history ofmeasles hf€ction had a 66 p€rctrt isereased rate of
Non-Hodgkin's Lymphoma snd ?33 percent inqeasc of Hodgkin's Lynphoma).

Exhibit ?l - Medisal Hlryorhess" Febritc history infectio*t of cmcer ehildhemd

dr.yaases in the patients and xwtthed controls {findiqg a history of febrile infwtiot$
childlmod disease, sush as measlcq lowss the risk for cancs]-

Exhibit ?2 - British Medicat Journal, Inlantile Hodrgkin's Dtscare.' Remisrion after

iUeasles {descdbins rtrnission of cmcer after a measles inf*tion}-

Exhibit 23 - NlH, eancer Stat Far.ts-' Non-Hodghin Lymphoma (reeotting 74J00
nev cdr€s of No*Hodgkin Lympborna ia 2019)'

Exbibit ?4 - NlH, Cancer Stat Facls: Hodghin Lymphama {hdicsliry E"l l0 nery

casro of Hodghir Lympboma in 2019).

Exhibir 25 - Cawer Dtf€c*i$B and Preveotioo, Aal;rre intecrtons as a me*ns a{
ccilc*r pr€vention: Opposing efecr to ehranic illlfeAians? (finding thet expasure
to febrile infmtious childbood disc{ses, ircluding measles, werc a$socidd wiih
subsqueatly redrrcad risks for rctano&a, oysty, ad multiptc eilsers cambinedl.

gtlilit 26 - NIH, Cancer sut Fscts : ovsrian cancer {rreponing 2?'530 n€m' castr
ofovatia cffier in 2019)-

Exhibit 2? -Pedialira Allergic Disr<orre and Atrytie sgjasid4ian in Childrn in
Relation to Measl*s Yasinatisn and Measles Inlection (finding that mles
infcctioa lnsy prot*t agcin*t alletgic disass in children).

Exhibit 28 - Altqol * lmmunopathol, Frequenq af ctlergie di*usesfallouing
measles (fiding that all*{gic direasef are l€ss &equcnt in chil&m rith a hi*ory of
msasles).

E:ftibh 29 - American Journal cf Epidemiologr, rlfecs/es Infextiaa ond Parldrrsan's

Disease {ftrding a ststistically significant reduced rirk of Par*imon's diseas* for
6oae *'ho hd mrule during childhood).

Exhlii30-Melchi{illR M@a*w€?{ Package Insert {*M*M-R tr hffnotbe€r
cvaluated for carcinqerric or mutagcnic potmrtial, or potential to imp*ir fuil*y')'

Exhibit 3l - PloS Oaa,{duer-se Eventsfollo*ing 12 and lE Mattth Yatdnaliotts:
a Papuktion-Basd, Selltgoooulled Case Sensc l*atysfs tfmditrg significantly
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slstiated risLs of smerg€try room lisits one t$ f*o weks followrng 12 and 18-

mocth MMR vaccination).

Exhibit 32 - FDA, Supplemental Appnnul Lett*for MMR {a6ffing to the Adveruc

Reactious swtian of the MMR pmkage insent 'transvers€ rnyclitis* in ?014 and
*Henoch-schanlein purpua* and *acute hemorrhagic edema of infancy" in 2017).

Exhibit 33 -Joursal ofTrmslational Scienee' Pilot corrytarative stady on the heatth

af vaccinated and vnyattinated 6 ta trl-year-ald U.5- thildrm {fiding that

ruccinared individuals hsd a hidrs rate of several fomrs of chmnic illness od
nsurodevelrymatal disorders).

Exhibit 3,{ * U.S. House of Rcpresen*rtivq Commifiec on Covernrnent Reforu,
Con$icts af Int*est in Yaceine Palir-v *taf;ing June 15, 20(B {discussing &c
coilflicts of ittefest &sr vaccine policy-makers have with phrmmeUical
compnies).

Exhibit 35 - CDC, Notice to Readers: Recommended Chitdhaod Immunization

Schcdale - IInited Slafe$, ?000 (reflecting tbat the MMR vaccinc was ol tbe

childM immrmizatioar schadule when the Commitrce oq Govsnmcnt Reform

issud its Majority Staff Report regsding conflicts of interest in Jtme ?0{O).

Exhibit 36 - 4Z USC 30018-27, Mandote for safer childhsd racsirs {statutory
scctisn rmderpinning vaccine safety in &ic c{untry rhich requirad ttt€ Utrit€d

Ststes Deputnent of Heafth and Human Se*iccs {*HHS*} to $Smit * bisnid
rqort to Cougrcss detailing imploveruents nade regmdiry naccire saf€fy).

Exbibit 37 - Informed Cottsent Action Neworkv. I{HS,l8-cv{32}5, Stipul*ion
& Oldr, d*ted Juty 6, 2018 {wideercing tbat HHS hss Estt€r oncc submified n

rclort to congrm as rquired by42 USC 300c*-27)-

Exhibit 38 - HHS, Response ts Frdom of Infarmation Acr Request (edrfting
&nr rh€ Tgsk Force for Safer ChildM Vrccim roquitcd W 42 USC 3fiha-27
w*s di*aded in 1998).

Exhibit 39, Physiciars for Infqmed Cmsffit, itea.rls$ I{hat Parentc Need to Kn(hc

{derailitu &e bencfits ild risk$ of the }e{MR Yascise}.

Erhibir 4O - A*hives of Pedislrics & Adolffi{st Mdicinc, ^Fersrslen ce af, Meosle.t

Antibdies After ? Dueel o/I/easks Yaccine in a Pastelimination Ewitanment

{fi5fling drar rneagles ansodies $m€ sv&r time in ths absenc€ cfcilculatiag wild-
type measle).

Exhibit 4l - Ttrc Larrceq Measles Yirw l4feerion Vithsut Rash In Childhod Is
RelatedTo Disease InAdult Life{crrid€scingaseocialiotrbctwwr a negativehistory

hgc l? of f9
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of mcssl€s ard developnmr of imnunsrestive dismses, sebceous skin diseases,

dcgwarivc diseasca of bone and cartikge, ard certain tumors).

Exhibit 42 - CDC, Vaccine Adverse Event Reponios Syste'm {VAERS} Resslts

{results of the uqrtb€r of individuals re*iving a mcasle-coatainiag vaccine in
2013 tbat rEquird a txrspital, medical office, or enffgetry roofi visit aftcr
vaccinatiortl.

Exhibir 43 - CDC, Yial Smtktics at the United Srsrer 194A-1960 (sho*'ing that the

dg} rate fum measls in the Udt€d Smres declined by ot'er 98 peitent bctneen
1900 ffid 1962),

Exhibit 44 - Breh & Developmmt, Spontaneor.s improvement af intraetable

ryitqtic seizares follawing aclute viral infectiors (slrowing tbat sciatres
Aisapecarcd within two rrwks after viral infcctions srch as measle).

Wh€n pror.idd ffi opportunity to n*ut any of tbe foregoing evidclrcs, tk Petitions deslircd to

p'rotrer any erridence in rebuttsl'

Thus, lhe rdisputed evidffe reflgs rhat the MMR vsccine for the child was rct

mdicatly appropriate, aB tk risks of injecting tbis pruducr into thc child outweigh &e benefits.

YI[I' TEE $U}TMOfTS SHOTILD BE DISMISSEI} BECAUSE THE CO}IMIS$OI\{EN.
AITTD BOA*I}'S AETIOhI$ VIOLATE TITtr STATE AND UMTID STATES
COT{STITUTIO}IS

Tbc Tribusl should dismiss rbe Surnmom becaus€ tlre Cornmissioner"s Order rnd

Resolution vislate New York and United States Constiartions. Altlt$tg$ this uit*lnfll is troblc to

rule g6 issurs of Crnsrin$icnal la*,e Mrs. Bicdcrmso rcsclycs all islcs ard all Constitutional

clainc for apeal, irrcluding but not timild to, &e following:

First Amecaf Froe Exereise ef Religisn;
Fourteenth Amdnmt" Subgrotive Duc Process and Equat Protectioq
Fourtb Amcndmeot Unlawful S€arch d $eizure;

e *It@catk Consiurtio{Et cbrimr uadcrrhc Firsr Affidrflfit &e Cotnmete CqtqTbdffitle Duc Pro{..s'
end S6f,snd Fcd6d prir'wy rightt axE rlot gropcfy djadit*Ed by this tribqnal.* TLC. t'. F*tturc liawwitles,,lx-
Amed No- JRB000?3? {Mare} 6. 2S19} (ciring DC,{ s. fil{; foqraaey Ceat*, Apcsl No. l?00451IR, {func 39,

:fiiSl tfiditrg ttar tbe Tribunrl rras not thc popcr fonrm fcr djrdicatfug Firsl funr*&ss* claiss rs a drnst to t
srsturory dirclsre scbcme); WC v-,liftu 6oag, AFcd !isr. 160123#1 tlanrary 5' ?014 {finding l}td the

Tribilaal i: *oa 6c popcr fonran ts adjudide a claim of Csr*itnlioml tigh t$ fnvssy); D&l u ,llr. C's Clrlca,
AFecal No.0J39093? fFdnnry ]E,2017]tfindiqtharrhe Trib$rd isnctrhepropcrforumtodjudic*ceComntrce
Clausc cballenge).
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fift Ams.dmat, hoctdural lhc hocess;
Eighrrr'Anfut, Clud ad UEUnral hmitfule$B
NireA,msdmmt ud
O&aunanmsscd Rights,

DTtr-I{HD F(}N. TEITET

Th€ Tn:b$Fat cborld rwersr th Heariag Offiq'r &idott to susbin thc Summns for

ftsrcrsors fftrtd *ove.

D*€* Novedcr 30,2019 SIRI & GLIMSTAD LLP

Asm Siri
200 Pilt Aversre
t?thFhor
Hcc. Yodq Nsw Yc* 10166
TekGl4 532-1tx)l

Attffi rysforR*pdmt-',fppell'ant
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DOHMH v. Chava Biederman
30244-t9L0

I. The hearing officer did not err in finding that the Commissionerns Order did not expire

on April 17,2019 and Respondent was in violation

The hearing officer was coffect in finding that the New York City's Department of Health

("Department") Commissioner's Order dated April9, 2019 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH
v. J.DOE., Appeal No. 30329-19L0 (December 20,2019) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30244-19L0's ("Summons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only

allow[ing] the Board to continue the order 'as is" ..." (Appeal page 4). Respondent would like to

add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioneros exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the 11205, It206, Il2ll and 11249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg arca,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak. See e.g. Commissioner's Order (8th paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

York; and.."); cf Resolution (15th paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 4) that Petitioner conceded on page 58 of the

hearing transcript that the Commissioner's Order expired on April 17,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
the Resolution is applied to the Summons, the Respondent will still be found in violation since
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Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affirmed.

II. The defect in the Summons's floor number does not require the Summons to be
dismissed

The hearing officer was coffect in finding that Respondent received notice of the violation and
fair hearing even if there was a defect in the floor number on the Summons. Respondent does not
contest that she was served by mail, that she did receive the Summons and resides in Brooklyn in
the affected zip codes. She argues instead that no violation occurred because she lives on a
different apartment floor than the one listed on the Summons. However, Respondent fails to
show how the defect prejudiced her in any way and in the absence of any demonstrated
prejudice, dismissal based on notice is not warranted. See TLC v. Tawfik Al Shammaa. Appeal
No. 721403484 (November 13, 2017).

Moreover, in an administrative setting like the Tribunal, Respondent can be properly served the
Summons even if there a minor defect. See Reda v. Dep't of Health, 137 Misc. 2d 6I, 62-63
(Sup. Ct. N.Y. Co. 1987), affd, 143 A.D.2d 1073 (1st Dep't 1988) (though service of a violation
did not comply with the CPLR, it was sufficient as "[i]n an administrative proceeding the
standard for service is whether the notice under all the circumstances is reasonably calculated to
make the parties aware of the proceeding so that they have an opportunity to be heard."); See

Nole v. NYC Dep't of Housing Preservation & Development,26 A.D.3d 163,164 (lst Dep't
2006) (disregarding effor in notice as "no one was prejudiced by this mistake").

Accordingly, the decision should be affirmed.

III. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(c)(2) and (3), which states, in relevant part, that a "summons must
contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent
with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the
section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential
facts to constitute the violation: the date the records of the child were reviewed, that upon that
date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be
violated as the Summons states the requirements of both the Commissioner's Order and
Resolution.
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The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent
from knowing the elements of the violation or being able to put on a defense to the allegations.
See TLC v. Shaikh Ali, Appeal No. 10105610C (April 5,2019) ("The identity of the vehicle is
not an element of the charge and is therefore irrelevant to whether or not Respondent received
adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is
not waffanted. See TLC v. Tawfik Al Shammaa, Appeal No. 72140348A (November 13,2017).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting 44 exhibits concerning the measles vaccination and its medical
appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima FaIl,
Appeals No. 10087317C (March 12,2018) ("Finally, the respondent prepared for the hearing by
taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed.

IV. The hearing officer did not deprive the Respondent a full and fair hearing by declining
to order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon
request of either party, a Hearing Officer may grant an adjournment for the testimony of an

Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a
fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing
officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordon v. Brown, 84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether
the issuing officer should be required to testify and properly used his discretion to determine that
issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed.

V. The hearing officer did not deprive the Respondent a fair hearing by refusing to allow a
reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that
counsel for the respondent was prevented from asking questions directly related to the

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 71 RECEIVED NYSCEF: 01/04/2021



allegations. To the contrary, the hearing officer permitted the hearing to go on for hours
adjudicating and covered topics well beyond the scope of the summons. Clearly, counsel for the
respondent was able to inquire and receive responses on all questions relevant to the allegations.
The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

VI. The Summons should not be dismissed because Respondent alleges the hearing officer's
decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(gXl) provides that "the Appeals
Unit within the Tribunal will determine whether the facts contained in the findings of the
Hearing Officer are supported by a preponderance of the evidence in the record, and whether the
determinations of the Hearing Officer, as well as the penalties imposed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony
provided as he cites to the arguments and evidence presented by each side. The issue here is that
Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse
the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is
based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld
since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.10112809C
(November I5,20I9), citing Berenhaus v. Ward,70 NY2d 436 (1987); Matter of lfrahv.
Utschig,gS NY2d 304 (2002).

Accordingly, the decision should be affirmed.

VII. The Summons cannot be dismissed pursuant to New York City Charter Section
1049(sXa)

The ability for a hearing officer to dismiss a summons in the interest of justice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4)(b).
Charter $ 1049(5X". .. an administrative law judge or hearing officer may dismiss a notice of
violation/or a specified violation, as defined by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ubdiv is ion")(emphasis added).

The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5Xa) is not applicable
and cannot be used to dismiss the summons. Further, even if Charter section 1049(5)(a) was
applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.
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Accordingly, the decision should be affirmed.

VIII. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As Respondent concedes in their appeal (page 18, footnote 9), Respondent's Constitutional
claims cannot be properly adjudicated by this Tribunal. See, e.g., DCA v. EMS Pregnancy

Center, Appeal No. 170095HR (June 29,2018) (finding that the Tribunal was not the proper

forum for adjudicating First Amendment claims as a defense to a statutory disclosure scheme);

NYC v. Aihua Gong, Appeal Nos. 1601234-41 (January 5,2017) (finding that the Tribunal is not
the proper forum to adjudicate a claim of Constitutional right to privacy); DCA v. Mr. C's
Cycles, Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper

forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.
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(Respondent)
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Appeal No.30244-19L0 DOHMH v. J. Doel April 24,2020

APPEAL DECISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated
August 30,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against
measles.2 Having fully reviewed the record, the Tribunal finds that the hearing officer's decision
is supported by the law and a preponderance ofthe evidence. Therefore, the Tribunal finds as

follows:

Determination
Violation Affirmed - In Violation $1,000

BACKGROUNI)

In the summons, on April 30,2019, the issuing officer (IO) affirmed reviewing the records of
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on April 29,2019, and
observing that Petitioner's Citywide Immunization Registry (CIR), which collects immunization
records for all children receiving vaccines in New York City and which is required to be updated
by medical providers, had no record of measles immunization for Respondent's child, who was
at least six months old and resided at a stated address in Brooklyn. The summons alleged that
Respondent's failure to vaccinate the child was in violation of a Commissioner's Order, which
was issued on April 9,2019, pursuant to Article 3 of the HC, in response to a public health
emergency, and which ordered that all persons who live, work or attend school within certain
specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the
Order. The summons stated that the Order was to remain in effect until the next meeting of the
New York City Board of Health (BOH) scheduled for April 17 , 2019, "at which time it may be

continued or rescinded by the Board." The summons further alleged that on April 17, 2019,the
BOH approved a resolution (Resolution) continuing the public health emergency and vaccination
requirement and providing that the parent and/or guardian of a child who is not vaceinated be

fined unless they demonstrate proof of immunity or that immunization is not medically
appropriate.

At the hearing, held on August2S,2}l9,Respondent was represented by her attomey. Petitioner was

represented by its general counsel, another DOHMH attomey, and a DOHMH physician. The IO did not
appear.3 Petitioner relied on the summons and the DOHMH physician's testimony and knowledge of its
records. The parties agreed that the arguments made and evidence submitted in the hearing previously held
for Docket No. 30198-19L0 werc to be incorporated in this hearing including the Commissioner's Order
and the BOH Resolution. Respondent did not deny the essential facts ofthe summons, specifically that an

t 
J. Doe is used here to protect the privacy ofRespondent's child.

2 The Health Code is found in Title24 of the Rules of the City of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Law Charoed Apoeal Determination Penaltv
302t6-19L0 HC $ 3.05

DATE MAILED:

ATTY:

to a fair and

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 71 RECEIVED NYSCEF: 01/04/2021



Appeal No. 30244-1910 DOHMH v. J. Doe p.2 of6

emergency Order to vaccinate was issued, that the subject child lived in one ofthe targeted ZIP codes,a and

that the child was not vaccinated. In the prior hearing, Respondent argued ttrat ttre Order had already

expired on the date ofthe summons and Respondent could not be chmged with violating an expired Order.

Respondent argued that because the BOH Resolution had terms that differed from the Order,s and because

the Resolution did not specifically state that it was continuing the expiring Order, the Order was not
continued. Respondent further argued that Petitioner did not establish that it was medically appropriate for
the subject child to be vaccinated. Documents previously offered by Respondent regarding the efficacy and

safety ofthe vaccination in general were also incorporated in this record. Forthis hearing, Respondent

asserted that the summons incorrectly showed Respondent's aparfnent as being on the second floor ofthe
building instead ttre third; Respondent mgued that a chmge that she was in violation at that time in that place

was an impossibility as she was not in ttrat place. Respondent did not deny receipt ofthe summons by mail.

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the
Commissioner of Health authority in an emergency to exercise the BOH's power to issue an

order, which would be effective until the next BOH meeting, and that the BOH continued the
Order in its Resolution by cbntinuing the finding of emergency and the requirement to vaccinate.
Petitioner argued that Respondent was also in violation of the Resolution, which itself
constituted an order under HC $ 3.05, and for which notice was provided in the narrative of the
summons, and that the Resolution was by its terms effective immediately.6 Petitioner's previous
submissions, incorporated here, included "Frequently Asked Questions" regarding the measles

vaccine, published along with the Order, and a copy of the decision in C.F. v. The New York City
Department of Health and Mental Hygiene, denying injunctive relief from the Order, claimed on
scientific, religious, and moral grounds.' In response to Respondent's assertion that the summons
showed the wrong floor for Respondent's residence, Petitioner argued that for the purposes of
this summons, the floor was not material to the violation, that the material element for violating
the Order was that the apartment was in Brooklyn, as alleged.

In the decision, the hearing officer reviewed the arguments ofthe parties and found that the
BOH, by its April 17,2019, Resolution continued the Commissioner's exercise of emergency
authority, which operated to continue the validity of the Commissioner's Order of April 9,2019
The hearing officer found that the floor number listed in the summons, even if incorrect, did not
affect Respondent's right to notice of the violation or to receive a fair hearing. He found that
Respondent's Constitutional and scientific arguments were beyond the scope of the hearing.
The hearing officer credited the testimony and allegations contained in the summons. He found
that they supported a violation of the cited section and that Respondent failed to provide a
defense to the allegations.

a In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by
several sources, including health care facilities, but was not able to say which source provided the address ofthe
subject child. Respondent, however, did not assert that the subject child did not live within the affected ZIP codes.
5 Respondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months
of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,
preschools or child care services, the Resolution included those attending school, preschool or child care; and where
the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
6 As this summons was written after the Resolution's three-day publication period, Respondent did not pursue its
earlier argument challenging a summons that was issued during the publication period.
7 See 2019 NY Slip Op 31047 (April 18, 2019).
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On appeal, Respondent repeats the arguments raised in Docket No. 30198-19L0, relevant to this
and other 

"aser, 
regarding compliance with the emergency Order to vaccinate against measles.8

Respondent argues that she did not have a full and fair hearing because she could not cross-
examine the IO to establish whether the MMR vaccine was medically appropriate for the child
and because the hearing officer did not allow a reasonable cross-examination of Petitioner's
expert.e Respondent argues that the summons should be dismissed because the hearing officer's
decision lacked a rational basis; in the interests ofjustice pursuant to New York City Charter
(NYCC) $ 1049, found in Chapter 45-A; and on New York State and United States

Constitutional grounds. Specifically, as to this case, Respondent argues that the summons must
be dismissed because Respondent was not present and did not reside at the alleged place of
occurrence at the time of the alleged violation, an apparent reference to the floor number
indicated on the summons.

Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0 and
those made at the hearing. Petitioner asserts that the hearing officer was correct in finding that
the Commissioner's Order was continued by the BOH Resolution, citing the Tribunal's decision
in DOHMH v. J. Doe, Appeal No. 30329-19L0 (December 20, 2019). Petitioner argues that
while HC $ 3.01(d) allows the BOH to continue the Order as is, but does not limit BOH action to
continuing or rescinding the Order. Petitioner repeats the argument that the Resolution
continued the Commissioner's exercise of power asserted in the Order, as it repeats the Order's
main directive, that people living in the specified ZIP codes be vaccinated unless they can
demonstrate immunity or a medical exemption. Petitioner asserts that Respondent was in
violation whether the language of the Order or the language of the Resolution is applied.
Petitioner argues that the summons provided adequate notice of the charges pursuant to $$ 6-
08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not deprive
Respondent of a full and fair hearing by declining to order that the IO testifu, as the presence of
the DOHMH physician, who had knowledge of the records, was sufficient. Specifically, as to
this summons, Petitioner asserts that the hearing officer was correct in finding that Respondent
received notice of the violation and a fair hearing even if there was a defect in the floor number
on the summons. Petitioner notes that Respondent did not contest receipt of service by mail or
that she resides in an affected ZIP code. Citing TLC v. TawJik Al Shammaa, Appeal No.
72140348A (November 13,2017), Petitioner argues that absent any demonstrated prejudice,
dismissal based on notice is not warranted. Petitioner also argues that the standard for service in
an administrative proceeding was met: "whether the notice under all the circumstances was
reasonably calculated to make the parties aware of the proceeding so that they have an

opportunity to be heard."lo

ISSUES ON APPEAL

The issues on appeal are (1) whether misidentifying the floor location of Respondent's apartment
in the summons required that the summons be dismissed; (2) whether Petitioner had the authority
to issue the summons on the date it was issued; (3) whether Respondent was prevented from
having a fair hearing by the hearing officer's ruling that it was not necessary for Petitioner to

8 As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New York
City Charter (NYCC), and Matter of Blockv. Ambach,73 N.Y.2d 323 (1989).
e '(MMR" stands for Measles, Mumps, Rubella.
t0 

See Redav. Dep't of Health,l3T Misc.2d 61,62-63 (Sup. Ct. N.Y. Co. 1987), aff d', 143 A..D.2d 1073 (l't Dep't
1988)

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 71 RECEIVED NYSCEF: 01/04/2021



Appeal No.30244-1910 DOHMH v. J. Doe p.5 of6

nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions of this chapter.

ORDER OF TFIE COMMISSIONER, April 9, 2019, provides in pertinent part:

IT IS FURTI{ER ORDERED that the parent or guardian of any child older than
six months of age who lives, works or resides within [four specified ZIP codes] and

who has not received the MMR vaccine within forty eight (48) hours of this order being
signed by me shall cause such child to be vaccinated against measles unless such parent
or guardian can demonstrate that the child has immunity to the disease or document that
he or she should be medically exempt from this requirement.

48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the
summons by a preponderance of the evidence. The Respondent has the burden of proving
an affirmative defense, if any, by a preponderance of the evidence.

ANALYSIS

The Tribunal affirms the hearing officer's decision.

Petitioner is correct that the floor location of Respondent's apartment was not material to the
charge. As Petitioner established Respondent's residence in one of the subject ZIP codes, and
service by mail was not denied, the hearing officer properly did not dismiss the summons
because of a possible error in the floor number.

The essential facts were not denied. Pursuant to HC $ 3.01(d), an Order of the Commissioner of
Health was signed on April 9,2019, requiring that the parent or guardian of any child older than
six months of age who was living in designated ZIP codes in Brooklyn and who was not
vaccinated against measles should cause the child to be vaccinated within forty-eight hours
unless the parent or guardian could demonstrate that the child had immunity or could document
that the child should be medically exempt. The Order was enforceable as of April 11,2019, and
remained in effect at least until the BOH met on April 17,2019. Respondent argues that the
summons must be dismissed because it was issued after April 17, when the Order expired. That
is not correct. The summons was based on an examination of Petitioner's records that took place

on April 29,2019. That examination provided uncontroverted evidence that the child was not
vaccinated as of the inspection date, thereby also establishing that the child had not been
vaccinated during the 48 hours specified in the Order. As the BOH did not rescind or disavow
the Order, the Tribunal finds that Petitioner's authority to issue a summons for failure to comply
during the specified period was not limited by any subsequent expiration date of the Order. In
fact, a summons for a violation that took place during the specified period could have been
issued after that period even if the child had subsequently been vaccinated.rr

rr In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide
Respondent with reasonable and accurate notice ofthe charges as required by 48 RCNY S 6-08(c)(2), I part because

it did not inform Respondent of which order he or she was alleged to have violated. The summons was clear in
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produce the IO for cross-examination; and (4) whether Respondent established a defense to the
charge.

APPLICABLE LAW

48 RCNY $ 6-08(bX1)(ii) provides in pertinent part as follows

(iD Alternatively, the summons may be served by mail deposited with the U.S. Postal
Service, or other mailing service, to any such person at the address of the premises that is
the subject of the summons or, as may be appropriate, at the residence or business

address of:

(A) the alleged violator,

HC $ 3.05(a) provides as follows: "No person ,t uit uiotu,. an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an

imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such

emergency, the Commissioner may establish procedures to be followed, issue necessary
orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedures, orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modify any provision of this Code
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any
other power of the Board of Health to prevento mitigate, control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the
Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power.

Code $ 17-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any condition, matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any area thereof, and that personal service or service pursuant to subdivision a or b ofthis
section of an order or orders requiring the abatement, removal or correction of such
nuisance rvould result in delay prejudicial to the public health, welfare or safety . . . Such
order may be served by publishing the same for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such
publication and such publication shall be sufficient notice of such order and of the
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Respondent's contention that Petitioner failed to show that medical appropriateness was

established was correctly rejected by the hearing officer. By the terms of the Order, Respondent

was to demonstrate that the child had immunity or to document that the child should be

medically exempt. This was an affirmative defense for Respondent to establish.12 There is no

evidence in the record to show that Respondent offered any such proof of immunity or
documentation, such as a doctor's note, that vaccination was medically inappropriate specifically
for this child. In addition, the Tribunal finds the hearing officer's ruling that the IO's appearance

was not necessary for a fair hearing to be reasonable. Parties have only a limited right to cross-

examination in administrative hearings.13 Respondent did not offer proof to contest any of the

essential facts alleged, and the DOHMH physician, who was available to testifu, had personal

knowledge of the same vaccination records examined by the IO. As to Respondent's request for
dismissal in the interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that
provision is not applicable to violations of HC $ 3.05. It is also noted that Respondent concedes

on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.
The hearing officer credited the testimony and allegations contained in the summons and found

that they supported a violation of the cited section of law. The Tribunal generally defers to the

hearing officer's credibility determinations and finds no reason not to do so here. See NYC v.

Michele Radolovic, Appeal No.44124 (January 18,2007).

ln view of the foregoing, the Tribunal finds that an error in the summons stating the wrong floor
location for Respondent's apartment did not require dismissal of the summons, that Petitioner

had the authority to issue the summons on the date it was issued, that Respondent was not
prevented from having a fair hearing by not having the IO present for cross-examination, and

that Respondent did not establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to

comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit

alleging that there was a violation of the April 9, 2019, Commissioner's Order, and the Tribunal finds that the facts

alleged in support of that charge satisfr the notice requirement of 48 RCNY S 6-08(c).
t2 See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2,2018). (After admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the

I icensing requirement.)
13 

See Gordon v. Brown,84 N.Y. 2d 574,578 (1994). (There is a limited due process right to cross-examination in

administrative proceedings, based upon the nature ofthe evidence, the burden ofproducing the requested witness,

and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no

claims of any defects or reliability issues with the test.)
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PROCEED INGS

H.O. DAVID LEUNG: We are on the record.

Itrs September 25, 2019, 10232 in the mornj-ng. We

are here today on the Health Department MMR related

sunrmons number 30422-L9L0 issued to Rachel Guttman.

We have attorneys from the Department of Health here.

Can you state your name for the record, please?

MR. THOMAS MERRILL: Thatts Thomas Merri-II.

MS. LORAINE PEONE: Loraine peonne.

H.O. LEUNG: And we also have a physician

from the Department of Health here?

DR. JENNIFER ROSEN: Jennifer Rosen.

H.O. LEUNG: Dr. Rosen, do you swear or

affirm the testimony you give will be the truth?

MS. ROSEN: yes.

IWHEREUPON THE WITNESS, J E N N I F E R R

O S E N, WAS DULY SWORN. ]

H.O. LEUNG: Thank you. Mr. Si-, Siri, can

you put your name on the record?

MR. AARON SIRI: Sure. Aaron Siri for the

respondent.

H.O. LEUNG: Mr. Siri, do you waive

translation, the need to have the issuing -- wel_l, do

you waive translation and do you understand both

sides have the right to appeal and the penalty for

the cited violation is $1,000?

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, Ny 10018
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MR. SIRI: I do, Your Honor, and I waive a

reading.

H.O. LEUNG: Great. And you have

previously put on the record your objection or your

request to have the i-ssuing officer appear and you

also made various arguments and introduced various

documents under a previously hel-d sunrmons num-,

hearing 30198-1910. Is that correct?

arguments

hearing?

MR. SIRI: Thatrs right.

H.O. LEUNG: And you incorporate aII the

and evidence that you presented under that

MR. SIRI: I do, Your Honor

H.O. LEUNG: Okay. Any objection from the

Department of Health?

MR. MERRILL: No, Your Honor

.O. LEUNG: Okay. Since we are waiving a

5

H

reading of

Department

want to add

the summons,

of Heal-th and

I'm going to turn to

ask what, if anything, you

into the evidence.

MR. MERRILL: Your Honor, the resol-ution

the Board and the Commissioner's order wereand the,

put in, IN

time, last

relying on

the, in t.he previous hearing the last

time we were here. f just -- f'm, Irm

the NOV that alleges that on June 13th, we

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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checked the CIR, despite the order and the resolution

issued back in April, CIR, I'm sorry, CIR. The, the,

the child had not been j-mmunized and was in Brooklyn

in viol-ation of the order.

H.O. LEUNG: Mr. Siri?

MR. SIRI: Your Honor, we rest our

arguments and defenses from 301-98-19L0.

H.O. LEUNG: Okay. I have enough to make a

decision. Hearing nothing further, each side will

receive a written decision within 30 days. Thank

you.

IEND OF HEARING]

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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ffi0rrlcropAorutf{lsTRAIlvrTnnrsnnoHeEruNGs1"oT1Sfreet7thFloorr:r Hearings Drvisian Brooklvn' NY 11201

DEC|SION

Summary Disposition: Sustained

DEPARTMENT OF HEALTH &
MENTAL HYGIENE,

-against-

RACHEL GUTTMAN
79 SKILLMAN STREET, APT

4A
BROOKLYN,NY 11205

(Respondent)

Violation/Summons No.: 30422-19L0

Decision Date: 9/2512019

Hearing Officer: Leung David

Respondent's Rep.: Aaron Siri, Esq

Petitioner's Rep.: Thomas Merrill, Esq., Loraine Peone,
Esq. and Dr. Jennifer Rosen, MD

Type of Hearing: ln Person

LINE
ITEM

vtoL.
CODE

CONDITION
(sEvERrTY)

CODE

SECTION
FINDINGS DECISION

CODE
PENALTY

1 N N 3.05 The summons alleges that on June
13, 2019, Respondent, the parent of a
child who is at least 6 months old, failed
to comply with the Commissione/s
Order, in violation of NYC Health Code
3.05.

Petitioner introduced a copy of the
Commissioner's Order (P1) and the
Health Board's Resolution (P2), dated
April 9, 2019 and April 17, 2019
respectively, wherein the Commissioner
declared, and the Board resolved, that a
public health emergency existed
pursuant to NYC Health Code 3.01. The
Commissioner, by her Order, and the
Board, by its Resolution, directed that
persons six months of age or older who
live, work or reside in certain zip codes

Sustained $1,000.00

wN*_

Summons#: 30422-19L0
09t2512019
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in Williamsburg, Brooklyn, which
included zip code 11205 (respondent's
zip code), be vaccinated against
measles, demonstrate immunity to
measles, or show proof of an
acceptable medical exception.

Petitioner relied upon the sworn
statements of the issuing inspector, and
the evidence submitted at the hearing.

Respondent argued that the
Commissioner's Order (Pl), expired on
April 17, 2019, and that the summons,
which alleges an occurrence date of
June 13, 2019, must therefore be
dismissed because Respondent cannot
be liable for violating an expired Order.

ln support of this argument,
Respondent relied upon the last
paragraph of the Order, which states,
"This Order shall remain in effect until
the next meeting of the NYC Board of
Health scheduled for April 17,2019, at
which time it may be continued or
rescinded by the Board."

I find that the NYC Health Board, by
its April 17,2019 Resolution, continued
the Commissioner's exercise of
emergency authority, which operated to
continue the validi$ of the
Commissioner's April 9, 2019 Order.

Respondent made a variety of
constitutional and scientific arguments
and challenges to the validity of the
summons and the MMR vaccine, the
effrcacy and safety of the MMR vaccine,
and the fundamental fairness of
requiring the MMR vaccine. ln support of
these arguments, Respondent provided

substantial documentation.
(Respondent's 1 to 45).

Petitioner responded by stating that
the validity and eflicacy of the MMR
vaccine and the Commissioner's
authority to issue an emergency Order
was settled in recent litigation. (P4 is a
copy of a decision by Hon. Lawrence
Knipel, which ruled on these issues).

lfind that Respondent's
constitutional and scientifi c arguments

,94N,

Summons#: 30422-19L4 09t25t2019
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are beyond the scope of the hearing,
and accordingly, I make no findings as
to the validity of Respondent's evidence
or arguments in these areas.

Petitioner relied upon the allegations
contained in the summons. Other than
the above-stated arguments,
Respondent did not make any additional
arguments.

I credit the allegations contained in
the summons and find that they support
a violation of the cited section of law. I

find that Respondent's evidence and
testimony does not provide a defense to
the allegations. Line ltem 1 is sustained
and the statutory civilpenalty of $1,000
is imposed.

TOTAL $1,000.00

@N"*

Summons#: 30422-19LQ a9t25t2019
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CTTY OF NEW YORK
DEPT. HE.A.L,TH AND MENTAL HYCIEI.IE

Rschcl Guttmm

RWondest-Appellanl

@t of Health & Mcntat Ftygime sf the City of New
Yort

NOTICE OF APPEAL &
MEMORANDUM OF LAW

Surnmons: 30lt22-19l-0

v

Paitios-Appell*

NOTTCE OF APPEAI.

Respodmt Rachel Guttrnan t*Mrr. Guttrnrn*) hereby ngpeals the dccision 911$'mmsr$

Number 30422-1 9L0 (tlte 1$'rmmonr-)- I

PRELIMIT{ARY STATE.M$T.T

Oa Fiiday, April 9, ?019, Oxiris Balbot, tbe New Yark City Cornmissioner of Hedth cd

Mcnral Hygienc (rbc *Commirsiour") issuedan ffier{tbc*Cosmircioatr'r Ordtr'J requiring

thar certain catcgorix of pmple ia cstain zip codro b€ i4iected with Mrck's product M-M-R-[,

also known as the measlcg mufips? rubella ("MMn*), q/ithin forty-eigbr hours of the

Commissioner's Order Pcddonr-Appellee'r Heeriry E*ibit l.

Oo April t ?. 2019, &e kpartmest of H€alth and Mmtal flygse of tbc City of New Yort

Boad of Hal& {the "BoardJ created a resohsiotr (tr€ -X€dufu*) which also rquircd

administration of *re MIttR vaccinc, but del'med whar constiutcd I *nuisa$ce* completely

di{fe*mrly, rylid il to differEnt categories of individuals, hsd a diffwrt agc rangq pmvided for

e Ou October 25, ?$19. Iufrs, &*tman slhtrifid t Rqw.stfar Ertadatt of Tirri u FiIe.{pl. OATH rppreved

tlp requ€$il oo Novsrflb€r l. 2019, md scr *r dcadlinc to filc this rypcal for Wc&esday, Dacctnbct 4, t019.

Pagc I of19
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dift€rent penaltia, ard contained other mat€rial rlifferenc€s as detaited below. pctifioner-

Appcllee's Herring Exbibit 2"

On June 14,2019. Mrs. Guttms! was citd as havi*g riotated the Commissicner's Ords

by not pmviding either proof of immunity or proof of MMR vaccinarion for her child E.G. (the

"child"). E*itit d Surnm66s-

The Commissioner rnusil cautiously rEserve rhe use of lrer emefgeucy power to avoid

ahsing tbat authority. When the Commissiontracd the Board llex enormguspowers, tbeTribunal

must be comprehensive and meticulous in revieuring *1s gummons, OT*, and dacision of tbe

OATH Hearing Officer. The hearing record re{Iects that the Summon should bave be& disrni$sed

and that &e Hearing Officer deprived Mrs. Cuttman of a full and fair hearing, made errors of law,

and issued an arbiaary and cryricious dmision

FACTS

On June 14, ?0l9ldrs. Gufirnan *ras cited as having violared rhe Comrnissioneds Oder by

failitrg to vmcinate her child with MMR E*lbit A, Summonr. On September 2j, ZOlg, David

Leung (the *llearing Officer") conduetcd a hering concerning the Summans. Th€ Hcedry

Officer sustained the Sr.rmnons per decision daed Sept€mbcr 25. 2019. E$ibit B, Hcrriag

Fecl*lon. All arguments and e.thibits entered into widence drrring Sc hearing are ificorpotrtted by

reference, shich includes all argurnats and exhibis mtsred into eviderre for Summons Numbcr

30t98-t9L0.3

: In Orc intcrcs of jtdicial Gc$nomyr lbe prties fld tbe Hearing 0fficer agrad to irmrporare t*e ergrmerrtr rrd
cxhibits from rlre hcarirrg on *rmmons raualcr 30lgt-lgl.0 into tlrc resd fdr l{rr. Guflmm's h.eiq. Erxblr eEeri4lnrsipqpp tr$tr 1{3; ?41-24l-

Pegc 2 of l9
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$rAHDArut Or Bf,YIpH:

*When an appeal is fil$d. the Appeals Unit will dc&roine t*hether &. f*cts mntained in

the findings of the Hearing O{ficer are supportd by a prcpodcrmee of the cvidcncc in thc rtcord

rrd whedpr tbe determinations ol the Hearing Officr, as. well re &e penaltie* fuuposed, arc

sr1poned by law. Excqt m pmvided in 48 RCNY $$ 3-15, 5-04 dd 5{5, the Appeals Unit has

*h power to rffirn, rcv€nie, rc,maad or modify the decision appedd Fom.- 4$ Rules of New

Yo* $ Gle (sf,l).

AilGUME,J*T

L TEE ST'M}IO}TS SSOTILD BE DIS}IIS$ED BECAUSE TEE COMMISSIONER'S
onsgR ExplRED oN aPRrL 17,201% AIraD TsE rIATE OF OCCITRRENCE ON
TEE SITMI}IOFTS IS AFTER TIIE EXFIBATIOT{ DATE

The Srrmnrq{e, issred on June I d 2$ t 9, dlegc a violatisn that occurred on &me 13, ?01 9.

which is after rhe Commissicner's Order cxpired. Thwfore, tle violation wc untimely, snd tb€

Tn:tlr$Ifll must diseiss thc Summons.

Thc Summons issucd to Mrs. Crxeaa allcgcs a violation of &e Commissiorwr*s Order.

f,xhibit Ao Summanr. The lsst s€ntence of the *Violation Descrigion* section stshs that

.Respondcni has frited to vaminatc child [J or otherwiss submit mccpablc proof of irnmunity in

viol*tioo of tbc CIrder.* Id. {emphccis sffi.) The Summons ryecifically define the tcrm 'Q!dGf'

*s thc April 9, 2019, Commissioner's Order. Thc Comrnissioner's Hcr rxpircd nn April l?"

2019. Yet, gg gurnmorx alleges rbat lvlrs. Guuma violaM the C$mksioner't reron Irrc

I 3, 2019. It wes, thcrefore, m error of law for the Hcring Officer ro atrrnl thc Summms becauss

the Commissiofier's Ordcr had cxpired by 6e date of the owlltrclroe listcd on th Sunnons. On

this basis, the Tribunal must disnriss the Sunmons-

Pagc 3 of 19
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During rhe hearing otr &e Surrmons, Petitioner-Appelle conceded thar the

Cornmissioneds ffer cxpired an April 17, ?019. E*hlbit C, Hcerilg Treuscrip! p 5t. The

Commissioner's Order expired bccausr the New York City Heahh Code provid* that an

emergency action "shall be effectir'€ only until the next mecring ofthe Boar4 which meeting $hflll

be tleld within five busines* days of tbc Commissioffit's declamtion[.1" NY City Health Cde

{NYCityH€aI&Code {24RCNY})$1.01 td}- TheBoardconvenedonApril l?,2019;thus.the

Commissioner's Order cxpired on that date.

Du&g the hering" Petitioner-Appellee argued that dapite the Her expiring on April t ?.

2019, rhe Resolurion eontinued the Commissisner's Order, and thus the Commissioncs's Order

was still valid on the date of oceurcrce an tbc Summom. Petitioner-Appellee's argument is

plainly incorrect, The New York City Heal$ Code provides thar'tbe Board mqr,continue or

rescind." NY Ciq- He*lth Code {HY City Health Code t24 RCHY}i $ 3.01 {d} (emphasis edded}.

Nothing in that s€ction states that the Board rl,ay *mend asd cotrtinue the euergmcy order. On

its face, drat rection only allows rhe Board to continue the crdcr'as is" or to rescisd thc order and

issue a new order.

tn this icstance, rhe Board did not continut the Comrnissioner's ffer. Even tbugh rhe

Resolution acknowledges the Commissioner'r Order in tbc preamble, nodring in $c Resolution

$flres h is csntinuing the Comrnission€r'r fuer. lnstd, the Board allowed tk Commissioner's

Ords to expire ad creatsd a new ods via ie Resolution dated April l?, 1019,

Indd"the tcrmsofrhe Commissioffr's Ordtrare materialty differeat &om the terrns used

in the Resoluticn. This verifrcs that the Commissiinrr's ffir and the Rcsolution although tbsy

bo*t sddr€€s the same topic. are two differmt diretiveq ad as nrctl cne is npt a continuation of

the other. Ffirr, lhe Resolutioa entirely redefirrcs what consitutes a nuisance- The Her defines

hgcd of t9
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&e nuisame as &e 
ry*" 

of a person rmvaccinatd $"ifi MMR-} Tb Resolution defins $e

nuisance as the measles oslbreel-{

.Iecund, ths Resilutiofi rearegoriz* irdividuals zubjcct to thc violation in sevs'al

important $ays:

a. The Commisgioner's Order includes peo'plc who "live, worrk. or rsides" in tbe

affected zip code, but thc Rsolutioo only fulclud€s irdividuals r*tro *livefl or

work{J"' iatheaffectsd zip codm, Pe{itisner-Appellce'c llelriry E hihitr I &2.

The deeision to nof include people who *reside* in the zip code is imponent.

Mcrrian-Webstcr's dictionary dcfines'tesid€'to me6n:'to dwell permxtently or

continrrusty: oacrryy a plme as one's legsl domieilc." Merriam-lbchter's Onlinc

Dictimtrt, *urilabte at htge:l/wrr*rn€rri$n-*,*sar.cornldictionary/resida

Coaverseln tbat same dictiouary dcfiacs *live" as: "to pass tb!*ugh or sperd tbe

duratior oI[.]- hleniam-Webster's Onlirrc Dictionary, awilsble at

httpe:llwnrur.mariam-wrbslsr.oooldictioaaryllivc. Thrt& rh€ Commissiorer's

ffier idudcs people who wcre not ac$ally livbg in the zip codcs tr thc time of

tfuc Order, but wlw maintah thcir legal domicile there (e-g.. peoplc wha weie a*uy

for thc guililcr, or who live abrd for a period of tirch bcontnsc, tk Rmlutian

ooly idudes poople who are physica[y prcsent in &e are*

I *II/HEREAS. I elso find th* thc prensc of any pcrsan in Willianrshrg lackiag &c MillR rteiar' mlcss tbfi

vacciae i* otler,risc mrdically conr*lrdicarcd or gteh person has fuongtar€d iIIIIunhy agaiilt rfi€adcs, cred€s

* o*"..*ty 63;; avoidable ri* $f eiltinuirrg thc outbtak md ie &fltforc a ildsec, gs d€Sd in HilY yo* City

A&airistratiw Codc $f ?-142[.f Pcdttcer'Appcillt'r lltlrbr f,rbfft I -

* *WIiIEREAS, thc Board of khh r5g3:ds i}c dorsid rsforts of o"rcr 300 m of scrdcs * sr&cicnr goof to

rutlprizrhc doclilsim thgten orabrcakof mslcs ko**ning in Wifiam#xgth*tlgrdwllrb6l&md lafctt
of Nc1r7 yorkcrs aa6 is inrmcdiady dang3roirs to hu*gr lifc md h€olth 8d consfiilEtca r prfilic nuilaacef-F

Peiilirrcr-Afprtr*'r llcr@ f, rhlbft I'

Pegr 5 *ffl
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b. Th€ Commissioner's Ordetr includes children "older than six rnonths,* aira *re

Resolurion imludes children "six monlbs of age ard olds.* Petitionsr-Appcllce'e

Heering Erbibia I & 2. Thsefore, under &e Commissjo$er's Onde, childrco

who were six rnonths qld were not required ta be vacciaated" rvhereaq under the

Rc*olutifit, six-Dsnlh-sld babies rvere required ta be vaccinated.

c- The Commissionds &derdacs mr include childn:n who anerd school, preschool

or child care in ths rfsted zip cods, b'ut th€ Rqolution dos irctude childrcc who

"attcndfi scbool, preschool or child care sithis the a$€cted eip codcs"" Fefitioner-

Appellcr'r llaring g$ibit X.

d. The C.ommissioner's Ordcr cxefiFts children whaee Fare* o'r guardir* pravide

documetfi$ion strowing that MMR k not medieally appropriate, whereas the

Resolution is morc tunruus and requim that such docuannration meet the

satisfretisn of Petitionrr-Appellee. 5

Ilrid the pcoalties are cutirely different The Commissioner's Order iacludes a 
*waming'

thd *[{failure to cunp}y with rhis Oder is a vislarisil of $3-05 sf the }.iew York City Health Codc.

ard a misdesn€anor for which you may be subjct to civil andlor siuinal fineq forfciturc and

penahies, including imprisonaear.* Petitioner-Appellec'r Heering Frhibit l, The Resolurion,

howsvcr, did mt include &is laasusgc and opted to €nhs.cs thc civil paalty by dopting the

provision ofNY City Health Code (24 RCNYI $ 3.1 I (s) cd nrbjecting violators to fines for ach

faaily mernbcr- and fsr each day a pcrson violatcs the Resolution, Thir oenhstc€d* civil penalty

r Tk ter&inologt pay scem similrr bet$e€a &e Cnmsrissk)trtr's ffier snd tk Rcs*lutlr,a; howc$r. it hre a lcgal
di*inrtion- Otkwisc, lhc Bosd q'ould oot htvc gooc fusilgh thc cfforr of srsrding ttrc hngBrgc in its Rcsolution,

FagF 6 ofl9
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did not appear in the Commissioner's Order bur is included in the "'rcsslved" language af the

Resolutioa 6

In strm' the Resalution chaages trum€rsrs legnlly pertinent aspect$of the Coranissiorct's

Order, ircluditrg the pmhibited conduct, the popu.larion subj*t to tlre ordcr, and tbe paalty. This

is precisely why mwhere in the Resolstion does it evcr state that it is mntinuing thr

L-smmissioner's Order. The Resolution plainly created a rcw ad distinct orrder, and per the

requirement$ of ltiY City Health Codc {24 RC?.{Y) { 3.01 td}. thc Carnrnissioner's Order expircd

oaApril l?,2019.

For thse r€ssen$, it is eirident thet rhe Board did not cantinue tbc Commissisner's fuer.

Tbe Sumnrun* cits tbe dare ofoccurrcncc was fune 13. 2tt9. Bccause &e Commissionefs Or&r

expircd on April 17,2S19" prior to tb date ofscflrrcrcc, the Trihltral uust di$niss tlre Summons

baause it rrrrs sn srnr of law for thc Hcarilg O{Ecer to $ustair the Sutreons.

II. TgE $[J1}'MOI{S SHOULD BE DISil{ISSED BECAUSE THE ST]M}ION5 F*,ILED
TO PROVTDE REASONABI,E II{OTICE TO MNS. CUTT}IAN AS REQITIR.ED BY
rluG pRocEss AND TEE NEIV YOR|{ CITY CS*RTER $ 10{6

Frrdrerrnrc, tlrc Tribunal should di*miss the Sumnrals ba:ause it friled ro prrovide

reasonable mtice to Mrs. Gutman. Oue prwms rquir* tlrat Mrs. Cutuan bc providod/ar'r

noticeof &e charges so *rat she may pr€parc and present an dequare dcf*se d oppartrmity to

bc head Morrerof Bkxkv. Amfuch,?3 N.Y. 2d323 (1989). The New YortCityCharterrequirrs

thfi, at 3 rni*imr:rn, the Summonr provide an. ac€nrate statsn€ct sf &B mstter ta be djudkatd.

NYCC S 1046. The Surnmons {evrn *'ith the Commissioner's Ordcr and Resoh*ioa afiscH}

{ *RESOLVED, itr* any gcnrffi ruquiled bf this dsclsai{rs m be immunircd ryins m*sslcs, tr any pfl€nt or
grardfun rqukd by it to imnrudzchisorkrcfrild, shall beviolrring thisarfufidb€ f,rbilctto thgfiHfllsorid
by ryplicablc lss, rule !ild rEgtrldiom rch dny 6at he, shc, s slch child contLncs to reiidc, wort or *d rclnol.
prcsc.tnot u child erp ir any of dle af;hctsd zip codcs without baviug bcgl vaccingd ryinr ncadcs $nril $ctr
timc tk this sutbrce& ia d6ckd t$ bc olirr b'' tbe Csrrni$$iom of the Dcpctmcfil of Hcalth Erd Mcrtal tlygkm."
P:dtbncr-Appc[rc'r lfcri{ Erhibir t.
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failed to meet these standards.

Btcguse the Cornmissioner's Order and rhe Resolution are so dillerenU due procesr

rquires that Mrs. Guttrnan be reasonably and rcuratcly informd of which order slrc is allegd

to have violatd- Other*ise, Paidoner-Appeltee has deprived her of the ability to mount a viable

and eff*tive difemc t6 th€ allegetioas. For example, the Commissi*ner's ffier and the

Reoolutioa defne rhe tcrm -nuisance- diffaently; tbe irdividuals *bjectd to the two ordcrs *re

dissimilac d thc Comnrissioner's Ordgr citcs poxible imprisnnmfiL whcrsas the Resolution

nrandates civil penalties for eash day the order is violated- To fur&er complicate this issue, the

Resolution enforces these civil penalties again* pemons *ho *residc" in the aftctd zip codes,

y€t tlre laryusge of thc Resolution itself does not maxdate tk MMR vaccine fo,r individrnls who

*r€sid€"' in the affccted zip cades - only for thosc x'ho *livcfi or worlefi *ithin the afticted zip

codes" and childrcn wba "livefl or attendff school. preschool. or child care within the atrectd eip

codcs.-? Pctilioner-Appcllc*'s llarlng E$tbft 2. Therefore, tbe Summoas (erm with tbe

Commissioner's Ordcr and Resolution arached) fus nat providc fair notice of tln order ttat was

allqdly violeted *nd as wch prevents Mrs. Gr*tnan &om mormting an effetive &f€nse.

Not only &rs thc Sumrnons fail to prordde fair notice, but it slso fails provide sr accxrate

stat€ment of tk sratt€f,$ to bc *djudicated" Tbe *Deuils af Violation'of th Sunsrcns, as slvorn

to by the issuirg c$icer, re&r to both thc Comrnissioner's Ord€r arid rhe Rssolution as t bCI distifir;t

orde*. Tbis s*tion stat€s thsa ik Csmmissioner's fuer required *all pcrsom wh live, wort or

anerdrchaolwithiaZlPcodes 11205,11106, ll2ll and ll?49tobcvrccinatdagrinstm*sles.-

I 'RESOLVED, tha any pemn reguirrd by thir d€Elaraiion to be imrawdd asain* mctlhs, or any Far"st 6
guardi*rcqriredbyit to immuai* hisrbcr*ild $sll be viol*ing thi:orderadbcst$et toth finctsrtbisl
by ry$icable hv, rule d rrguleriqc mh del tltd bc" *c, sr erch child rcrainrcc r rrddc. xo* or dsud slaol,
prucbml or cliiH calr in srry sf rtle rftr*cd zip codts *'itlrsr* havins bar rrcein*6{ rgr;rst rnfrliw until sh
time &* thir outbntrk is dccba* fdtloacr-App:8aet Hcrrhg SrliHt t. (eaphaie ddcd.' Thc di*ircierr
Hxccn the rrprds *live* utd *rrtide" arc lcgally significrnt" $ae" argunrat st Sccti$n L p 5.
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Erhibit Ao Samrnom*. This reprcsentatisn of the Commissioner's Order is imorrect- The

Conmissioaer's Order did not include individuals ufio ettend schsol in thc affe*ed zip codes but

did include pcople *fio "reiide' in the affected zip codes - which ttre Summons fails to includc.

Petitioner-Appelle'r He*ring Erhibit l.

Finally, the "Details of Violation" section of tlre s!*'om Summocs summarizes the

Resolution as requiring rtccinntion 'unless they dcmaastrate proof of immunity or that

immunization is not medical4,\ apprapriilte." Erhiblt .*, Surrm(mi. {emphasis *esd.} However,

the Commis$ioner's Ords and thc Resolution both *ate thlt Mrs. Gutman must d€rnonstrsle a

*medical €x€mption." From a medical perspective- these trt'o terms arc vastly differcnr and causc

rmcenainty as to what Mrs. Cunman is required to shw in order to stablish thst thc child

medically cannot rcccive the vrccination. See, E*ibit C, Herrilg Tnn*ript, pp ld$l4$

{discussing Pctitioner-Appellce"s definition of a *mrdieal exemption" to the MMR vaccine}.

These ambiguous ard cooflicting staterncrrb confrrse tk *tandard asd d€prived *{rs Gr$tmm of

munting a viabl* defense to the Summous. Funhermore, Mrs. Cuttmm was clearly mt provided

*an assuratr stnfslsnl of the m&tter ao be adjudicated" as requird by NYCC $ 1046.

h 2m, rlre Commissiofrcr"s Order and the Board's Resolution arc a total imbmglio. The

Surrmons does not provide aD aecunrte statem€nt of the matter to be adjtrdicercd md does not

providc a layper*on with reasonable noticc sf *,hich onder was violatd. Thmefore, ir was m err$r

of law for fte Hearing OfEc* to sustain the Sumnons because P*itioncr-Appellee failed to

pmvidr lvtrs. Cuttmgn a$ accurata stateilxcnt of the matters to be adjudicated as r€quiled by &c

New Yo* City Ctrarter $ tO46 ad fair notice as raquired by due proaess of law" and thus tk

Tribuul must dicmiss the Summsns.

ilI. THE SI'MMOIIS SHOULD BE DISMISSEI} BECAUSf, TIIE EEARING
OFTICER DEPRJVEN MRS. G{ITTffAN OT A FULL AIID FAIN IIEARING BY
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NEFUSIT{G TO ALI.'{}W CROSS.EXAITIINAIION OF TTI.E ISSIIIFTG OTTICER
1TTIERE A DISPUTE OF FACT 14'AS PRESENTED

The Tribunal should dismiss thc Sunmorts beesust it was an eror of law for the Hearing

OFrcer to deprivc Mrs. Guttrnan of a full and fair hearing by refusing to allow cross-exsrnination

of the irsuing ofEcer where a dispure of fmt was presented.

'A rc,spondent msJ, request the [issuing o{Iicrr's] appcarance if it makes an offcr ofprmf

to refute thc atlegatiors orl a sutnmons srd it persuades &e Hearing Officer rhat eruas-examining

the [isnring officcr]'about a disputcd fact rvould be helpfirl." JffC v" V*ntage issoeiates. Inc-

(Appeal No. 1100?46. CIctober 27,2}lll. Counsel for Mrs. Outman proffered that cross,

exanination of &e isuring afficer wff nec€ssaer in order to establislt q'bethtr the MMR vaccine

rp'as medically appropriate for the child and whether proof of a mdical excmption was rcquestd

before the SummoRE s.ls issusd. The Hearing Officer declined Mrs" Gutbnan.s ryplication to

cross-exg'ni*e &e issuing officer, boldi*g that the doctor appearing on behalf of rhe Petitioner-

Appellee" Dr. Jtrtifcr Rosm ("Dr. Rcen"t was available and cot{d ans*'cr any questions

r€ardrng tbee disputed facts, Exhibit C, Ilering Tranrripq p 14. However, when

questioned, Dr- Rasen l*eked amy knowledgc of the faets ladiug to thc issranee of the Summons

ard was unable to pr*cnt aay ffiporlses to quations direcred at these disprrcd facrs. For example,

Dr. Rosa: did not lcrprr whert the ehild sas exposd {Erhiblt C" }Ie*ring Tnnrtrip! p 10?};

did not know where the child's address rvas obtained {Erhibit C, Hc*ring Tnureripf, p 109};

did not know if thc child had any rnodical co$raindication to MMR bfore rhe Surrmons r*as

issr€d {He*ring Trenrcript p lITh snd did not knarry if anyFeffion fffir th€ healtb deparrrneot

had contactd Mrs. Gutmas ts d€termin€ if the child hd bffi grvm I{MRb€forc rhe Srrsmsric
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was issxd (Heeriug Tnnrcrtpt, p tl7-ll8).8

Thus, it ras an etror of lsw for the Hearing Olficer to refirse Mrs. Guttnan the ability to

cross-eramine tbc issuing sfficer and deprive Mrs. Cuttrnan of a full ard fair hearing, gnd the

Tribunal mnst dismiss tlw Sumsroa*.

IV. THE SU*IMONS SHOTJLI} BE DISIilI$SED SECAUSE THE IIEARING
OFFICER DEPRTYED }IRs. GUTTMAII{ OF A FULL A}ID FAIR HEARII\IG B}
*.EFUSIHG TO ALLOW A REASONABLE CROS$.EXAMINATIOI{ Or
FETITIONER-APPELLEE'S EXPERT

Tlre Tribwal shsuld dismiss the Summons becausc it rras an error of law for the Hearing

OIIicsr lrr deprive Mrs. Guttman of a full and fair hearing by refusing to allor*' a reasouable cFoss-

examination of Peritioner-Appellee's experq Dr. Roserl

The Hearing OfiEcer refused to allorv Mrs. Gutman's counsd an opportunity to conduct a

reasonable cros$-€xarninatioo of Dr. Roscn. E$ibit C, Heering Trrnrcripf pp Fl-133;24*.

tn facq most of the h*aring time was detoted to the [Iearing 0fficer unreasonably curtailing the

cross-Exarnination of Dr. Ros€tt ad Dr. Roser refusing to provide reryocsive arrswcrs to

questioas- Exhibit C, Ee*rlng Tranrcripl pp t5t-153. Therefore. rhe Hcarbg Officer

committed an error of law by prevmting Mrs. Guttman's counsel of &e chance to rcasonably

cruss-*:xatnine Dr. Rssen and deprivd Mrs- Gutunan of a full ard fair hsaring; and as stah the

Trib'mel must diruri:s the Summons.

V. TEE $I}MMONS SHOULD BE DISMISSED BECAUSE THE HSARIIIG
OF'FTCER'S DECI$IOT{ LACI(ED A RATIONAL }ASI5 AI\ID IS NOT
FACTUALTY ST]PPORTED

Thc Trihrnal shoilld disrniss the Summons becatrsc the Hearing Officer's decision l*ked

E Thi: lirn of que*ionirg vas rcgaeding tbc child associdcd wi& Summanc Nuebcr 3019E-19L0. I{cwerrr, in tbr
inae ofjudicid ccoooruy, tbc pertic urd ths Hcariry Officcr agrccd to incorporate thc argumefis ard erhibis fram
rhe lrcaring sn Summoils Nunber 3019&19L.0 iulo thc record for Mn. Gumnan's hxing. Erhllit C, Errrilg
Tnmript, pp ld?-I43; 2Al-U2.
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a rational basis and is not factually sugponed.

The Hearing Gffics stat€d in his wriuen deision rhat Mrs. Cutrman "rclied u1rcn ths l6gt

pangnph of the Order, which stales, '[t]his Order shall remain in effsct until the ncxr meeting of

the NYC Board of Health scheduled for April I?, 2019. at which timc it Eay be continued or

rescindcd by the Board"'to rnake the argument that the fuer expircd cn April I ?, 201g. Erhibit

& Harinsllscisisn. {ernphasis dded.} However, Mrs. Cutrlan did not rcIy y1ptt rhis s6lgmenl

mrde in dre Commissioner's Order. Instead, Mrs. Gutman's argumcnt was firmly gtou116d iE

NY City Health Code {24 RCNY} $ 3.Sl {d} and was merely reinfar,cd by the lmguage stated in

the Cammission€r's Chder, In fact, cormsst for Mrt, Cuttman rd &e charter provisioc on the

ffiord in sup'pon of &is argument- Exhibir C, EenrtngTrauscript, pp 2619. Counsel for Mrs.

Guttrnan pausd duting this 4ument because it appcared as though the Hearing Officer 1yas not

papug attettion Ethibit C, Heeriag Treacertp! p 29. Thuq rhe Hearing Officer failad to

considcr 4pplicabh law.

Moreover. munsel for lvlrs. Guttnran rndc an extasive argument thar upholding thc

violatian as tc the child was uniust= entcred 45 dacuments into evide*cc ts support thc canclusian,

and cited to and rcad inro the record the Hearing officer's authority to dismiss a sumrnons hsd
upon tbe inter*t of fairness rrd justice fou$d st bIYCC g 1049 (5) {a}. g$ibit C, Hcering

Tren*ript p r5l p l?2; plt3. Petitiouer-Appelle preseatd $o sflrut€r-nrgrrr11er* rqardiry

this issuc. The New York City fh*rter $ 1049 requirer &c Hearing Officcr ro cmsider nine facors

whef, reaching a determinetiotr orr issues of fairnss ad justice; yer" the Hearing Offics failcd to

sddress any of these frctors or rcach * drtermination o,n this issre in hi* wrincn decision

Frxtbermorc, counscl for Mrs. Guttman made an sxtssive argutsenl 6at the MMR vrceinc

was modically inappropriate as to tk child and entered 550 pages of docrrnmts to silrFpon rhis

F4c f2 of l?
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comlusion. grblhit C, treering Tnnscripf pp l3t-I39; p l?t; plt3. The Hering Officcr

failed to addre,rs this isslre sr rsach a determination in his writtea decisio'n, *en tbough the

Summons states'tnedically appropriate" as a rsasor to forgr) ndMR va€ciriltisf,. Thr Exhibits

presentd are zurnmarized h SectionX belo*'-

, 
Finelly, the Hearirg Offieer held in his written decision rhat *re *April 17, 2019 Resslution

Eontinrcd rhc Commissioner's exercise of emergency authority, which oFeratd to continuc tlrc

validiry of rhe Commissioner's April 9. ?019 Order." Exhibit B, Hering llrcirioa. This linding

is rct by thc facts brcausr both parties agred ofi the record thar thc Ccmmissiorrer's

Ords expircd on Agril l?. 2019. Exhibit C, Ileering Trrnscript, p,5t. The Commissioner's

Older cffinot sinultsnsously capire md coatinue to bc valid- In the alternative. the Hearing

Offieer'r findingrh{ rhe Commissioner's "excttisc of authority* was continucd by the Rcsolution

is nct dispositive of thc issnes pressnted at tbe bearing bec$$e the Summns cites lv{rs. Gr*tnan

as having violard the Commissioner's sritten order, not &e Csmmisiodeds exercis€ of

cmsrgmcy authrity. Therefore, the Hearing Olfrcer's finding that the Board continued tlre

Commissioaet's cxcrcis* of authority is inel€5ranr

Conscquently, thc Hearing OfEcer failcd ts cornid€r thc ryplicable larv ard argument wheir

rrrking his dmisisn. For these rcasoss, &e Hearing Ofrcer's dee ision lmked a raeional basis rfid

is nor factually nrpported; hence. Mrs. Guttmaa rras dqrived of a fuIl d fair haning, and tlre

Trib$al sust disias the Suwnons-

VL TIIE SU}IIrTONS SEOI'LD BE DISIIfiSSED FUftSUANT T(} IITYCC S TI}49 T5} (r}

J[3 grrmmon* should bsve berr dis,r,i$s€d Fursua$t to NYCC $ lt]49 {5} (a} becausc Sre

undisputed evidenc€ at the hearing reflected &e following:
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Exhibil2 - CDC, rf*ftrt Yaccine Information Statement {listing some of the side
effects of the l,{MR vaccine, including scizure. ftll-body rash d€aft€sg long-term
scianrc, coraa lowered consciousess. aod brain darrage).

Exhibit 3 - FDA, sumtnry af cliniml lnvestigation srsdr'rs af \MMR! lar
Pr4pases af Support for License {rellecting that only ffrord 800 chitdreo
participatd in the underpowerd prc-licensing srudy, no-placebo eontml grcup,
and a safety revier*.psiod of a mere 42 days).

Exhibit 4 - FDA, i&id {summarizing &e 2 t S-pages of Exhibit 3 and irrcluding charrs
thst shaw th* high rate of uppcr infmticn and gastncinrestinal ittoo*m
for trial puticipants ).

Exhibit 5 - lnstitute ofMcdieine {*IOJll"), Adterse &pc:rs of perrlyis;s ond Rafuila
Yaccines {demonstrsting that frc *vailable science s$ppons a causal rel*tionship
ber*-em thc rubella laccise and etronic and acure anhritis).

Exhibit 6 - lOM, Adverse fruatn r{ssocicred v+,ith Childhd Yaceines (revaling
ttrat for 18 of thc 2? mosr r€porr€d *dverse evetrrs follawing MMR itr lgg4, d;
CDC had not conducted &e scisnce to detsmine if the il{MR was causally link€d
to the adverse evffiis: howev€r, tbe available science did show th* MMR was
causally lfukd to anaphyla:ris, thrombocyropenia, and death).

Exhibit 7 - IoM, '{s\,erse Efe"tt of Yaccines, Evidence and Causality {showrng
that in 2012, thc CDC bd ffrt coducted the science to determinc if 23 of the 3i
commonly claimed injuries &om the MMR vaccine were causally linked to the
raccins).

Exhibil 8 - IOfvI, '{dtzrse Er:enl.r issoer{rred *'ith Childhod ltaccines tfuing
scant seience researchiag why somc pcople re*t negatil.e$ to vmciaes and
encouraging CDC to cotduct the scistrs€).

Exhibit 9- l0ltl,ldversc Effects otFacciaes, Evidenee and Causality {ruting th*
thc CDC still has cot csnducted the scimce to determiae whicb children may be
injurd by rrccination).

Exhibit l0 -Nature Gmetics, Common t'ariants ctr$ofi'sred nith genersl E d MMR
wecine-related febrile serilrrcs tidenlifyrng specific gcnetic mskeir for wheir a
child wiIl have ssiares after MMR vaccinationl.

Exhibit lL * $IU Millian .lward for Enccphalapathy fron MMR *r,c,cine
(rryorting paym€nt sf $l0l million ts parents of a child injurcd by &e MMR
vaccine).

Exhibit I2 - CDC, Vaecine Excipimt & fitedia Surnnary {lisisg Sc excipiat md
media contained in the MMR r'xcine. including but not limited to, chick embryo
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eell cult$Fe, Wl-38 htrman diploid lrmg fibroblasts, human albumin, bovinc calf
scrufi. and neomycin).

Exhibit l3 - AfiC, tiRC-S (showing trst tbs MRC-5 cell line is dsived ftom the
lung tisnrc of a l4-wek-old rrslc featsl-

Exhibit l{ - ATTC, VI-38 (dercribi$g that the Wl-38 cell line wss derived a 3-
month-old fernale faus;.

Exhibit 15 - The National Cathalic Bioethics Qua*aly, A Bri{Hktory af Humtn
Diploid Cell Strains (*rscribing how dozens of fetuses wers usd to develop f*al
cell lines fcr use in vamine).

Exhibit 16 - Pmceedings of the Sociay of Experimmtal Biology ad Medieine,
Cytalagical l'irolagical snd Chra*wwmal Sturfies of Cetl Strains from Abarted
llwnan Fetuses {reveffling tbtt 80 abortd fetuses wcre usod to create the rubella
conrporcrrl of the MMn veccine).

Exhibit 17 - Somd Choice Fharmscertical lnstinrte, Apen Letter to Lcgisl*a*
fr.rylardingFa,al CeIl DNA in Yaccines {discusring f€bl DNA cor*aminants id the
MMR vascine).

Exhibit l8 - A&erosclerosis. Association af meas.les and mumps n{ti
eirdiarwscvlxr disease: The Japn Collaborrartive Cohort PACC) stlro! {finding
th* mcasles andlor murnps infectim was associatd witb sisificantly loffr riskg
of mortality fum cardiovascular disease)-

Exhibir 19 - CDC, fleart Disease !'acrr & Siarrbf.cs {irdicarirg 6at 610,00[} people
die of treart disease io thc Ulrird States every ycr).

Exhibit 20 - Leuhernia Reseercb, Do cftildhd disesses offea NIIL ond IIL risk?
A wse-satrol study from northen snd sauthern .ftcly (6ading iba participats
vho did rot have a hisory of measles isfectioohad a 66 pere€nt increased rete of
Non-Hodgki*'r Lyrnplnma ad ?33 Fc.Tcent irrrtasc of Hodgkin's Llmphoma),

Exhibit 2l - M€dical Hpork' F*rile hktory inftrtious af caltt*er {hildhd
d&eases in the ptients and nwtche.d &ntrols (fndins a hi*ary of ffirile infectisrs
€bildM diseass su*h as n*crsles, lowcrs &e risk fiorcanca).

Enhibit 22 - Britkh Medical Journal. Infontile Hodrgkiak Disease: Remission afer
Messles (describiry rsnis$isn of caacer rfter a mcasles idecti,on).

Exhibir 23 - NIH, Cancer Stat Facts: Non-Hdg*in Lprytho*u {rcporting 74;00
new canes of Hor'Hodgkin Lymphoua irr 20t9).
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Exhibit 24 - NIH, Cancer srsr Facrs: Hcdgkin Lyryvhona (indicaring $,1 l0 new
cases of Hodgkin Lyrnphcma in 2019).

Exhibit 25 - cancer Detection ad Prevention, Acute infections ar a means o!
&tncerprev'ention: opposingsecs to chronicinfe*iottsi {findingthat exposuri
to febrile infectious childhood diseases. including measles, xerc associated with
ntbsequcntly reduced risks fsr melanoma owry. and multiple c6rrc€r$ combincd).

Exhibit ?6 -NlH, Cancer sla,tfbcrs.' CItarian frrncer (repo*ing 32,s30 n€w cases
of sr'arian catrcer in 20191.

lxhibit 27 -Pediaricq ,{Ilergic /}rsease and Atoptc knsitizotion tn Children in
Relation to Measles lraccination anal Neasles {nfection (finding that measles
infection rnay prutect sgainst allegic diseasc in cbildren).

Erhibit 2! - Allergol ei tnmunopathal. Frequmty of allergir diseas* folloning
measl* (findiqg tlxt allagic dismses arc lers frr4usrt i* childrm with a history oi
measls).

Exhibit zg-AmericmJournd of Epidemiology, *feasles Infe*ion and ps*imron,s
Drse.sse {finding a statistically-' significanr rcduced risk of Parkinson's disease for
thcse who had messles drring childhood).

Exhibjt 30-Mwk l,lMR Mant{*cnrers' Packagt [nxrr{-M-M-R tr has nstkr
evaluated for carcinogcnic or rnutagenic potential. or poteritial ro impair fertility-).

Exhibit 3l - PloS One, '{dterse Eventsfolla*.ing 12 and IB Month yaccinatiarrs:
a Pepulation-Based. self4antrolted Case series Analysk (fiding signifrcantly
elevatd risks of ernergcncy room visis one !o wo weeks folowing 12 and lg-
month MMR vac*inatioal.

Exhibit 3? - FDA. supplewental apprcwl L*terfor MME (dding ro the Advcrss
Reactions s€ctioo of the MIUR pkage insfrt'transverse myelitis" in ?0lu* and
"'Henoch-schonlein purprra" Ind oacutf, henprrlragic derna of infancy* in 301?).

Exhibit 33 - Jcunral ofTranslational Sciruc, Pilor csmryrati>'e swdy an the heehh
of wceinated and unrvct;inatel * ta l}-:r,enr-old i/.5, children {fiding that
vaccinated idividuals bad a higher rate of sevcral forms of chrouic illnqs and
*urodevelopmentat disorders).

Exhibit 34 - U.S. Housc of Rryresentatives, Cornmitfe an Govsrrment Reform.
confiic* af Intereet i* Yarcine Poliq ifa*ing, June 15, 20tx) {dis*uxirrg rhe
eodlic{s of intcrest tbat vacsine policy-makers bave wi& pharnnmelrrhal
companies).
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Exhibil 35 - CDC, Aba.ce to Readers: Rec:ommended Chitdhood Immunization
khedale - United Srates, JO00 {rcflecting that th€ MMR vacsine sas on 6e
childhood immunization schedule when rhe Committe on Governmmt Reform
issu€d its Majority StaffRepart regardins conflicts of irterxt in June 2000).

Exhibit 36 - 4? USC 300ae-27, Mand*te ft* safer childhd rucrines (ststutory
section undcrpinning vacciae safety in thir country which required the Unit€d
States Deparbnent of Health and Human Serviccr {"}IFS'J to subrnit a bienni*l
report to Congrws da*iling impmvanents nade regarding vaccine ssfety).

Exhibit 37 * Infanted Cowew Aaion ffefpvrlr v. HHS,l8-cv43215, Stipulation
& Ondcr, datat July 6, 2018 {wideffiing that HHS has never once submitted a
rqon to csngress as reguirad by 42 USC 3$0aa-271.

Exhibit 38 - HHS, Response ts Frdom of Infornation Act Rquest tsdmitting
.that &e Task Force for Safer ChildM V*cines r€quird by 4? USC 300ar-2?
was disbsnded in 1998).

Exfutit 39 - Physiciaru fsr Inford CornsenE rUeaslm Wat Fsrents Need ts l{nrlr'
{detailing the benefirs al}d risks of the MMRv*ccine}.

Exhibit 40 - Archives of Pediatrics & A&lsctnr Medicire, Persistenee of Meastes
Antifudies Afer 2 Ooses af trteasl*x lraccine in o ?*teliminotiort Enviranment

tfnding that measlcs rrtibodis wane over time in thc abrcnce of circulating wild-
rype masle)"

Exhibit 4l - The Lancet, Measls Yirus Infection Without Ro's;h I* Childhd Is
Relsted To Disease In Adytt Life (*idcaci:ng *ssocixicn between a ncgative histcry
of measlcs and danelopment of irnmunore*tive diseases. sebrceous skin di$ess€s"

dqenerative discases of bonc urd crtilage, and certain tueors).

Exhibit 42 - CDC, Vaccirc Adverse Event Reporting Systcnt {VAERS} ttsults
{rEnrlts of the number of individuals r*eivilg a measles-contaiaing vaccine in
2013 tbat requircd a bspital, medical officq or €m€rg€ttslr rsom visk a*cr
vaccination).

Exhibir 43 - CDC, t/ifsl Stafisriff ef the Unitrd Stares I 940- 1960 {s}rouri$g fiat the

death rate from rneasles iu &e United Sratmdclird by over 98 prcent betwsr
l90Ornd 1962).

Exhibit 4{ - Brain & De*'elopmcnt" .SFontcneowt impravenent of intracable
qitqtic seizares fellowing flfitte virsl infeetiotts {Sowing that seiarrcs

disappared within two weelss after viral infstions nrch as rneasles).
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Wbcn pravidd an spportunity to rebut any of the foregoing erid€nce, the Paitioner declined to

profler my evidence in rebuttcl.

Thus, &G uadisputd eYidwe reflects that flre lytMR vacci*e for th€ child was aot

medically appopriatc. as the risks of injesring this producr inro the child sutweigb lhe bsrefits,

VII. THE SI,I}I}IONs SHOULD 8E DISMISSED SECAUSS TIIE COI}IMISSIONER
AI{D BOARD'S ACTIONS WOLATE TIItr STATE AJIID IJF{ITED STATSS
CONSTITIJTIONS

The Tribrrnal should dismiss thc SurffBons becausc the Commirsioner's Order and

Resolution violate New York ad unitd stares constinrtions. Althot'gh rhis triburat is unable lo

rule oll issue of Constitutiotal law,e Mrs. Guttman rcsqn'es ail issues ild alt Coastitutional elaims

far appeaf ircluding bur *ot limir€d ra,:he following:

First Arn€cdnren! Free Exereisc of Religioa;
Fourteenth Amendment, substmtive DuE Prqc€6$ a$d Equsr pmteetioq
Fourth Amcdmsrt, Unlawful Search and Sciarre;
Fiffb Amendment" Procdural Due hcess;
EighthAmerdmenl Cruel and Unusual Prmishmerq
Ninth Amsrdmenq md
Ofter Unerumeratd Righx-

DEII{AITID FO*, RELIEF

. The Tribusal Sould ttevccre tbe Hearing OfEcer's decision to suscain thc $ummons for

the reasons statsd above.

e *Reryordcat's Cor*itrdioall claims un&rtle Firs ,{mer*nent, the Csrrrnerce CI*us+ Eelbstantive Due Pro€ss,
otd Snre and F€dffil pr*vacy rigfits are ud pmperty adjudicatcd by this Tribual." TLC. v. Fonunc Limonrires, Ir!€.,
Appcal No" JREltXXlT3? $dlleh 6, ?OI9) {citing DCI v- €it{S &4naaqoCcnter, Appeal No- l?00951{R {Junc 29,
2ttl8) {fndine thx the Tribrynal sas nst the prryu fcmrn for rdjudi*ing Firs Aneildrn€nt elaims as a defase rc g
stslutory discloctre sckra*); ,V?C r'. .ilihua C*ng, Appeat Hos. 160121*-4t {January 5, ?01?} {fioding r}s rh€
Tributrl is nct tlre pmpcr furum to adjudic*e a claim of Corr*itr*ional right ta privacy); D{A v. trlr. C's flrles,
Appeal No. 05390931 {Fcbruarv ?t, 2SI7} {finding that the Tritruml is aot the propcr forum to adjudisat€ a Commerce
Clruse cllallclge|.

l.
2.
3.
4.
5.

6.
7.
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Dated: Novernber 30, 20t9 STRI & GLIMSTAD LLP

Aarsn Siri
200 Ps*Avenue
l?th Floor
Nsci Yorlq New Yort 10166
Tel: (212) 532-1091

A t rcrzatys for Respondent-Appel lan t
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DOHMH v. Rachel Guttman
30422-r9L0

I. The hearing oflicer did not err in finding that the Commissioner's Order did not expire
on April 17,2019 and Respondent was in violation

The hearing officer was coffect in finding that the New York City's Department of Health
("Department") Commissioner's Order dated April9, 2019 (Commissioner's Order") and was
continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH
v. J.DOE., Appeal No. 30329-19L0 (December 20,2019) (finding that Board of Health
Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order
are referenced in the Summons No. 30422-I9L0's ("Summons") violation description as the
requirements violated by Respondent and therefore both are applicable in determining the
violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health
emergency and issue orders that "shall be effective only until" the meeting of the Board,
whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,
modification of Health Code provisions or exercise of power." Contrary to what Respondent
asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only
allowfing] the Board to continue the order 'as is" ..." (Appeal page 4). Respondent would like to
add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to
continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not
in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power
asserted in her Order since the Resolution repeats the main directive of the Commissioner's
Order, which is that people living in the Il205,11206,Il2Il and 11249 zip codes who have not
been vaccinated against measles shall be vaccinated against measles unless they can demonstrate
immunity or a medical exemption. The Resolution also reiterates the main findings of the
Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg area,
the threat of measles to public health in the City of New York and the need to vaccinate to
control the outbreak. See e.g. Commissioner's Order (Sth paragraph)("Whereas, I find the
ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New
York; and.."); cf Resolution (15th paragraph)("Resolved, that the Board of Health herby
declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 4) that Petitioner conceded on page 58 of the
hearing transcript that the Commissioner's Order expired on April 17,2019. The Department's
General Counsel made no such admission. While it is true, as Respondent points out, that there
are a few differences in language used in the orders, the differences amount to semantics and do
not affect the applicability of the Commissioner's Order or the Resolution to the Summons or
Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since

Respondent's child lived and resided in the applicable zip code, lacked immunity and did not

have a valid medical exemption, which indicates in operation the Resolution continues the

Commissioner's Order.

Accordingly, the decision should be affirmed.

II. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(cX2) and (3), which states, in relevant part, that a "summons must

contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent

with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the

section or sections of the law, rule or regulation alleged to have been violated...". Here,

petitioner clearly met the burden of adequate notice because the Summons states the essential

facts to constitute the violation: the date the records of the child were reviewed, that upon that

date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be

violated as the Summons states the requirements of both the Commissionet's Order and

Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented.the Respondent

from knowing the elements of the violation or being able to put on a defense to the allegations.

SeeTLC v. ShaikhAli, AppeaINo. 10105610C (April 5,2019) ("The identity of the vehicle is
not an element of the charge and is therefore irrelevant to whether or not Respondent received

adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is

not warranted. See TLC y. Tawfik Al Shammaa, Appeal No. 721403484 (November 13, 2017).

Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting44 exhibits concerning the measles vaccination and its medical
appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,
Appeals No. 10087317C (March l2,2OI8) ("Finally, the respondent prepared for the hearing by
taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident\ that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed.

III. The hearing officer did not deprive the Respondent a full and fair hearing by declining
to Order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon
request of either party, a Hearing Officer may grant an adjournment for the testimony of an

Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a
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fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer

clearly has the authority to use discretion to determine whether to grant a request for the issuing

officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordon v. Brown, 84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing'

Accordingly, the decision should be affirmed.

IV. The hearing officer did not deprive the Respondent a fair hearing by refusing to allow a

reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the sunlmons. Clearly, counsel for the

respondent was able to inquire and receive responses on all questions relevant to the allegations.

The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

V. The Summons should not be dismissed because Respondent alleges the hearing officeros

decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(gXl) provides that "the Appeals

Unit within the Tribunal will determine whether the facts contained in the findings of the

Hearing Officer are supported by a preponderance of the evidence in the record, and whether the

determinations of the Hearing Officer, as well as the penalties imposed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony

provided as he cites to the arguments and evidence presented by each side. The issue here is that

iespondent disagrees with the hearing officer's findings, however, that is not grounds to reverse

the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is

based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld

since he or she observed the demeanor of the witnesses and weighed the evidence presented in

the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.10112809C

(November 15,2Ol9), citing Berenhaus v. Ward,7O NY2d 436 (1987); Matter of lfrah v.

Utschig, gS NY2d 304 (2002).

Accordingly, the decision should be affirmed.
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VI. The Summons cannot be dismissed pursuant to New York City Charter Section
1049(sXa)

The ability for a hearing officer to dismiss a summons in the interest of justice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4Xb).
Charter $1049(5X"...an administrative law judge or hearing officer may dismiss a notice of
violation/or a specified violation, as defined by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ub div is i on") (emphasis added).

The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 1049(5Xa) is not applicable
and cannot be used to dismiss the summons. Further, even if Charter section 1049(5)(a) was
applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.

VII. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As Respondent concedes in their appeal (page 18, footnote 9), Respondent's Constitutional
claims cannot be properly adjudicated by this Tribunal. See, e.g., DCA v. EMS Pregnancy
Center, Appeal No. 170095HR (June 29,2018) (finding that the Tribunal was not the proper
forum for adjudicating First Amendment claims as a defense to a statutory disclosure scheme);
NYC v. Aihua Gong, Appeal Nos. 1601234-41(January 5,2017) (finding that the Tribunal is not
the proper forum to adjudicate a claim of Constitutional right to privacy); DCA v. Mr. C's
Cycles, Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper
forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.
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APPEALS DECISION

Summary Disposition: AFFA

DEPARTMENT OF HEALTH &
MENTAL HYGIENE,

-against-

RACHEL GUTTMAN
79 SKILLMAN STREET, APT

4A
BROOKLYN,NY 11205

(Respondent)

Violation/Summons No.: 30422-1 910

Decision Date: 51512A20

Hearing Officer: Zeitler Richard

Respondent's Rep.: Aaron Siri, Esq

Petitioner's Rep.: Thomas Merrill, Esq., Loraine Peone,
Esq. and Dr. Jennifer Rosen, MD

Type of Hearing: Appeal

LINE
ITEM

VIOL.
CODE

CONDITION
(SEVERTTY)

CODE
SECTION

FINDINGS DECtStON

CODE
PENALTY

1 N N 3.05 Affirmed. Sustained $0.00

TOTAL $0.00

Summons#: 30422-19L0 05t05t2020
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OATH OrncE or Aor*rusrRATrvE Tntns nno Hrnnnes
Appeals Unit

66 lohft St, .lori Floo.
t{€!fi York. tlY 10038
Telephan* t212) rt364c2{
Far: (212) d3m7l4::I

Appeal No. 30422-19L0 DOHMH v. J. Doel April 24,2020

APPEAL DBCISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated

September 25,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to comply with an order of the Commissioner of Health to have an infant vaccinated
against measles.2 Having fully reviewed the record, the Tribunal finds that the hearing officer's
decision is supportcd by thc law and a preponderance of the evidence. Therefore, the Tribunal
finds as follows:

BACKGROUND

In the summons, on June 14,2019, the issuing officer (IO) affirmed reviewing the records of
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on June 13,2019, and
observing that Petitioner's Citywide Immunization Registry (CIR), which collects immunization
records for all children receiving vaccines in New York City and which is required to be updated

by medical providers, had no record of measles immunization for Respondent's child, who was

at least six months old and resided at a stated address in Brooklyn. The summons alleged that
Respondent's failure to vaccinate the child was in violation of a Commissioner's Order, which
was issued on April 9,2019, pursuant to Article 3 of the HC, in response to a public health
emergency, and which ordered that all persons who live, work or affend school within certain
specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the

Order. The summons stated that the Order was to remain in effect until the next meeting of the

New York City Board of Health (BOH) scheduled for April 17 , 2019, "at which time it may be

continued or rescinded by the Board." The summons further alleged that on April17,2019, the

BOH approved a resolution (Resolution) continuing the public health emergency and vaccination
requirement and providing that the parent and/or guardian of a child who is not vaccinated be

fined unless they demonstrate proof of immunity or that immunization is not medically
appropriate.

At the hearing, held on September 25,2019, Respondent was represented by her attorney.
Petitioner was represented by its generalcounsel, another DOHMH attorney, and a DOHMH
physician. The IO did not appear.' Petitioner relied on the summons and the DOHMH
physician's testimony and knowledge of its records. The parties agreed that all the arguments
made and evidence submitted in the hearing previously held for Docket No. 30198-19L0 were to
be incorporated in this hearing, including the Commissioner's Order and the BOH Resolution.
Respondent did not deny the essential facts of the summons, specifically that an emergency

' J. Doe is used here to protect the privacy ofRespondent's child.
2 The Health Code is found in Title24 of the Rules of the City ofNew York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Summons Law Charqed
I

lHearinq Determination Aooeal Determination Penaltv
10422-19L0 HC $ 3.05 :ln Violation Affirmed - In Violation $ r,000

a fair and
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Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,a and

that the child was not vaccinated. In the prior hearing, Respondent argued that the Order had

already expired on the date of the summons and Respondent could not be charged with violating
an expired Orde_r. Respondent argued that because the BOH Resolution had terms that differed

from the Order,5 and because the Resolution did not specifically state that it was continuing the

expiring Order, the Order was not continued. Respondent further argued that although Petitioner

could have charged a violation of the BOH Resolution, in fact the charging language was only
for the Order. In addition, Respondent argued that Petitioner did not establish that it was

medically appropriate for the subject child to be vaccinated. Documents previously offered by

Respondent regarding the efficacy and safety of the vaccination in general were also

incorporated in this record.

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the

Commissioner of Health authority in an emergency to exercise the BOH's power to issue an

order, which would be effective until the next BOH meeting, and that the BOH continued the

Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate

Petitioner argued that Respondent was also in violation of the Resolution, which itself
constituted an order under HC $ 3.05, and for which notice was provided in the narrative of the

summons; and that the Resolution was by its terms effective immediately, that is, on the date of
issuance.6 Petitioner's previous submissions, incorporated here, included o'Frequently Asked

Questions" regarding the measles vaccineo published along with the Order, and a c_opy of the

decision in C.F. v. The New York City Depirtment of Health and Mental Hygiene,T denying

injunctive relief from the Order, claimed on scientific, religious, and moral grounds.

In the decision, the hearing officer reviewed the arguments of the parties and found that the

BOH, by its April 17 , 2019, Resolution continued the Commissioner' s exercise of emergency

authority, which operated to continue the validity of the Commissioner's Order of April 9,2019.
He noted the record made and evidence previously submitted on Constitutional and scientific
arguments and found that they were beyond the scope of the hearing. The hearing officer found

that the allegations in the summons supported a violation of the cited section of law and that

Respondent's evidence did not provide a defense to the allegations.

On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0

relevant to this and other cases regarding compliance with the emergency Order to vaccinate

against.measles.8 Respondent argues that she did not have a full and fair hearing because she

a In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by

several sources, including health care facilities, but was not able to say which source provided the address ofthe
subject child. Respondent, however, did not assert that the subject child did not live within the affected ZIP codes.
5 Respondent noted such differences as follows: Where the Order included people who resided in the affected area

arfd who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,

preschools or child care services, the Resolution included those attending school, preschool or child care; and where

the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
u As this summons was written after the Resolution's three-day publication period, Respondent did not pursue its

earlier argument challenging a summons that was issued during the publication period'
7 See 2019 NY Slip Op 31047 (April 18, 2019).
8 As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New York
City Charter (NYCC), and Matter of Bloekv. Ambach,73 N'Y.2d 323 (1989).

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 72 RECEIVED NYSCEF: 01/04/2021



Appeal No. 30422-1910 DOHMH v. J. Doe p.3of5

could not cross-examine the IO to establish whether the MMR vaccine was medically
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner's expert.e Respondent argues that the summons should be dismissed
because the hearing officer's decision lacked a rational basis; in the interests ofjustice pursuant
to New York City Charter (NYCC) $ 1049, found in Chapter 45-:A; and on New York State and
United States Constitutional grounds, which include religious objections.

Petitioner repeats the arguments incorporated from the hearing in Docket No. 30 I 98- 1 9L0.
Petitioner asserts that the hearing officer was correct that the Order of April 9,2019,was
continued by the BOH Resolution, citing the Tribunal's decision in DOHMH v. J. Doe, Appeal
No. 30329-19L0 (December 20,2019). Petitioner argues that HC $ 3.01(d) allows the BOH to
continue the Order as is, but does not limit BOH action to continuing or rescinding the Order.
Petitioner repeats the argument that the Resolution continued the Commissioner's exercise of
power, as it repeats the Order's main directive, that people living in the specifred ZIP codes be
vaccinated unless they can demonstrate immunity or a medical exemption. Petitioner asserts that
Respondent was in violation whether the language of the Order or the language of the Resolution
is applied. Petitioner argues that the summons provided adequate notice of the charges pursuant
to $$ 6-08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not
deprive Respondent of a full and fair hearing by declining to order that the IO testi$r, as the
presence of the DOHMH physician, who had knowledge of the records, was sufficient.

ISSUES ON APPEAL

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the
hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW

HC $ 3.05(a) provides as follows:'No person shall violate an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an
imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such
emergency, the Commissioner may establish procedures to be followed, issue necessary
orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedureso orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modif, any provision of this Code
pursuant to subdivision b of section 558 of the New York City Chartero or exercising any
other power of the Board of Health to prevent, mitigate, control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the
Commissioner's declaration if a quorum of the Board can be convened within such time

e cc1t4p1p:r stands for Measles, Mumps, Rubella.
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period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power.

Code $ 17-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any condition, matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any areathereof, and that personal service or service pursuant to subdivision a or b ofthis
section of an order or orders requiring the abatement, removal or correction of such
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such
order may be served by publishing the same.for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such
publication and such publication shall be sufficient notice of such order and of the
nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions of this chapter.

ORDER OF TI{E COMMISSIONER, April9,2019, provides in pertinent part:

IT IS FURTHER ORDERED that the parent or guardian of any child older than six
months of age who lives, works or resides within [four specifiedZIP codes] and who has not
received the MMR vaccine within forty eight (48) hours of this order being signed by me shall
cause such child to be vaccinated against measles unless such parent or guardian can demonstrate
that the child has immunity to the disease or document that he or she should be medically exempt
from this requirement.

48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the
summons by a preponderance of the evidence. The Respondent has the burden of
proving an affirmative defense, if any, by a preponderance of the evidence.

ANALYSIS

The Tribunal affirms the hearing officer's decision.

The hearing officer credited the testimony and allegations contained in the summons and found
they supported a violation of the section cited. The Tribunal generally defers to the hearing
officer's credibility determinations and finds no reason not to do so here. See NYC v. Michele
Radolovic, Appeal No. 44124 (January 18,2007). The essential facts were not denied. Pursuant
to HC $ 3.01(d), an Order of the Commissioner of Health was signed on April 9,2019, requiring
that the parent or guardian of any child older than six months, who was living in the designated
ZIP codes in Brooklyn and who was not vaccinated against measleso have the child vaccinated
within forty-eight hours unless the parent or guardian could demonstrate that the child had
immunity or could document that the child should be medically exempt. The Order was
enforceable as of April 11,2019, and remained in effect at least until the BOH met on April 17,
2019. Respondent argues that the summons must be dismissed because it was issued after the
Order expired. That is not correct. The summons was based on an examination of Petitioner's
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records that took place on June 13, 2019. That examination provided uncontroverted evidence

that the child was not vaccinated as of the inspection date, thereby also establishing that the child

had not been vaccinated during the 48 hours specified in the Order. As the BOH did not rescind

or disavow the Order, the Tribunal finds that Petitioner's authority to issue a summons for failure

to comply during the specified period was not limited by any subsequent expiration date of the

Order. In fact, a summons for a violation that took place during the specified period could have

been issued after that period even if the child had subsequently been vaccinated.''

Respondent's contention that Petitioner failed to show that medical appropriateness was

established was correctly rejected by the hearing officer. By the terms of the Order, Respondent

was to demonstrate that the child had immunity or to document that the child should be

medically exempt. This was an affirmative defense for Respondent to establish.ll There is no

evidence in the record to show that Respondent offered any such proof of immunity or

documentation, such as a doctor's note, that vaccination was medically inappropriate specifically

for this child. In addition, the Tribunal finds the hearing officer's ruling that the IO's appearance

was not necessary for a fair hearing to b.e reasonable. Parties have only a limited right to cross-

examination in administrative hearings.12 Respondent did not offer proof to contest any of the

essential facts alleged, and the DOHMH physician, who was available to testifu, had personal

knowledge of the same vaccination records examined by the IO. As to Respondent's request for

dismissal in the interests ofjustice pursuant to NYCC $ 1049, Petitioner is conect that that

provision is not applicable to violations of HC $ 3.05. It is also noted that Respondent concedes

bn appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the

summons on the date it was issued, that Respondent was not prevented from having a fair
hearing by not having the IO present for cross-examination, and that Respondent did not

establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to

comply with the Commissioner's Order in violation of HC $ 3-05.

By: OATH Hearings Division Appeals Unit

r0 In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide

Respondeniwith reasonable and accurate notice ofthe charges as required by 48 RCNY $ 6-08(c)(2), in part

because it did not inform Respondent of which order he or she was alleged to have violated. The summons was

clear in alleging that there was a violation of the April 9, 2019, Commissioner's Order, and the Tribunal finds that

the facts alleged in support ofthat charge satisff the notice requirements of 48 RCNY $ 6-08(c).
tt 

See DCA i. nest Xipt Secret Airport Parking, Appeal No. 05426379 (November 2,2018) (after admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the

licensing requirement.
,2 See Gordon v. Brown,84 N.Y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination in

administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,

and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony

where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no

claims of any defects or reliability issues with the test).
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September 25, .201-9
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PROCEE D INGS

H.O. DAVID LEUNG: Okay, werre on the

record. ftrs September 25, 2019, 10:35 in the

morning. We're at the Brooklyn OATH location.

namefs Dave Leung, hearing officer. We're here

on Summons No. 30376-19L0, issued by the Health

Department regarding an MMR vaccination issued

Ascher Berkowitz. We have attorneys from the

Department of Health here. Can you state your

for the record?

MR. THOMAS MERRILL: Thomas Merrill.

MS. LORAINE PEONE: Loraine Peone.

4

My

today

to

name

H.O. LEUNG: We also have a physician from

the Department of Health here.

DR. JENNIFER ROSEN: Jennifer Rosen.

H.O. LEUNG: Dr. Rosen, do You swear or

affirm the testimony you give will be the truth?

DR. ROSEN: Yes.

IWHEREUPON THE WITNESS,

O S E N, WAS DULY SWORN. ]

H.O. LEUNG: Thank you.

attorney for the Respondent here.

MR. AARON SIRI: Aaron

Respondent.

JENN]FER R

And we have an

Mr. Siri?

Siri on behalf of

do you waive

sides have the

H.O. LEUNG: And, Mr. Siri'

translation and do you understand both

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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13

L4

1,5

16

L1

18

L9

20

2L

22

23

24
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PROCEE D I NGS

right to appeal and that the cited section of law

carries a penalty of $1' 000?

MR. SIRI: I do, and I waive a reading of

the violation.

H.O. LEUNG: Okay. In the previously-held

sunmons, hearing, excuse me' under Summons No. 301-98-

19L0r you made a request to have the issuing officer

appear. I denied your request. Do you incorporate

the same arguments for that request here in this

hearing?

MR. SIRI: I do.

H.O. LEUNG: And you also submitted

documents and made some Constitutional arguments

under that previous hearing. Do you incorporate all

the evidence you provided and al-l the arguments you

provided under that previous hearing and bring it

forth, bring it forth here?

MR. SIRI: I do. I incorPorate all the

evidence and the arguments, including the non-

Constitutional arguments as well- as the

Constitutional ones.

H.O. LEUNG: Great. Since you've waived

the summons, I'm qoing to turn

5

the formal reading

to theimmediately

what evidence they

Department of Health and ask them

have pertaining to this sunrmons.

of

Geneva Worldwide' Inc.
256 W 38th Street, 1Oth Floor, New Yorko NY 10018
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25

PROCEE D INGS

MR. MERRTLL: Your Honor, the Resolution

and the Order of the Commissioner were put int.o

evidence in the consolidated record we have from the

6

pr]-or

again,

4rh.

date. ffm going to rest on the NOV. This

a checkup of the immunization registry on

is,

June

It showed that this child was in Brooklyn in

viol-ation of the Order, having not been vaccinated

despite the Orders back in Apr1l.

H.O. LEUNG: Mr. Siri?

MR. SIRI: In -- the only additj-onal

defense, Your Honor, w€'d like to present is a

Declaration from the mother. The on June 4, 201,9,

the chil-d was healing from eye surgery. The child

al-so had to, had a previous reaction to a vaccine and

upon advice of the pediatrician decided to delay the

vaccination of the MMR until- the child's eye was

fully healed. The pediatrician has j-ndicated they

are, while theyrre happy to have provided that, made

that decision for the parent at the time, they are

fearful of the Department of Heal-thfs reaction to

them writing anything that says the child shouldn't

get a vaccine and what consequences the pedj-atrician

might face from the Department of Health, so the

doctor wouldn't give a note. But. -- with the details

I just relayed. But the mother did.

Geneva Worldwideo Inc.
256 W 38th Street, 1Oth Flooro New York, NY 10018
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H.O. LEUNG: Okay. I'm going to mark that

as Respondent's '79. The Department of Health, any

objection to that coming into the record?

MR. MERRILL: No objection to it coming

into the record, Your Honor.

lRespondentrs Exhibit 79 adtnitted into

evidence. l

H.O. LEUNG: And your response to the

affidavit and arguments in there?

MR. MERRILL: My response is again, you

know, although the child was not vaccinated on June

4Lh, it may or may not have been recovering from eye

surgery that prevented the child to be vaccinated on

that day or whil-e he heals. I would just point out

that aqain the child had ample, the parent had ample

opportunity from April to bring the chil-d in to be

vaccinated to be compliant on June 4th and they

failed to do that. Regarding the pediatrician,

without getting into whether that's true or not, I

would just point out that under State law, again for

a school -- and f know that this is not a school

case, but I would point out that medical exemptions,

by State law, require a doctor's note. So for the

and I'II give you a cite on that, Your Honor. Itrs

10 NYC RR 66-1.3. So despite this pediatrician, this

Geneva Worldwiden Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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parent may say this pediatrician's I'm having a

senior moment here lunintelligible] t00:04:091

paranoid, Lhe fact of the matter is pediatricians

have to give notes. And I would also point out that

w€r in fact, withdrew a case yesterday because doctor

the l-ast time we were on, a parent had, a

pediatrician had indicated the child might have an

exemption and we contacted that pediatrician and

agreed to withdraw the case yesterday. So if the

pedia-r so I don't think -- 1. there has to be a

noLei 2. even if there is, was a val-id excuse on that

day, the child had ample opportunity; and 3. what is

ir?

DR. ROSEN: Well, I want to clarify. This

is not at al-l- a contraindication to vaccination, and

that's why this provider would not have written a

note. Because und.er no circumstances would the child

not be able to qet vaccinated for having eye surgery.

There are national standards for what are appropriate

medical contraindications to vaccination, and this is

in no, no way a contraindication to vaccination.

Wetve had many situations where providers say parents

don't want to vaccinate. If a provj-der doesn't write

a note, it's because they, they don't feel

comfort.able saying that there's a contraindication to

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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vaccination.

statement

MR. SIRI: f'11 that that, the last

it true that a, a

argue

Isnftis speculation.

illness or medicalmoderate condition is a precaution

to giving the measles vaccine?

DR. ROSEN: It would be an acute illness,

not a surgery. Surgery is not at al-l- a

contraindication. So if, if the chitd had an

immunocompromising condition, for example they were

orr they were on chemotherapy for cancer. This is

not at aIl a remote contraindication to vacci-nation.

MR. SIRI: Right. But a precaution is

different than a contraindication, correct?

DR. ROSEN: This is not eye surgery j-s

not considered moderate acute illness for the purpose

of not vaccinating.

MR. SIRI: But the CDC guidelines for

precautions don't say rnoderate acute illness; they

just say moderate, correct?

DR. ROSEN: Recovering from eye surgery is

not, would not be criteria for --

MR. SIRI: I just want to cfarify --

DR. ROSEN: -- a moderate i]Iness.

MR. SIRI: -- she said moderate acute.

H.O. LEUNG: Okay, I'm going to pretty end

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Flooro New York, NY 10018

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 73 RECEIVED NYSCEF: 01/04/2021



1

2

3

4

5

6

1

9

10

11

I2

13

L4

t5

L6

L1

18

I9

20

2I

22

23

24

25

PROCEED INGS 10

because I don't I understand her position, I

understand your position.

MR. SIRI: Sure.

H.O. LEUNG: I'm going to just ask you, Mr.

Siri, how do you respond to their argument that this

Order was issued -- when, when does the Department

lunintelligible] t00:06:201 allege t.his Order was in

ef f ect? Just remi-nd me.

MR. MERRILL: This, the Order --

H.O. LEUNG: lunintel-ligibIel [00:062231

sign on April 9th and then --

MR. MERRILL: The, the

H.O. LEUNG: -- April L2Lh?

MR. MERRILL: The Commissioner's Order came

on -- itts

was April

48 hours.

in the NOV. The Order of the Commissioner

9rh,

The

H. O.

and that's when, you know, you've got

Board Resol-ution was April 17th.

LEUNG: Okay. How do you address the

MR. SIRI: Yeah, I

H.O. LEUNG: -- issue that your affidavit

is a medical- if I do make a finding that

exemption, how do you address

date that the Commissioner's

there

the fact that from the

Order or the Boardrs

Resolution was effective, which is April- 9th or April

Geneva Worldwiden Inc.
256 W 38th Street, lOth Floor, New York, NY 10018
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17th, whatever, pick whatever date you want -- we're

talk-, your affidavit only covers June 4th. How do

you account for the time between the two or three-

week period between --

MR. SIRI: My experience, the violation

needs to be adjudicated as alleged. I mean, Irve

never admittedly, Irve dealt mostly with

Department of Buildings violations, but when you give

a viol-atj-on you have a date that, You know, that you

alIege the violation occurred. That's the date

you're adjudicating. I mean, how, how --

H.O. LEUNG: I understand.

MR. SIRI: It's, it's as alleged. That's

what they chose to allege, that's the date they chose

to allege. It was their choice. If they want to

issue a violation, Your Honor, for June 2nd, they can

do that. They have the power to do that.

H.O. LEUNG: Okay, do you have a response'

Department of Heal-th?

MR. MERRILL: Again, the allegation is yes,

the person was unvaccinated on that date, but the,

the net result was the consequence of action all- the

way from April and whatever. The point of fact is,

the, you know, , it's, it's not that you had to go

out and get vaccinated on that date, it's that you

Geneva Worldwide' Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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were in, that we happened to catch you on that date

being unvaccinated, having thus viotat.ed the Order

that had required you to get vaccinated. There was,

again, plenty of opportuni-ty to get vaccinated.

H.O. LEUNG: Mr. Siri, do you know when

your client's child had eye surgery? I know you say

MR. SIRI: Yeah.

H.O. LEUNG: the allegation here is that

MR. SfRI: No.

H.O. LEUNG: You don,t.

MR. SIRI: I'm sorry. We don't.

H.O. LEUNG: Okay. Alright. I have enough

to make a decision. Is there anything el-se either

side wants to put in? Hearing nothing further, this

hearing is closed. Each sj-de will receive my written

decision within 30 days. Thank you.

IEND OF HEARTNG]
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in {l*lliamshlrg, Brook}yn. urtrich
induded aip code 112S5 {respondent's
zipcode), be vawinated againsl
r*eastes, dBmonstrate imrnunity to
r&easles, or shovr proof of an
accaptabh medical exception-

Fetilioner relhd r,rpon the s\liorn
datam$taof fraissuing ins@or, and
h aviderm subraittsd atthe fearing.

Reepondent argued that $-u
Oornmisaio*efs Or*r {P1i, expired orr
A$Eil 17, ?019, arud ilrat fie suffir$ons,
wtrich dhge$ an nccuff&nca date of
Ju*e{* 2019, rnuril ttprefor* be
dis*?ri*ssd b€ca€€ Re*pondenl canncl

, be liabta ior vtuh*g an expired Order-
ln suppa{ of th,i* argumerf,
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CITY OF NEW YORK
.oF I{YStENE

Ascher Ba*nr*itz

Responde,*t Ap'pellant,

Ilept of Hoalth & Mrnul Hygiene ef the City,of Hew
Yort

NOTICE OF APPEAI- &
*IE*IONANDUTT OF LAW

sumnto*s: 3037&19L0

V

Fetitioner-Appdlee

HOTICS gF AfPSAL

Reupondant Ascher Berkewitz f'lftr. Ferkowi&'] hereby appeais the desision ,CIrl

Srlmmsn$ N$sb€r 3'03?&l SLS {the'Srmmont'}" I

sEs*$,trrNARY,STATA MENT

On F'riday" {tr'iitr 9, ?0I9, Oxide Bnrboq the Nsi# York City Cornmissi*oer of Heal& and

Mmt*l Hygiene {the 
*Commigriouer*} issrd an Mrr {thc 

*Comrnb*ioner'r Order'} *quidng

that c**ain catego;i*s ofpeople in cerfnin zip codea be irdmtcd wi& Mcrck"s product M-M-R*II,

als* kno rrn ss the :neaslm, mumps, rubella ("I}IIWR*), within folty-eigbt hsnrs of the

C*mffissionefs Order. F*tilioner-Apptll*c'r ll*ring Exhibit 1"

On Apri,l 1?. ?019, the Feparansrit rf +Imlth *nd il{e&tal Hygiene*f the City ofNsry York

B$ar ef Heelth {the "Bonrd*} crs€t€d a resolutior {the "Resolution=) which atso requi-red

administration of tht Mi4R v*c*ine, but defined what constituted ,a "nuisafice'' ramplet*ly

differendy. applied it to different categories *f individuals, bad a diff,ereiet age rangr! provided for

! On Octrlbcr ?5, 2019, Mr Berkswitz slrbmittrd a Reguest for frlensior af Time ro File Appear. {IATH appm.-.od

thc raqucst on November I , ?019, and $(d the dcdlinc ts frlc this appeal for Wednesday, Decembv 4, 2Oi g,

Pag* I of 19
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differenj penalties. snd contained sther ma{€rial diff,erences as dctailed below- Fetitioner-

Appellee's ttrerring Exbibit tr"

On June 4,2S19, Mr. Eerkowilz was cited as having viola{ed the Commissioncr's Dlder

by n*t providing either proof of or Srnof,of MMR vaccinafion for his child Z.B. {&e

"child')" 0xhibit A" Summons.

Thc Commissioner rnust cautiously f,e$*rve dre ure of trer rrnqsncy psser to r oid

abusing thataurhority" lVbea thc esmrnissionrrand ihe Swd flex enermoils pCI$rgrq the Tribunat

must be cornprrhcnsive and meticulurs in rrvieiviag &e Summons, hearidg, ar*d dwisios pf tlre

frATH Hmring Officer ?hc hearing re$od mflect* thar 1fus grrmrron rbuld bave besr! disrnissed

and tlrat the Hearing Officer dryrived Mr" Bslcoxritz of s ftl? and fair hearing, made errrrc oflar*"

arld iszued aaarbitrarf, a*d capriciarus dmision-

FAfTS

Sn.f*rne 4, 2.$19 Mr- Bstkowitz rlrs$ srted ns h*viag vjalnted tbe Commissionei's Ordcr by

failing ts vminaJe his ehiild xrift il{MR- gr&Ibit Ao Summgnr. On Seprember ?5, ?S19, David

[*ung {the 
*Il*rlag Offieer"} csndectd * bearing erxrrning gs grrrrrmon*. The He.aring

Officer zus{ained rbe ${xsrson$ pw d,ecirioa datd Septernbw 25, ?019" gxhibit B, IXmrilg

Decicion" All arguments *rd *xhibitr enterd into evidence &ring &e hearing are incorporated by

referrnce, which inctudes all arguaenl$ a$d exhibits entered ints erddc*ce far Sun*mens Number

30198-19L0.r

: In &e intf,red of jvdicial E{orerrq/. th* paaies snd rhc }Iraring Offic*r agred ir inmrprrratc thc argumrnts and
exhibits from the hraring sn $rmlnoas ntrqber 30198-i9L8 intt the record for Mr" Seikowitz': he*rin6. trrlihit f,
llmrixg Tran*rlpt, pp 143-Iit3; ?4l-24L

Pagc 2 ofl9
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s3,*r{pnl}p or REVTEW

"When an appeal is file*J- the Appeals Uait will dstr.r{ainc whe&cr rhe facts contained in

the findi*gs of the }learing Oflieer *re suppcried by a preponderance cf the evidence in rhe rosord

and whether the deterrnixations of t&e Hcadng Officer, as wsll s$ ths pcnnlris irnposd are

supportnd by law. Excefl a$ proridd in 48 RCNY $$ 3-15, 5-S4 and 5-05, ths Appcals Unit has

the power to affiRn. rET.€rEq rtmnnd ornnodi.S the dscisisn appeald ftoilr" 48 Rules of New

York $ el9 fuXl]"

ARGTIM*FIT

I. Ttt3 SU*Til,ICI}Is SITOUI,D S'E I}I$ftIISSED BECAUSE TIIE COI|iMTSSIOI{ER'S
oRnER EXPIRES O { nP&IL 17, ?0lti ANI} TltS DATE OF OCCURRnHCE OIri
THA StrM*IOFtS IS ArffiR. THA EXFI*ATI$I,( DAT{

The -Sumuro-rr*, i$$usd nn Sune 4, ?81S, allegcs a violatisn that occ$Jr€d on June 4, ?019"

which is *{}cr the Commissloner's Sderexpired. Theref-ore, th* violatir:a wes umrirnelS and the

Tribunal musf dismiss the Summons.

T-he $urnnrorrs issund ts IvIr" SerJrewitz atrl*ges a vicl&tion of the Commissipner's Order.

Exhibit A, Summonr. The last sentenre *f tke.'Vielation Description" sectjon sbtes that

*Respondcnt has failed to vnccinate child [J *r oth*rwjse su,bmii acceprabln proof of imrnunify in

violalisn of ttm Order.* fd. {emp$asis sddd.} Tbe Suutm*rns speeifically dcfioes the r*nn a0rdsrn'

as the April 9, ?SI9. Comrnissioner'x Srder, Th* Commissicner's Order expirod orr ,April l?,

2019" Yet, the Surnrnons alleges that Mr. Brrkanritz viola{cd the Commis,sionsr"s Order on .iune

4, ?S 1 9. Nt *.a8" therefore, ffn effor of larv fsr the Hearing Ollie er m allirrr the Sumrnons because

ttre Cornrnissioner'F CI#er had cxpired by tbc date sf the oecur?sace listed on tlre Summtrns" On

this basis, the Tribunat muse dismiss rhe Summoas.

Page 3 of l'9
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*uring the hearieg on tht Sunmons, Petilioner-Appellee conceds{i tbai the

Commissioneris Order cxpird on April 17, 2019. gxhihit C, Ele*rlug Transcrip! p 58- The

Commissioner's Order expired becaus€ the Ncrv York Cily Health Code provides thar art

ernergency actinn "shall be effective onllr until lhc nexr meeticg of the Boerd, rvhich rlmeting shall

be held within fivn business days of tbe Courmissionet's declaratisn{"J" NY Ciry Health Code

ffi City }lsalth Code{24 RCNY}} $ l.Sl {d). Thr Board converpd on April 1?,2089; thelq rt}c

Ccmmissioner's Otder cxpired on that datc"

During tbe kadng Petitioner*A,ppdlee argued that dspite thc ffier expiring on April I ?,

2019, the Ressluticn oooti*usd ths CornnrissionerJs ffier, ard thrs &c Comrni$sisnsr"s Otder

w*s still valid an tlre date of occurmce on the Sarnmons. Pcritioner-App*llee"s argumcnt is

plainiy i*correct- The Nsw Yerk Ciry Health Code p:uvides that "the Board rruly *ontinue or

rescind." NY Cily ll*a{th Csde {NY Ci.ty He*trth Cade p4 ReNYi} $ 3.01 td) (enphasis addedi"

Notleing in *rat srctiga states that tbs Berd may nmead aad continue the enrga:cy or,dcr. On

its f*ee, that sectien onl3r **lcr*s th* Board to continue the onder "as i5* o: to rescind the Brder and

issuea new ordg-

Ia &is instanc€, the Board did not csfltinue th* Cor*r'nissioner's Or,der. Eveo thougb the

Resolution *cknorvledges ihe Cornrnigsioner's Order in &* prcarnble, nothing in the Resolutisn

st*tfs it is continuing t*re Commissicner's Ondcr. fJostes{ tbe Boa;d allowed the Commissis*er's

Order to expire and crea{ed a n€r'r order via its Rwolution dated April I ?, 2019.

Indeed, the tsrms of thc Commissioner's Ordrr are rnaterially di.ff,erent ftom the t*rr.ns used

i* the Resolu{iofl. This vrrifics that thr Csmlnissi*ner's *rder and thr Rrsolutian" althotrgh rbcy

bo,& *ddress lhe same topic, are trvo differcnl directiveq and as sueh, cne ir not a ceintin-r.lalisn of

tbe other. fJrsx, *le Resolution entirnly redefines what constitrttss;l uuisance" The CHer defines
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lhe nuis*nce as the presence of a persnn u?vac*inatsd wirh MMR.] The Re*r:luti*n defirns rhc

nui*snce as the measles. orrtbrsslr-r

Secand, the Rrsolution rmategorizes individ$sls subject to the violation in scvcral

important qrays:

a- Tbe Comnisgion€r't Order incigdm pe*ple r*:hs "'livfi, wodr, sr re$idd' in the

sffmtied sip cods, but tb€ Rmolurioa anly iacludes individuals *,ho "l,ive[J or

workf,|n' in the affwtdzip csilm. P$ifioacr*Appellee'c Eeariag AxHbie t & 2.

The decisian ts $st insludc Fgsplc whc *reside'o in the zip codc is important"

Merriesn*IYcbsts's dictionary dtf,ines.'"c#ids* !n rrefl$: '1o durcltr permanently or

c$ntinufllsly: o&npy a place Frs cne'F }*gal domicile." Mcrriar**lVebster's Online

ilictionfiry, a**ilo,bl* $t hftp*llxww.:nrrriam-urebst*r.sornfdieti*narylr6ide.

Conversely, tfiat mme dictiooary defing "live' as: *ts pass through *r spcnd the

duration o{.]* Merriarn-Wabster's Onlinr Dicti*nary. ovailable st

htrys:/lwvw.merriae-webnts.comldiction:ny/live. Ttus, tlre Cor,nmissioner's

{}rder irueludw pruple qrhs w*rc aot actaally living in the zip codes ar the lirns of

the Orda, but rvbp mair*aiu ttreir legai tiomicile there {c"9"" paryle rxho were away

for the sumaer, orwfuo l-ive abroad for a per,iod of tin're); in mntras! &e Rf$olu{ioa

only inchrdru peoplt who are pbysically Freseot in the area.

J "XX;HERLAS. I alsa fird that the prrxrrcr of any 6rson in Williamsburg lacking thc MMR raccine, unlt*s lhat
vaccine is,otherwise rnedicaily contra-indisated or sueh grrson has de.monsrated immunir-v against measlts- crctrtts
ari unr!€{essaer arxi avoidablc risk af cantinuing thc outbrcak and is therefsre a nuisance. as de{ined in Nerr Yo*. City
:ldmlnisrar-ive Csde $l?-14?[.J" f.edrioncr*Appellet's ll*eriag Erhibit l.

' *1\TjIEREAS, thc Bcard of llcalth rrgardr tbc aforesaid repor{F of oyer 3ffi eases of measles as srfficisrt proof ts
authsrizc the dmlaration tlrat an sutbreak sf neasles is occuning in l#illiamu.burg *rar thr*tcns ths heahh and sal"e$.

uf liew Ysrten and is imrnedixely dangcrou$ lo hu$rafl lifb arrd hmlth and constitutcs a public *uisante{.1"
Setltlonr-Appell*'r Hc*ring [rbibit 1.
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b. Tht Comneissionsr"s ffier includes childrer "old.er than six rxonths,o" and lbe

Resolution includes childr*rt "six rnonthc ofagc and otrder." Petitioter-Appellee,s

Hearitrg f,rhibils I & 2" Therefor,e, undcr the Cornrnissioner's fuer, childr$t

who wer€ six moilh$ old ryexe nat rquired {s be vacsin*ted, urhereas, under the

Resolutian" six-month-oldbabies were required to be vacsinatd"

c. The Commjssio,n€t's fuerdsffi$ot iaclude ohitdrffi vho attend school, preschool

*r child c$€ intlm aff*od eip csdes, btrt the Rsolution das includs childreu urhc

""attendfi scbool, premtreol or child care wirhin the aftcted ;rip codes-* Pcfidor,er-

,A,ppellee's lle*rlag Exhibit ?.

d- The Commissioner's ffier r{srfipts children whose parents or guardians p,nol.ide

dseirnrcntation shorving that MldR. is nof rnedic,aily appropriare, wherecs rbe

Resalution ie more on€rouf and rqrires &at such dscumentation meel ths

satisfactios of Peritioucr-Ap,pellee.5

Tki#], the p*nal*'e* are entirely different" The Cornrnissionrr's Order includes a'i,varning"'

thst'[IJailure to comply with tfuis CIrder is a violatioa of $3;ff5 of r]le New Ya* {:iry }leal& Ccde,

nnd a misdsrnaan+r for which you rngy be subj*t m civil aad/or srillrinal {ines" IbrfeiturEs and

pcnalties. including imprisonrotat-* Pelitisncr*Apgellee's Hrnring tr*tbit l. The R.mcfurioq

htrw*rer, did iloc iaclude this language and opted to mbaaee the civil peaahy by adopting the

pmvision af NY City l{ealttr Cnde {2a RCNY} g 3.1 I {a} and subj*eiing violarors ro fines hr each

fanril-v memba. and for txch ti*y 6 psrsrrn violates the R.esnluti*n. This "enhaficed"'civil penalty

: The terrninqlogl may sesrn simihrros{*acen the Cgmmissirner'l ffcr and the Resolution: bor+cvef, it tras a tcgat
digincrion. Othsrisc" &c tssri would nsi hate gane through thc cffo* of ameading rhe laaguagc in irs Resolutisn.
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did not fippear in the Cornmissioner's Order b*t is ineludd in the "resalved"' language *f the

Resr-llution. *

In surn, tbe Resrrluti{}6 shangffi nrsnero$f tregaily perlinmt a-\Fscts of the fommissioaet's

Ordern including the pruhibited condtrc-l, the population zubjert to the order. and ttee penalty. This

is prmisely why nowhere in the Rmolution doe* it Err€r stat* &at it is continui*g tire

Commissioner"* fuer. The Resslutisn plainly creatod a fier# and di*tiost order, and pcr thr

requirenrents of NY Ciry l{calth Cod* {24 RCI-{Y} $ 3.CI1 (d}, the Comrnissioner's ffer axpired

an April i?" 2019.

For these rs€t$o$&, it is evidentthat tbe tsomd did net coniinue the Csmmissioner's Order.

The Summccs cites lhe dtt* of ccr:urrnmcc was Jnnc 4, ?019. Because the Comr*isgitlnqr'$ Ode r

expird on A.pril I7, ?ff19, prior to tbe date of occurrence, the Tribual must disrniss the Sumrerors

becausc it was aa erf,or of larv for the ltearing *fficer t* srstain the Sumrnons.

1I. THE $UNIn{OI*S $XOULB BE IiISMT$SED BECAUSE TT1tr SUhTbIOT*S TAIL$D
TO PROlrilDg nE*$SNAALE NrlrrCE T{} MF* BERKCIWTTZ' iS nEQ{rIRnp
BY NUts PNOffiBS AIID ?TIA ]rI*W YSRK C{TT CftARTEIl * I${6

Furtherrncre, the Tn"bunEl should dismis* &e Summons b**euse it faiid [o pravide

r*asnnable ncticc eo Mr" Se.rkorvita Sne prwms requires thst Mr" Berkowig be provided/*rr

ntstire nf the chnqges $o tbsr sbe ulay prepare and pr,esrnt an adeqlrate defense and crpprtunity tc

brheard. lulttrrcrof&lor:*v.Ambarh,?3N"Y.2d323{1989}.TheNsvYorkCiryCharterreq*ires

that, at a rninirnum. the Surnmans pral'ide fln rlc{xrrct€ $tatfr-ment of fhe matlcr to be adjudicated,

I'{YCC $ 1046" The Srmmons {ar-en with the L-onersissioner"s Order and R"esolution anach*d}

E *RESOLVF-II, that *ny p€rson raquired by this dtclaration rn be immwiz*d lgainst masles, $r arty p.:lrcrrt ot
guardim raluir*d by it tc immunizc his or hs clritrd, shalt be riolating thiE ordrr snd br $Ibj€ct to tllr finEr authoriad
by applicable law, rule and regulatiorrs each day that he, shc, or srch cbild continucr to reaide, wark or afl€rd schsol,
preschool or child care in aty of tlre affected zip codcs rrirhoqrt h""i"g bc.wr r.accinatod against rneasbs untit srch
timc that this outbrcali is dcclarcd to bc ovcr by the Comnrissi*ner $f tht D€gflrtlnerlt of Hcalth and !!{cntal Hygiene."o

Petitioncr-.{pp*Her'* }learing F.rbibit 3.
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failcd to meer these standards.

Be€ause the Commissioner's Order and the Resoluti*n are so dif,ferent, due process

rc<luires that Mr' Bsrkowitz be rea$onabiy and eccurately infomed of which srder she is alleged

lo have violated. Stherwise, Petitioner-i.p.pcllec has dcprived herof t116 ability ls 116unt a 'iable
and tffmtive de&nss to the allegations- Far example, the fomlrrissioner't Older and the

Rcsolution define the ternr "'nuisance* differeltty; the iadividsals subjected to the two orders alr

dissimila{ and the Cornndssioner's Otrler ciies po*sibk imprisanrnent, u,,hereas :he Resnlution

mandates civil prnalties far each day the order is violated, Ts furthe.r urmplicate this issue, rhe

Resalution enforces thes* +ivil pcnatrties agairrst persons whtr "reside' is the affected zip sodeq

ycl lh€ language of tlre Rmoluti,on itself does nst *aDd8te the MMR vacrine for individuals {lrho

*reside" in the affeeted aip codes * ontry for tllose whn 'livefJ or work.{J wifhin t6e affectrd zip

csd€s" and childrefi who "liv+fl or attcndfJ schootr, pres*hool" orchiid care ,rithin thc affcted rjp

sr}des-"r Pttitisucr-Apptllt*'* X{crring Exhlbit ?. Thqefora dsp gtimmons {even with t1e

fommissioner's Order and Resolutien anaehed) does not provide fair notice rf the order tfuat was

allegdly vialsted and as zuch prevents Mr- Serkcwite ftom mouniing an effective defense"

Not only does thc Strmrfisns fail toprovide fair notice, btr it alsn f,ails pruvid* an sccurare

ststemmt of &e rnattrers to be nd.iudicated, The "Derall* of Viatatisn" of the Summons, as sw.,rn

to tr.r' *re isslling &fiicer, re{br to both the Csrnrrrissioner*s Order and the Resolution ss fN,o dlslincv

orders. This section statec that the Csmrnission€r's Order required "all persons whc liv*" wo*k cr

nttendschsetrwitlrinZIFtadee i1205, t!206,1l?11and llz4gtobevaccinateJ*gniasrmeasle6."

' *RES{-}LVED' that any pr.rso'? reqtired by this declaratipn tc be immrurized againx rne*sles. or any psrem or
guardian required by it ta imnauairc bis or her child, shall be violaring rhis order and * slbjcct ro rhe fines aurhorized
try-. applicable larv. rulc and rcgrrlationr each day *$t hc, *bc, or xtch child continucs to n."idg w.orf ar anffrd rchool,
preschool or child carc in any oftht affer:rd zip codcs vithsut havirg bccn raoci4ared againc mca:Ic: unril such
linnt that this outbreali is dffiure"" Pcdtioaer-Appclh*'* lle*rirg fihlbit X. {a:lp}asis "aa"U.l 

The disrincrisn
betrneen the wods *live- and *rcsidc'are legal'ly significanL .ke, argument at section I, p 5.
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Exhibit Ao Summoac. This representation of lhe Commissioner's ffer is infirrect. The

Cornrnissioner's Order did not include individuals wha sttend sch*ol in the rfTected zip codes bul

did inelude pcop|e *{rc "reside" in ths affected zip codes - strhich the Srmmons lbils ts include-

Petitioner-Appelle's Heering Exhfbit l.

Finally, tlrc "ffetails of Violation" seerio.n sf the s$rorn Summsns snnlnladees the

Resolution as requiriag vaccinador, *unlcss they dernonsFate proof of lmrnunity or drat

inrmunizalion is not nredr'aef/y apprapriote"'" Enftibit A,, Summons. {lmphasis addd.} However.

rhe Commissioner's Grder and tbe Remlution both state that Mr. Ele**rvitc $?u$t defironstra-te a

"mrrJical exernption.o Fronn amdical pempeeti'v,e" these two terfirs are va$ly differc*l and cause

uncenainty as ts what Mr. Be*owitz is rcqui{,ed to shor+ in order tc est*blish that the child

rnedicatly sannot receine the vaccinstien- Sra, Sxhibit C, Ilearing Tr*mvip{ pp l4Fl48

{discussing Petitioner*Appellee's definition of a "medical exctnption" lo {rc ldMR v*ceine},

These arnbiguoas and coailieaing $ats$lcats confirse the *tandard lrld deprivd Mr. Berkorvita of

*ountieg a vi*ble def*ilss {o gfrs $rmrn*ons. F ermore, Mr- Bmkowiu rvas clearly not provided

"&n accufate statemrnt CIf fhe matter fo be adjudiceted- 8s nquired by NYCC $ l e*S.

ln srrn" the Cnmmissioner"s Srder and the Bosnd's Resolution are a totel inrbr*glic. The

Srunmons dses not previde ad aecumte slat€fient *f the rnatter lo be adjudicated and does rlol

pr*vide a laype*on wilh reasonable notice *f wfuich order was violate*i. The,rBf$rs, it was an effsr

of law for &e llcaring Sfficer ic sustain the S*mmons becauss Petiricner-Appellee failed to

provieic Mr. Serkowitz an acsuate statsmstrt clf &e mattsrr to ba ad.iudicatd as required by the

Ne*. Yoik City Charter $ 1046 and fair notice as required by due process of law. and thus th*

Trib'rnnl must dirnrisr rhe Summnru.

fi:|" THE SUMMO}T$ SHOUTD BE DIS}II$SED BECAUIiE TIIE HEARJIUG

OFTICfiR DEPRIVSD *{Rt BNRKOIffiTZ, OF A FULL AI$D FAIR IIEARtrNG SY
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Rf,TUSINC TO ALLO1V'CROS$E:I4NII}TATIOTI{ OT THE IS$UINC OTFICSR.WHf,RE 
A DISFLITtr OF FACT WAS PRESENTED

Thc Tribunal should dismiss the Summcns becausc it was an frror of law for the Hearing

Oflicer lo deprive Mr" Beikouritz of a fuli and fair hearing by refi*ing to allow cross-examinarion

of thc issuing o{Ecer where a dispute of fact r,vas prcscnl€d.

"'A respcndent ilay r€quest tk fissuing *fficer'sJ appearancs if it makes an sffer ofproof

to refu-ts the allegations on a sumfilons and it prusnades lhe tlearia,g O{ficer that crc*r-e.xr-raining

the [i*suing o{IieerJ absut a disputd faet wunld be helpful." NW v. ynntage }ssotiatee, !nt.

tApp*l No. 1I0t]746, October ;?, ?0II)" Cousscl for Mr- Berksqritz proffered thst goss-

examinati{xl of ttle issuilg, sffic.er was nwes,$ary in sder ts miilbtish wh*thcr the MMR vaccine

was medically ap'pnrpriate for tfoe *tdld and whetherprnof of,a medical exaraption was r*questd

before the Sumnrans rvss iseired" The l{earing OII'rcer declind Mr. Ber*awir-'s application ro

cros$-€xaraiee the iss{ring oflicer, holding t}rat the dm.tur appearing on bebalf of the Prtitioner-

AppeUee, $r. Jermifbr Rosecr f'Dn Rutn}, was available ard eould answsr any guestionx

regarding thesc disputsd facts. Exhibit Cn Herring Trun*crip! p la. However, whrn

que$ioned, Fr. R*sen laeked ally kr*awldge oflhe facts le*ding to tl*e isnrance sf d]s Summens

and was unable lo presefit mry rrspo$se* te questions directerl al these di*pured facls. For exarnplq

Dr. Roscn: did mlt know rrhere th* cbild was exposed fErhibit Cu H*ring Tranrcrip! p l,CI?]:

did nor knew arhere the child's address was sbtaincd €xtibit C, Hearing Trunscrip! p l$9.h

did not knorv if the child had any rndical c$rtrairdication tc tdMR. before tle Summons was

issued {fleering Tr*nrcript, p f f7}; ssd did rrct kncw if any per$sn {inm &e hsallh deparrrnent

had contacltf Mr. Berkouritz t* delcmoinc if ths cbild had becn giv{'n MMR befrbre t}re Susrmans
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was issud {Hearing Trnnscript, p lt?-l I8}.s

Thus, it rl'ac an error of law for the lkaring Officer to refuse Mr" Berkowirz- the ability ro

cross-exnnine the issuing office{ and deprive h4r. Berkowih of a full and fat hearing" and the

Tribunal Blust rlisniss the Sumraons.

IV" THf SUI}'II,IGFI5 SHSUIJ} BS DISMISSfD BECAUSE Tffg HEARING
OFFICER NSPSIVAI} *TA" BENKCIWITZ OF A F{'LL ATTD FAIR HEARTITG SY
NEFUSIITIG TO ALIIOW A REASONASLE CROSS.EXAIIf{NATISN OF
r$TITIOF{ER-Af PELLEE'S SXPSRT

Thc Tributral shouNd disadss the Surnrnons beenuse it was an €rror of {aw lorr}re Hearing

Ollicer to deprive lldr. Berkowitz cf a firll nnd fair hming by refusicg to nlkrw a rcascnable cross*

examhctinn of Pmitisn€r-Appellce's crp€rt, Dr. Rose.n-

The Flearing Oflicec refused to nllow Mr- BErkowitz'e counsel an opprorlunitr"- to c*rrducr

a reasonable cross-exa*dnatiat of Dr. Rmen" Exhibit C, llearing Transcript, pp l3l-133; 2110.

I* fac{., rnast cf the hearing time was devoted t* the Hearing Officer unres"sonably currailing the

crrxe-exami*stion $f F:: Rssefl and Dr. Rssen refrsing to pnrvide rastrronsive Bnswtrs ts

{rcsriCI&s. E*ibit C, ntreering Transcript, pp 152-i53. Therefurr, &o Hearing Officer

committed fln errilr of law by preverting Mr. Ser*onritz',s csilnsel of, ihq c.hance to rcuonably

,trros,s-exafirine Dr- Rosen and deprived Mr, Ber*oqvirs cf a fidt and fair hearing. and as such the

Tribunal must dismiss the $ur'nmons.

v TlIg "SUMMGFiS SINO{.JLP BE SI'SI}fiS$gD SECAU$E TIIE HEARING
OFTICER'S :}EflSISIi{ LdCl{fiN A RAT{ONAL BASTS A}ID IS NOT
FACTTIATLY SUTPCINTED

The Tribr.rnal shsuld disroiss thc Surnmans because the Ftrearing $fficer's decision lacked

' Thi* line *f quesrioning was regarding the child a:sociatd with Summont Number 10i98-l9LO. Ho*.ever, in the
iatcrcx ofjudicial economy, th€ psitics and thc Hccring {}f!'ic-er agreed ts incsrporarc the argurneas and elhibitii frers
tht hearing sn -tumrn*ns Hunbcr 3019&19L0 into tht retord for l.tr- Ik*s'rvira's hearing. Erhibit C, Ilerring
Tra*seript. pp t42-1431 ?{1-?4:.
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a rational basis and is not lhctually suppofied.

The llraring Officer stated in his wiitten deeision that Mr Eekn*'itz -'r*lied ugnn the tasr

paragraph of rhe Ord*r, rvlaich slatrs, .ltlhis Ordrr shall rernain in effect sntil the next meeting of

the NYC Board cf Health ,scheduled br April l?, 2flr9, at s/hich tiras il may be conrinueel or

rescinde<! by the Boardo" to rnake the argument that tho ffier expired *n Apri} I ?, 2019. Exbibit

B' II eldrg Decirion. {cmphasis added.} Howeve4 }rk" Berko,wiu did *ot ru$ npaa rhis sratement

rnade in the Cornmis$ioner's CIrder- Instead, Mr Brrkswitz.s argur*ent wes {irnly gror*:ded in

i'lY City rfealth Ccde {2a RCI{Y} $ 3.Ol {d} nad was mereiy reinfrysed by rhr language srarcd ia

&e Commissinner"s fuer. It fact, cqus$el for Mr. Berkowie rcad rhe charJer provision nn the

record in support sf thir argumslt- f,rhibit C,, Ilmring Tr,*nrcrip! pp 16;?9. Csunsel for Mr.

Berkowitz paused during this argumenr because it appeared as though the Hearing Oflicer rvas not

payrng aRentioa. {xhibtt C, I{earing Trenscrfp! p 29" Thus" the }Iearing Slficcl failect t{}

corrsirler applicable la*,.

Mareovern counsefr for lvir" tsrtkowits nade an extensiv* ergume$t that *pholding thc

vialation ss tD thc child was ilnju$t, eclkred 45 documents inta cviderce to support the corclusisrr,

antl cited eo arld read into thc rocor tbe Flearing Offiss-'s autftority to dismiss a sumffiens based

upon tlrt interest of fnimess and justice founrl at NYCC $ 1049 {5} {*}" gxhibit Cn Ilearirrg

Transcript p 15i p I7t; p183, Peiitioner-Appellee pr6$cnrd ns countrr-Brgrmsa{ regarding

this issue. The Ne'r* York City Chirter $ lS49 rquires the Hcaring Of6cer to consider nine factors

when rc*ching a deernrinaficn on issues *f,fairness and justice; yet the Htnring $fficer fartrd to

address any af tbes* factors or rEach a dctennination on this issue in his wn-tten d*cision.

Furthsnnore, ccunsel ftrr Mr" Bcrkowiu rnade an rxtensive argument that thr MMR

vaccine was medically inappropriaE as to the child and entered 550 pag*s of documenrc to support

Fage llrf19

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 73 RECEIVED NYSCEF: 01/04/2021



this contlurion, Exhibit C, Hearing Transcripl pp f3&139; p l??; pI83. The Hearing Oflicer

failsl tr: address this i.ssue or reaeh a detsrmination in his o*ritren dwisioru ctcn though the

Surnmons states -'rnedically eppropriate" as * rea\o$ to forg* MMR vaccination. The Exhibits

pre$entd are sumrrrarized in Snction X below"

Finally, the Hearing O{ficer trcld in his written decision thst the *.4pril l T, TS l g Resolution

continued the Cnmrn.issioncrns,exercise of cmergetrcy auths,ri*, which opemtsd to continue thc

validitl' of ttre Cornrnissioeter's April 9, 201 I Oder"* Exhlbit S, .He*dag Decie ion. This finding

is not supported by the f,acts ,bersuss both pa*iw agrecd on l"he recond rt*t the C*mmissioner's

Order expird oa April |V,20t9. Exhihif C, Eearlng Transcript, F" 5S. The Commissioner's

Order ca$not simultaneo$sly erpirc ard caatinue to b€ valid" ls rhe altcrnative, the Hearing

Of,ficer's finding that&t Commissioncr'$ "'sxsrsise ofauthority" was crntinued by the Resolufion

is ncrt dispositil'e $f tbe is*res pmsetted at the hmring because the Strmmons cits Mr. Fsrkowitz

as havi*g violared the Comrnissioner's r*nisen ord*tr, *ot tbe Commissionet's exercicc sf

rmergtncy a*thority. Ttercfore, the l{earing Officer's finding Srat the Eaard csntin$€d the

Comm issio*ef s exrmi*e of authority is ir:elevant

Cansequenily, the Hearing*Sccr failed to considerthe applicable law and argumenr wheir

making hi* decision For these raasons, the Hearing Officer's decision lackeri s rstional bssis end

is not flactutilly supported; hence, Mr. Berkowita wns deprivuJ cf a fall and fa-ir heari*g, snd rhe

Tribunal rn*st disrniss the Sumsrons-

lry. THE SuIr{MoN$ SHOUI"I} B[ DIS]trSSnD PURSUANT TO NYCC g rS49 t5] ta]

Thc Summcns should have been disrnissed pursuarlt to NYCC $ 1049 t5! {,attrecau*e the

undi*puted evid'r:nce at the hearing reflecfed the following:

Page 1.3 of 19
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Exhibit 2 * CSC, ,Un{f Yaedne l4{omwtion Ststernent {listins sonre of rlee side
effects of the ldMR vaceing including seizure' full-body ra*h, deafuess, long-tcrm
seizurm. conrE lowersd sonsriousn*s, a*d brain damage).

Exhibit 3 - FD& Srrrrmary ol Clinicotr lNles;igsrr:gr Srrr/ies of IMM\J ftr
?u,rpns* *{ suppon -{or Lir,erue {reflecting rhat *nly around 8ss childre*
pmticipared in the anderpowered pre-licensing study; no-placebo coorr,ol grosp,
and a safely rcvi*w period of,a n:eye 4? d*ysi.

Exhibit4 *FDA' i$fd{summarizingthe 2lSjngesof€xhibits andincluding*lr*rrs
tllat shos the high mte *f upperre*piratory isf,ection and gasueintesrinai illn6sso
for trial panicipan*]"

Exhibit 5 - lnstitute of Medicine f'I0-llf],.{dwr.sa #ff*x o{F*tussis and Rub*lla
Yutr[nes {dexons@ting that lhe evailsble scignce $ryForts a esusal rslarionrhip
bet*'een tfue rubellc vamine and chronic and acule artfuids),

Exhibit 6 - lOM, Adverse Eve.li* Assscioted wit* Chitrdhrreel Yaednes {reve*litg
lhal f,or l8 of the 22 srost rspofl€d adverse rveRts following MMR in lgg4, rhe
CDC hsd RErf c.onducted the scitrtce to deteinrire lf the h,IMR'was causalty liuked
to the adverse events; hDwcver, the available science did strou that MMR ryas
causally li*ed to anaphylax;is, thrombccytspeda and death]"

Exhibir 7 - IoM, Adv*rse Effects af Yaccines, Evidence and 'Caustlity {showing
tlrat in 2CIta the CDC hd ool eosduct€d lbs $sislcc to determinc if ?3 of rhe ll
comr.nonly claimd iqiurie* ftom the b{MR vaccine were call$ally linked ro the
vaecine).

Exhibit 8 - I0hjl, A.dverse.Er'en(r ,4-ssociatad with Chi*Ihoad Yaccines {fi*ding
stffrl scienee ruearching why' some people reacl negatively to v*ccirres and
encnuraging CDC to ccnduer the *ciexce).

E*ibir 9 - I0M,,{dvers* Efects af Yarcines, Euidence end Catxality istati*g t}rat
the CDC still has cst eendlrcted the science to deternine which children m*y bc
itjured by vac*ination).

Exhibit 10 * Nature Genetica Commott variants arsocittt$d ++ith generat and MMfr.
vsrcine-rtfaterl febrile s#rlrle$ {identifying specific gsnelic rnarkers for when a
chi{d will hsve seizures at}rr }!{MR vaccination}.

Exhitrit ll - Sl,al Milliox Award f*r Encg,phalopothy fram |v{Mft yactine
{reporting pa}'rnsri{ of S10l Edllion to parent* of a child ,njurd by the MMR
vaccine).

Erhibit l? * cDC, Yaxcixe Excipient & Media summary {listing rhe excipienl and
media c$ntainsd in the MMR vaecine, iacluding but nor limited to, ehick erntrryo
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celtr e*lture" 1VI.38 htu:an diplaid lung libmblasts" hurnan albumin" bovine calf
s$rum. and nenmycin).

Exhibil l3 - A:tr"TC, M*C-S {shouri*g thal the MRC-5 cell Line is deriver! finm rhe
lung tissue sf,a l4-*.eek-old male ftfu*l"

Exhibil 14 - ATTC, wI*38 {describing thar the $fi-3g cell line lv*s dcrivad s 3*
rnonlb-ald ferr*ale fctus].

Exhibit l5 * The Nariorral cathsiie Eioethies euarterty, :l Brief Hisrory af f{un.g;n
fripl*id CefJSrrairls {dancn'bi*ghsw dszens of fctuse* wcre usd to develop fual
ccll li*es faru*e in vaecines)"

Exhibit 16 - Fro*edings *f the $ociety of Experiraeatal BioXogy *nd h{diciae,
tytnlogimt frirat*gieal and {$romossma|,S*rdie.r af tell S,trirns f,ran Abortetl
Human F'etuses (rcveatring that 80 aborted f€srses rrere u*ed to cr€sre the rubella
componea! of the htMR vrccirre).

Exhibit i? - Sotnd Choiee FfuslTnac€utical trnstitl,*s" Oper Leu* t* f"egirlators
Regardirtg Fetal Cell frNA rn Fssrtne$ {dirusring friai $NA csnrarrrina$ts in the
MMR veccine].

Exhibit tg - Athernsclcrasis, A*s*ciatian *f nwsles xnd fiwvt1s with
tsrdiavastltlar disexe: The Jqpan Collafurutive'C*hpn \JACC) sfildy {findhg
that nreasles and/or Glurltils *nlcc-tion vas flsrsciafed d& xigrrificantly lows risks
of mortality lkmt cardievascul*r di*easc).

Exhibit l9 - cDC, tr{eart Disesst Fscts &.$lsrsn-rs (iedicatingthat 6ts,000paople
die of h,eac disease in the Udted States every ycs).

fixhibit 3* - {-ffikffnia Rmeareh,$o r&iklhrnrddiss.@.res a!}*t NHL and ItL *k?
A tyl:se-ff ntrol stady fram northern *nd sauthem iltaly {fiirding that parricipants
rvtro did:rot h&ve * history ofmeasles infmtisn hsd s 66 percent increas# rate 6f
x*n-l'lodg.kin's Lymphonr* and ?33 pereent incrcase af Hodg&in's Lymphorna).

Exhibit 3l - M*dieatr Hypothees,.Febni* hhtory infectiaw af c*ncer childhootf
drseoses in the pctien{s *nd nratxhed controls (finriing a history of ftbrile infecrious
childhood disease" such as measleg loryers the risk for *ancer).

Erhibit ?? - Fritish *{dical Jeureratr, l*f,antile I{odgkin's Disease: Remis:riowl$er
Measles {describirrg rsmission af,cancer a*er a me*sle$ infection}.

Exhibit 23 - F{I}i, Csnrer.5'rcr t'scls; Non-Hadgkin l4,mphoma {reprring ?4,2O*
n€.*.casss of Nor:-Flodgkin L3mpboma in 2fj19).
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Exhibit 24 - NlH, cailter.Srcr Jigcr-r: !{rc,g*in L.yxphoma {indicating g,l ls new
cases of *I*lgkin Llraphonra in 2019)"

Exhibit ?5 - Canc* Deteclias antl Freveirtion lcuie infe*ians as a me*ns rsf
cancer ptttazti*n: Opposing $ecn rc thranfu infectitns? {finding that cxpasures
ta febrile iniecti*us childhsod diseass, including measl,es, wr?e assrlciated rvirh
subseqercatly rducd risks for rnelanoana, svar)r" and muitiple canc€ns eornu-ined).

Exhjbr't 2f *NIH, CanxerStat Fccts-' OvarianCarc*rdrry*ing 21,530 xleyr cases
of ovarian canssr in ?019).

Exhibit 2? -Psdiakica lljzur:* Dr.resre and Atapic Sewitizotion in {h{tdr* in
Relution to Meastres facxination and Messles Infection {fiEding thar measles
inf*rion mny pnlt€ct ngainst alkrgrc disease ia clildr*n]"

Exhibit 28 * Allergol et llnrnsnopathol, Frque'r,ty af altergie dkeas,* fa{!a*,ing
rneasfes {{irrding that afiergic diseasfs are trex frequmt in*hildrm with a history o}
musles).

Ixhibit 29- AmericanJcur*fiIaf0pidcmiolrrg, M*asles Infextion and p$rkinsotrts
l?$'*''ase {tindi*g a statistic*lly signifieent iduced risk of Par*ins*n*s diresse f$r
tbose who had mexles duritrg childheadl.

Exhibit 30 * M*rch t{M& Manxf*rturers' Padwga&rser{ {.'M-hl.R rI hru nor been
evaluated frrr carcinoge*ic or mulaganic potcnrial, nr potential to impair frrtitity.).

Exhibit 3l - Plos sne,:{dvenrr' Evenx fallawing t2 snd t8 Month y*trinati*ns:
a P*palotian-Baved, Salf-Cantrolled Case Seies Analysts (findkg :significantly
elevatd risks of emergensy rpcm visirs one to fryo rrceks f,ollonring Z mld 1g-
montb MMR vaccination].

Exhibit 32 - FDA, Supptremental Appraval Lttterfor MfidR{dding tc tbe Adve$*
H.eactions ffieticn of the MMR pscksge in*ert "transvsrse my*litis" in ?014 and
"llenoch-schonlein purp*.r*'" and *acute bemorr-hagic edema of infarrey" in t0l?).

Exhibit 33 * JoLunsl ufTranslatislal Science,&fut comparative study *n the henlth
af vacinatrd antl untw*cinated & t* ll*year**H A.S. thifulren (finding that
vaccinated individr"rals had a higher rate sf, several fonns of chronic illness and
neurodeyel oprnental disorders)"

Exhibit 34 - I-J"S. H,ou--ce of Represenl*fi'i'cs, Cornsdtte on Governn:snt Relbrm.
'Con$irrs oJ' INrerest in Yaccine Foliq, lu{aking" June | 5, 2*W {discussing the
ccnfiicts of inlryest that vaccins policy-makers have with pbaroraceuticai
conapanies).
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Exhibit 35'* CSC, Atu$ce ta Readers: Rerommendtd {hiltt*asd lntma,nizstinn
Schedute * Unitetl S/sle$, J0{,18 {re{lecting that the MMR yaccine was on rbe
chiLjlrood immunisation schedule whnn the Commiltee on Gavemn:enl Refo:n:' issued its Majority StaffRepon regalding *cnfficts of lnreresr in Ju*s 20t)0)"

Exhibit 36 - 4? USC 30$aa-ZVr Muwdatefor saler childhnad r.'ar:cincs {starutory
sec{iot! uaderpinning vaccirrc safety in this couns urlaich requircd tbe United
States l}eFrrtmenl of fleahh *nd Hurncn Sr.rvices {'.H}lS*} ro subrnir a bienniit
report to cangre*s dsteilirrg improveurcals made regard:ig vaccine ssftty).

Exhibit 37 'Inlarned Consenl Aai$n Nettwrk v" Ifff-I, !8-cv43?15" $tipulation
& OrcLe6 datd July 6, 1018 {evideae.ing that }fi}trS hes nsver once subnitted a
report ts congrss as requilrd by 42 USC 3ffia*-27i"

Hx&ibit 38 * HIIS, Response tn Frendorn of l*f,armatinn S,*t Request {adrnitting
tllat ths Task Fslte fcr Safer chitdhood yacciaes rcqufud by 4l USC 30oaa-2t
was disbanded it t998).

Exhibit 3'9 - Physicians fsr Inforsed Ct*sslt,.[fe*s s LEh:at Psrenrs Need to Know
{detailins the beilefirs,and riskc sf rhe Mh{R vawine}.

Exhibit 4O - Affhives sf Pediardes & Adotesc*nr Medicine, Fersrsreree of hteasl*
Antibrrdix Afer 2 froses of Measles Vaccine in a P*stelimixation Envirvnynent
{fiading thpt measlss arrtibodies wane over tirne in ths abserrce of circrdating rvild-
type measlm}

Exbibit 4l - The tr"ancet, Messle& firus Infection Withoat Rath ln thildhoad ls
Rtfuted To Disease Ln Adult Life {w,t&w;iag ussociation be{wern I oegatiye histaly
of rneoslm arnd d*vdopment of imrnunCIreffitix'f, dismss, *ebaceous skin diseasa,
degencrative diseases sf bon* and ea*i$aga and certain tumors).

Exhibit 42 - cDr, Vaccine AdverEe Evs,nt Rqpsniag sysrern {vAflRs} Result*
{resu}ts *f the nurnber nf individuals *ar*iving a m€sles{entaining vnccine i*
2011 dral rquired a bospital, medical office* or emergency rosft visit after
vaccinatitrn).

Exhibit43*CPC, yitalStatistics*f rheUnitedStrles i'940-t960{showingrhalthe
death ralc f}om measlet in rhe United Statcs declfured by over g8 percrnt trenvesrr
1900 and t962),

Exbibit 44 - Brain & Develaprnent, .Sparfianeeus irnpr**,ement af in.rr*abfe
epi{rptic -reizures /o//cu'ing ar.tte viral infee:tions {showing thnt seizures
disappeared within trvo rveeks atriepriral infections such as rnrasles)^

Fage l7ofl9

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 73 RECEIVED NYSCEF: 01/04/2021



When provided aa spportunity lo rebur any ot"the foregoing evidence, the petisioner derlind to

pr*{Ier any evidence in ret}uttfll" ,{dditionally, Mr. Ferkowirzpr*vided a Drcl*ration stating rhat

oa {re date of oceurrence *re child rras rcctv*ring &om eye $urgery, that ths child hsd a previans

rwction tr: vaccination- a*d that the child's physici*n m*ornrnendd delaying MMR vaccinarion.

Respoldent-Appellant's llearing f,xhihit ?90 Dcclare{ion of Aschtr Berkorvih"

?hus' tfue u*rdisputd evidencr r,cllects lhat the MMR vac+ine f,sr tfue child was na,r

medically rppropriate, as thc risk* of inj*ting this prCIdsct iuto rhe child ouhveigh *re benefits.

vIL TIIE SUI}IIIIOHS SITOUI,D Bg PTSMI$$3N BECAIISH TaE COhTNflSSIONER
AFTD BOARI}'S ACTIONS VIOLA?A ?HE S?ATE AHD U}IITED STATES
COFISTITUTtrOHS

The Tribrmal should rtisrnis.s thc Sumrnsss becaue the Comrnissioner's Oder flnd

R*olution violate Nerv York and Uaited States Csnsti*tione. Alrhough thistribural isusftbie to

mk on issues of Constitutior:al larv,e ltdr. BerkswitE r€s€!'ves a{l issue$ and all Cces$nrtional

clainrs forappeal, including bur nct timifed tc, the follawing:

Fimt Arnendnrent, Free Exrrcise of Rcligior;
Fourteenth Arrre*drnent, subetnrrtivs Due prcess Brld Equfil protection;
Fourth Arnendrnsnt, Unlawful Search and Seizure;
Fillh Arn'eodment, Procedural Due 3?oce.$s;
Eighth Arnffidmsnl Cruel *nd {Jnusual funiehilefig
Ninth.Amendmcnq ard
Otber Unenumeratd Rights.

DEMATY"D FoR RqrrEx

s *Re*pbndent's Cbnxitutio*al claims under the Fi.rsr Arncndrnen! rhs C*rnmrrre Clausc, subsijandye Due process,
and State and Frdcral privary rightr are not pr*pcrly adjudicated by this Tribr*ral.' IIC v. Fortun* Limorsines" trnc-,
Appeal No, JRBff)O?}? {;\fsrch 6. 2019} {citing OCl t. ELiS Fregtanry {ent€r, Apped }to. t?0O95}lR fiunt 29,
2018) {finding ihat the Tribunal was nol the proper forum fiar adjudicating First gmenancnt claims aq a defensr ro a
staturory disclo+urc schcrnr); rWf r'. Aihaa tiang. Appeal Nor, lfSI?34-41 {January 5, 3017J {finding rhal rhc
Tribunal i.q nBt llx proper forum te adjudie.atc a clairn of Crn:ritutional right ro priracy! OC,{ y. ,t{r, {;ts erle-r,
Aprteal Ns.85190932 {Februaq'2E,2017} {finding $at rhcTribunal irnotiheprop*r forum r* rdjadicatea Comnf,r{r
Clausc challengc).

I.
2"

3.
4"

5.

5.
7.
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DOHMH v. Ascher Berkowitz
30376-1"9L0

I. The hearing officer did not err in finding that the Commissioner's Order did not expire
on April 17r2019 and Respondent was in violation

The hearing officer was correct in finding that the New York City's Department of Health
("Department") Commissioner's Order dated April 9, 2019 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH
v. J.DOE., Appeal No. 30329-19L0 (December 20,2019) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30376-19L0's ("Summons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

asselts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only

allow[ing] the Board to continue the order 'as is" ..." (Appeal page 4). Respondent would like to
add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the lI2O5,11206,II2II and 11249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg area,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak. See e.g. Commissioner's Order (Sth paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

York; and.."); cf Resolution (l5th paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 4) that Petitioner concedqd on page 58 of the

hearing transcript that the Commissioner's Order expired on April 17,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since

Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the

Commissioner's Order.

Accordingly, the decision should be affirmed

II. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in title 48 of the Rules of the City of
New York sections 6-08(c)(2) and (3), which states, in relevant part, that a "summons must

contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent

with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the

section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential

facts to constitute the violation: the date the records of the child were reviewed, that upon that

date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be

violated as the Summons states the requirements of both the Commissioner's Order and

Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent

from knowing the elements of the violation or being able to put on a defense to the allegations.

See TLC v. ShaikhAli, Appeal No. 10105610C (April 5,2019) ("The identity of the vehicle is
not an element of the charge and is therefore irrelevant to whether or not Respondent received

adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is

not warranted. See TLC v. Tawfik Al Shammaa, Appeal No. 72140348A (November 13,20ll).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting44 exhibits concerning the measles vaccination and its medical
appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,
Appeals No. 10087317C (March I2,20I8) ("Finally, the respondent prepared for the hearing by
taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed

III. The hearing oflicer did not deprive the Respondent a full and fair hearing by declining
to Order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon
request of either party, a Hearing Officer may grant an adjournment for the testimony of an

Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a
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fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing
officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing, See Gordon v. Brown 84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed.

IV. The hearing oflicer did not deprive the Respondent a fair hearing by refusing to allow a
reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the sufilmons. Clearly, counsel for the

respondent was able to inquire and receive responses on all questions relevant to the allegations.

The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

V. The Summons should not be dismissed because Respondent alleges the hearing officeros

decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(gX1) provides that "the Appeals

Unit within the Tribunal will determine whether the facts contained in the findings of the

Hearing Officer are supported by a preponderance of the evidence in the record, and whether the

determinations of the Hearing Officer, as well as the penalties imposed, are suppolted by law."

The hearing officer decision is based on the preponderance of the evidence and testimony
provided as he cites to the a.rguments and evidence presented by each side. The issue here is that

Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse

the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is

based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld

since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Suftyan Mohamed, Appeal No.101I2809C
(November 15,2019), citing Berenhaus v. Ward,7O NY2d 436 (1987); Matter of lfrah v.

Utschig,98 NY2d 304 (2002).

Accordingly, the decision should be affirmed
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VI. The Summons cannot be dismissed pursuant to New York City Charter Section
1049(sXa)

The ability for a hearing officer to dismiss a sufilmons in the interest of justice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4Xb).

Charter $ 1049(5X". .. an administrative law judge or hearing officer may dismiss a notice of
violation/or a specified violation, as defined by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ub div is ion")(emphasis added).

The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5Xa) is not applicable
and cannot be used to dismiss the summons. Further, even if Charter section 1049(5)(a) was

applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.

VII. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As Respondent concedes in their appeal (page 18, footnote 9), Respondent's Constitutional
claims cannot be properly adjudicated by this Tribunal. See, e.9., DCA v. EMS Pregnancy

Center, Appeal No. 170095HR (June 29,2018) (finding that the Tribunal was not the propor

forum for adjudicating First Amendment claims as a defense to a statutory disclosure scheme);

NYC v. Aihua Gong, Appeal Nos. 1601234-41 (January 5,2011) (finding that the Tribunal is not
the proper forum to adjudicate a claim of Constitutional right to privacy); DCA v. Mn C's
Cycles, Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper
forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.
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Appeal No.30376-19L0 DOHMH v. J. Doel April 24,2020

APPEAL DECISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated
September 25,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against
measles.2 Having fully reviewed the record, the Tribunal finds that the hearing officer's decision
is supported by the law and a preponderance ofthe evidence. Therefore, the Tribunal finds as

follows:

BACKGROUND

In the summons, the issuing officer (IO) affirmed reviewing the records of Petitioner, the
Department of Health and Mental Hygiene (DOHMH), on June 4,2019, and observing that
Petitioner's Citywide Immunization Registry (CIR), which collects immunization records for all
children receiving vaccines in New York City and which is required to be updated by medical
providers, had no record of measles immunization for Respondent's child, who was at least six
months old and resided at a stated address in Brooklyn. The summons alleged that Respondent's
failure to vaccinate the child was in violation of a Commissioner's Order, which was issued on
April 9, 2019, pursuant to Article 3 of the HC, in response to a public health emergency, and
which ordered that all persons who live, work or attend school within certain specified ZIP codes
in Brooklyn be vaccinated against measles within forty-eight hours of the Order. The summons
stated that the Order was to remain in effect until the next meeting of the New York City Board
of Health (BOH) scheduled for April 27 , 2019, o'at which time it may be continued or rescinded
by the Board." The summons further alleged that o April 17 ,2019 the BOH approved a

resolution (Resolution) continuing the public health emergency and vaccination requirement and
providing that the parent and /or guardian of a child who is not vaccinated be fined unless they
demonstrate proof of immunity or that immunization is not medically appropriate

At the hearing, held on September 25,2019, Respondent was represented by his attorney.
Petitioner was represented by its general counsel, another DOHMH attorney, and a DOHMH
physician. The IO did not appear.' Petitioner relied on the summons and the DOHMH
physician's testimony and knowledge of its records. The parties agreed that all the arguments
made and evidence submitted in the hearing previously held for Docket No. 30198-19L0 were to
be incorporated in this hearing, including the Commissioner's Order and the BOH Resolution.
Respondent did not deny the essential facts of the summons, specifically that an emergency

t J. Doe is used here to protect the privacy ofRespondent's child.
2 The Health Code is found in Title24 of the Rules of the City ofNew York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Summons LawCharqed lHearinqDetermination Appeal Determination Penaltv
30376-r9L0 HC $ 3.05 lln Violation Affirmed - In Violation $ 1,000

DATE MAILED:

ATTY:

to a fair and
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Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,a and

that the child was not vaccinated. In the prior hearing, Respondent argued that the Order had

already expired on the date of the summons and Respondent could not be charged with violating

an expired Orde_r. Respondent argued that because the BOH Resolution had terms that differed
from the Order,5 and because the Resolution did not specifically state that it was continuing the

expiring Order, the Order was not continued. In addition, Respondent argued that Petitioner did

not establish that it was medically appropriate for the subject child to be vaccinated. Documents

previously offered by Respondent regarding the efficacy and safety of the vaccination in general

were also incorporated in this record. For this hearing, Respondent submitted a declaration from

the child's mother that on June 4, 2019,the child was healing from an eye surgery, that the child
had had a previous reaction to a vaccine, and that on the pediatrician's advice she decided to

delay MMR vaccination until the child's eye was fully healed.6 The mother's declaration was

admitted into evidence without objection. Respondent suggested that no doctor's note was

provided because the pediatrician feared the consequences of writing anything that said the child

should nbt get a vaccine.

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the

Commissioner of Health authority in an emergency to exercise the BOH's power to issue an

order, which would be effective until the next BOH meeting, and that the BOH continued the

Order in its Resolution by continuing the finding of an emergency and the requirement to

vaccinate. Petitioner argued that Respondent was also in violation of the Resolution, which itself
constituted an order under HC $ 3.05, and for which notice was provided in the narrative of the

summons;that the Resolution was by its terms effective immediately, that is, on the date of
issuance.T Petitioner's previous submissions, incorporated here, includedooFrequently Asked

Questions" regarding the measles vaccine, published along with the Order, and a copy of the

decision in C.F. v. The New York City Department of Health and Mental Hygiene, denying 
^

injunctive relief from the Order that was ilaimed onscientific, religious, and moral grounds.8 As

to the mother's declaration, Petitioner argued that although the child may or may not have been

recovering from eye surgery that prevented vaccination on June 4 or while the child healed, there

was ample time for compliance prior to that date. Petitioner also noted that by State law
pediatricians are required to give notes for medical exemptions for other purposes, such as for
school exams,' and advised the hearing officer that Petitioner recently withdrew a similar case

after veriffing that a physician had indicated that the child might have had an exemption.

a In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by

several sources, including health care facilities, but was not able to say which source provided the address ofthe
subject child. Respondent, however, did not assert that the subject child did not live within the affected ZIP codes.
5 Respondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to Schools,

preschools or child care services, the Resolution included those attending school, preschool or child care; and where

ihe Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
6 rcp114pr stands for Measles, Mumps, Rubella.
7 As this summons was written after the Resolution's three-day publication period, Respondent did not pursue an

earlier argument challenging a summons that was issued during the publication period.
8 See 2019 NY Slip Op 31047 (April 18, 2019).
e Petitioner cited L0 NYCRR S 66-1.3, which sets forth required immunizations for school admission.
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In the decision, the hearing officer credited the allegations contained in the summons. He found
that the BOH, by its April 17,2019, Resolution continued the Commissioner's exercise of
emergency authority, which operated to continue the validity of the Commissioner's Order of
April 9, 2019. He noted the record made and evidence previously submitted on Constitutional
and scientific arguments and found that those arguments were beyond the scope of the hearing.
On the merits of the case, the hearing officer found that "Respondent did not meet its burden in
showing a medical exemption because a doctor's note was not provided by Respondent" and he
sustained the violation.

On appeal, Respondent repeats by incorporation, the arguments raised in Docket No. 30198-
l9L0 relevant to this and other cases regarding compliance with the emergency Order to
vaccinate against measles.lo In addition, Respondent argues that he did not have a full and fair
hearing because he could not cross-examine the IO to establish whether the MMR vaccine was
medically appropriate for the child and because the hearing officer did not allow a reasonable
cross-examination of Petitioner's expert. Finally, Respondent argues that the summons should
be dismissed because the hearing officer's decision lacked a rational basis; in the interests of
justice pursuant to New York City Charter (NYCC) $ 1049, found in Chapter 45-A; and on New
York State and United States Constitutional grounds.

Petitioner asserts that the hearing officer's finding was correct that the Order of April 9,2019,
was continued by the BOH Resolution, citing the Tribunal's decision in DOHMH v. J. Doe,
Appeal No. 30329-19L0 (December 20, 2019). Petitioner argues that HC $ 3.01(d) allows the
Board to continue the Order as is, but that the Board's powers are not limited to continuing or
rescinding the Order. Petitioner argues that the Resolution continued the Commissioner's
exercise of power, as it repeats the Order's main directive, that people living in the named ZIP
codes be vaccinated unless they can demonstrate immunity or a medical exemption. Petitioner
asserts that Respondent was in violation whether the language of the Order or the language of the
Resolution is applied. Petitioner argues that the summons provided adequate notice of the
charges pursuant to $$ 6-08(c)(2) and (3), found in 48 RCNY of OATH rules, found in 48
RCNY, and that the hearing officer did not deprive Respondent of a full and fair hearing by
declining to order that the IO testifu, as the presence of the DOHMH physician, who had
knowledge of the recordso was sufficient.

ISSUES ON APPEAL

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the
hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW

HC $ 3.05(a) provides as follows: ooNo person shall violate an order of the Board, Commissioner
or Department."

l0 As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New
York City Charter (NYCC), andMatter of Blockv. Ambach,73 N.Y.2d 323 (1989).
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HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an

imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such
emergency, the Commissioner may establish procedures to be followed, issue necessary

orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedureso orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modify any provision of this Code
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any
other power of the Board of Health to prevent, mitigate, control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the
Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power.

Code $ 17-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any condition, matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any area thereof and that personal service or service pursuant to subdivision a or b ofthis
section of an order or orders requiring the abatement, removal or correction of such
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such
order may be served by publishing the same for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such
publication and such publication shall be sufficient notice of such order and of the
nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions of this chapter.

ORDER OF THE COMMISSIONER, April9, 2019, provides in pertinent part:

IT IS FURTFDR ORDERED that the parent or guardian of any child older than'
six months of age who lives, works or resides within [four specified ZIP codes] and
who has not received the MMR vaccine within forty eight (48) hours of this order being
signed by me shall cause such child to be vaccinated against measles unless such parent
or guardian can demonstrate that the child has immunity to the disease or document that
he or she should be medically exempt from this requirement.

48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the
summons by a preponderance of the evidence. The Respondent has the burden of
proving an affirmative defense, if any, by a preponderance of the evidence.
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ANALYSIS

The Tribunal affirms the hearing officer's decision.

The hearing officer credited the allegations contained in the summons and found they supported
a violation of the section cited. The Tribunal generally defers to the hearing officer's credibility
determinations and finds no reason not to do so here. See NYC v. Michele Radolovic, Appeal
No. 44124 (January 18,2007). The essential facts were not denied. Pursuant to HC $ 3.01(d),
the Commissioner of Health declared a public health emergency because of an outbreak of
measles in certain ZIP codes in Brooklyn and issued an Order that required parents or guardians

of children older than six months to have their children vaccinated against measles within forty-
eight hours of the Order being signed unless they could demonstrate that the children had

immunity to the disease or should be medically exempt. The Order was signed on April 9,2019,
and was enforceable as of April 1I,2019, and remained in effect at least until the BOH met on
April 17,2019. As the summons in this case was dated after April 17, 2019, Respondent argues

that it must be dismissed because by that date the Order had expired. That is not correct. The
summons was based on an examination, of Petitioner's records that took place on June 4, 2019 .

Thal examination provided uncontroverted evidence that the child had not been vaccinated as if
the inspection date, thereby also establishing that the child had not been vaccinated during the 48
hours specified in the Order. As the BOH did not rescind or disavow the Order, the Tribunal
finds that Petitioner's authority to issue a summons for failure to comply during the specified
period was not limited by the expiration date of the Order. In fact, a summons for a violation
that took place during the specified period could have been issued after that period even if the
child had subsequently been vaccinated.l l

Respondent's contention that Petitioner failed to show that medical appropriateness was

established was correctly rejected by the hearing officer. By the terms of the Order, Respondent
was to demonstrate that the child had immunity or to document that the child should be

medically exempt. This was an affirmative delense for Respondent to establish.l2 There is no
evidence in this record to show that Respondent offered any proof of immunity or
documentation, such as a doctor's note, that vaccination was medically inappropriate specifically
for this child. In addition, the Tribunal finds the hearing officer's ruling that the IO's appearance

was not necessary for a fair hearing to be reasonable. Parties have only a lirnited right to cross-

examination in administrative hearings.t' As Respondent did not offer proof to contest any of the

rr In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide

Respondent with reasonable and accurate notice ofthe charges as required by 48 RCNY $ 6-08(c)(2), in part

because it did not inform Respondent of which order he or she was alleged to have violated. The summons was

clear in alleging that there was a violation of the April 9, 2019, Commissioner's Order, and the Tribunal finds that
the facts alleged in support ofthat charge satisff the notice requirements of48 RCNY $ 6-08(c).
t2 

See DCA 'v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2,2018). After admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the

licensing requirement.)
t3 

See also Gordon v. Brown,84 N.Y. 2d 574,578 (1994) (there is a limited, due process right to cross-examination
in administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,
and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no

claims of any defects or reliability issues with the test).
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essential facts establishing the violation, and the DOHMH physician, who had personal
knowledge of the same vaccination records examined by the IO, was available to testiff, there
was no showing that the IO was needed. As to Respondent's request for dismissal in the
interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that provision is not
applicable to violations of HC $ 3.05. It is also noted that Respondent concedes on appeal that
the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the
summons on the date it was issued, that Respondent was not prevented from having a fair
hearing by not having the IO present for cross-examination, and that Respondent did not
establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to
comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit
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TRIALS AND HEARINGS

DAVID LEUNG

Hearing Officer
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LEUNG: Today's date is

It's 70:44 in the morning.

Hearing Officer. We are at

4

H. O.

September 25,

name is David

Brooklyn OATH

summons number

DAVID

20r9

Leung,

location on

My

the

Department of Health issued

issued to Israel Fishman.304r2-19L0

IL' s an MMR related surnmons. Vf,e have aLtorney f or

Department of Health here. Can you state your name

for the record?

MR. THOMASJ MERRILL: Thomas Merril]-.

MS. LORAINE PEONE: Loraine Peone.

H.O. LEUNG: We also have a physician from

the Department of HeaIth?

DR. JENNTFER ROSEN: Jennifer Rosen.

H.O. LEUNG: Dr. Rosen, do you swear or

afflrm the test-imony you give wifl be the truth?

DR. ROSEN: Yes.

IWHEREUPON THE WITNESS, J E N N ] F E R R

O S E N, WAS DULY SWORN.]

H.O. LEUNG: Thank you. And we have an

aLtorney for the respondent?

MR, AARON SIRI: Aaron Siri.

H.O. LEUNG: Mr. Siri, do you waive the

need to have an interpreter? Do you understand the

penalty for the cited section of law ls $1,000? Do

you waive a formal reading of the charges and do you

Geneva Worldwide, lnc.
256 W 38il'Street, l0rr'Floor, Nerv York, NY 10018
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undersLand both sides have a right to appeal?

MR. SIRI: I do

. H.O. LEUNG: Do you incorporate the

arguments that you made in previous hearing 30198-

19L0 as it pertains to your request to have the

issuing officer appear and also your constitutional

and non-constitutional arguments and aII the evidence

that you submitted?

MR. SIRI: I do.

H.O. LEUNG: Any objection from Department

of Health?

MR. MERRILL: No, Your Honor.

H.O. LtrUNG: Okay.

MR. MERRILL: With the understanding that

all exhibits come in.

H.O. LEUNG: Yes.

MR. MERRILL: Okay.

H.O. LEUNG: DepartmenL of Health, I'm

going to turn to you now since he has waived a

reading of the charges

MR. MERRTLL:

5

rest on the NOV. The,

are in the

Your Honor,

the order and

record from

we pretty much

the resofution

the lastwere are,

consolidate

a five year

record. I'I1 just point out that t.his is

old child living in Brooklyn who was not

Geneva Worldwitle, Inc.
256 w 38tr'Street, l0rl'Floor, Nerv York, NY 10018
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vaccinat.ed as of when we checked the registry for his

status his or her status on June 12, 2019.

H.O. LEUNG: Mr. Siri?

MR. SIRI: I have got

defenses. The first one is with

three additional

regards to

received a

SCTVACC

6

My

the

client alleges that they never copy of

thesummons in the mail-. I understand that

of Heal-th has an Affidavit of Service thatDepartment.

indicates

that it was

ir

MR

was mailed but my client attests here

never received.

. MERRILL: I, l, I wou.l-d -- again I've

glven you a copy but here

MR. SIRI : Yeah.

MR. MERRILL: -- here is a copy of the

Affidavit of Service for t.he record, Your Honor.

H.O. LEUNG: Okay. f'm going to mark this

as Petitioner's 2I. Mr. Siri, dry objection to the

Affidavit of Service coming in?

MR. SIRI: f donrL have an objection. I'd

just like a quick look at it. No, no objection.

H. O. LEUNG: And Petitioner' s 2I is

admitted. Is the Affidavit of Service the address

llsted in the Affidavit of Service in P2I your

client.'s address to the best of your knowledge?

lPetitioner's Exhibit 21- admitted into

Geneva World'rvide, lnc.
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evidence. l

MR. SIRT:

respondent decfare as

that we just submitted.

H. O. LEUNG:

anything in terms of

MR. SIRI

PROCEEDTNGS

Itts what the, it's what the

his address in the decl-aration

1

1

2

3

4

trJ

6

1

B

9

10

11

L2

13

I4

15

I6

I1

1B

I9

20

2I

ZZ

23

24

z)

Okay.

evidence,

Yeah. So

And are you submitting

an affidavit?

sorry. So, I've

got a declaration.

H.O

H.O

LEUNG: Okay.

SIRI: This has the

LEUNG: Okay. But real quick, I'm

MR

sorry.

MR. SIRI: This has three

decfarations in it, one for each of

defenses that we're going to raise.

t-hem to you all at once.

H.O. LEUNG: Respondentts

mark first.

MR. SIRI : Yeah.

separate

the three

I'm just handing

80, I'm going to

H.O. LEUNG: Thatrs the Affidavit of

Service affidavit. Any objection to Respondent's B0

coming in?

MR. MERRILL: No, Your Honor.

H.O. LEUNG: Okay. Respondent's B0 is

admitted. And what other documents do you have?

Geneva Worldwide, lnc,
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[Respondent's Exhibit 80 admitted into

evidence. l

MR. SIRI: So, respond -- the second one

a decfaration which I believe would be Respondent's

B

.rs

81. And that is that the chitd

had previously

at issue previously

suffered from an

to the MMR vaccine. That adverse

- older sibling

adverse reaction

reaction incfuded among

and delayed speech. And

the mother did not want

other things, loss of

that and on that

to give the child --

hearing

basis,

thi s

child MMR vaccrne.

H.O. LEUNG: Okay. I've entertained

arguments regarding adverse reactions when it

pertains to a child under the age of l-2 months old

because the argument there, LL, it was that the, the

parent chose to delay providing the MMR vaccine

because the child was either too infirmed or had

heafth conditions under the age of 12 months old.

However, is your argument here that the parent

refused outriqht to provide

MR. SIRI: Yes.

H.O. LEUNG: -- the MMR vaccine to t.his

five year old child?

MR. SIRI: That's right, because the

chifd's ol-der sibling previously suffered from

Geneva Worldwide, lnc.
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hearing foss

H.

going to do

Respondent's

if they have

in?

and speech delays from the MMR vaccine.

O. LEUNG: Okay. The first thing I'm

is mark the second affidavit as

81 and I ask the Department of Health,

any objection to Respondent's B1 coming

. MR. MERRILL: l, I don't have any objection

Lo it coming in, Your Honor.

H.O. LEUNG: Okay. Respondent's B1 is

admitted. How do you respond to this argument

regarding the five year old child?

[Respondent's Exhibit 81 admitted into

evidence. l

MR. MERRILL: So, again, I get I think

this gets to why the, why the, the State has said

that you need to have a document on the medical

exemption. Just, I don't dispute that this parent

may have had another child who got vaccinaLed, I

don't dispute that this chifd has -- may have issues

but I do think they are r€-, you know, and I --

whether she has a belief that those issues may be

rel-ated but that doesn't mean that they were and that

doesn'L mean that it is a medical exemption.

DR. ROSEN: Yeah. It I will say from a

medicaf standpoint. Any reaction in household

Geneva Worldrvide, Inc.
256 W 38rr'Street, l0rr'Floor, Nerv York, NY 10018
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members, family members

contraindication Lo, to

The Advisory Committee

the national- standard

is not at all a

a child getting vaccinated.

on Immunization Practices sets

for recommendations for
j-mmunizations including contradictions and reactions

or supposed reactions to vaccine in the family

a contraindication tohas no bearing

to the actua-l

and is not

member

the,

Andchild receiving the vaccination.

Thomas' points , if a physician feltthen,

that.

other

again to

this chitd had a true contraindication for some

physlcian

then the

thought there was

parent would have

reason of which this is not, but if the

a true contraindication,

needed to submit

documentation for a medical exemption.

MR. SIRI :

contraindication, you

by the CDC, right?

DR. ROSEN:

national standards --

MR. SIRI:

DR. ROSEN:

When you say true

mean a contraindicatlon listed

IS

Contraindication based on

from the Advisory Committee

on Immunization Practices.

MR. SIRI: -- immunization practices which

is part of the CDC/ correct?

DR. ROSEN: And no correct. There are

Geneva Worldwide, lnc.
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MR. SIRI: When you, when you say true

contraindication, I just want to make sure I

understand, you mean a contraindication l-isted on

Advisory Committee on Immunization Practices fists

contraindications for t.he MMR vaccine, correct?

DR. ROStrN: I'm talking about the

contraindications Iisted by the Advisory Committee

the Immunization Practices which is the national

standard.

11

the

of

on

MR. SIRI: Okay. And then can you name one

study

H.O. LEUNG: Mr. Siri?

MR. SIRI: One one question and I'm

done.

H.O. LEUNG: Go ahead.

' MR. SIRI: Can you name me one study that

looked at whether or not an older sibling having a

reacLion to MMR vaccine increase the risk that a

younger sibling would have

DR. ROStrN: The Advisory Committee on

fmmunization Practices clearfy states what t.he

contraindications are and what's accepted as the

standards.

a reaction to MMR vaccine?

G eneva Worlclrvide, lnc.
256 w 38rr'Street, l0tr'Floor, New York, NY 10018
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MR.

H.O

me just make

. 
MR.

there was third page up

H. O. LEUNG:

only have two marked as

believe, B0 and 81.

MR. MERRILL:

exempl,ion declaration.

MR. SIRI:

H. O. LEUNG:

religious exemption?

MR. S]RI:

PROCEEDINGS

LEUNG: And Mr. Siri, just so I'm

documents that you submitted --

MERRILL: There is three actually --

LEUNG: Three, I'm sorry, three? Let

sure I have them and marked

MERRILL: Yeah, there is a third --

there.

There is a third -- okay, I

Respondentrs 81 and 82 I

I2

understand.

H.O

clear, the two

There is a religious

Yeah. Yeah, and there's

And so, Respondent's 83 is a

re I igious

82 is the

clear, Mr.

regarding

affidavit

evidence. l

Yes . And this is the c.l-ient' s

statement t.hat we're submitting.

H. O. LEUNG: Okay. Okay. So, Respondent' s

religious exemption. And just so frm

Siri, vou do not have a physician's note

the child, is that correct? It's, it's the

from the mother?

[Respondent's Exhibit 82 admitt'ed into
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MR. SIRI: The declaration of the mother,

that's right..

MS. PEONE: Father, it was the father.

MR. SIRI: Oh, the father, I'm sorry.

H.O. LEUNG: I apologize, from the father.

MR. SIRI: It's the father, yeah.

IOFF MIC CONVERSATION]

H.O. LEUNG: As to this summons, I have

enouqh to make a decision. Both sides will receive

my written decision within 30 days. Hearing nothing

further, this hearing is closed. Thank you.

IEND OF HEARING]

Geneva Worldwide, lnc.
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frra sumrnsrs and M fet tley it4Fort
a vtisfion of the ciEtl sed*xt otlaw. I
fird thEf Resp*xhnfsevitbnce sd
Srilinorry doc nEt fuide a de{effis ts
$e fraions. Lhs hem 1 k s.€td'IEtl
andtre Ssory dvil pffafty of 31.000
is'seoecd.

TOTAL: t1.0(p.00

%T
Srmrnolr# 3O412-19L0 0gn#0r9
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lF YOU A'RE F(IUHtr lH lflor.ATl(}l*, Y(}U iiuar
PAY THE PEHALTY WITHTH 3I} DAYS T}F THE

nEclglol{ DATE Ott 35 I}AYS lF illAlLEIl.
r To prly by qail rcntt a ctrs.k rrr nrcrnq{ orrbr tu tlu kpl of [tnan*- Crrmmis*iiorxr, PCI Scr 4l S$.

Clurch Srret Sleti*rr* irsew Trrrt, NY l(}16l*1199- The cbctls rrr rnffrcy order *lpuld bc rrnde adrt ts
--Finarrsc Carnrnissitxlrr. City *f l.la*' Yerrt"" t\frie thc snrunrrn* numbcr a$d ACfgLA lI) ern rhc chcck
rlf trll>ify $rdcr^

r Tn F*l in persuu. bring a e.tlcct, ftrrtr*y crdtr or crdit ssrd and this deciskro ro the {}ATII Fb;rrings
Divkion lcr:rritrttc in:

r }lte$hlrttstr st 6S t*:h$ Srffit t tth flaor" iic*' Yorl; NY
r Enrokll'n:rt g lkrnd Str€ct, fth florr. Brookly'n. HY
* Qrrcctt$ ar 3t-{A 4?th Arenue, 3rd {lotrr. l-nng Isbnd City- NY

r T*r p3. online rning a credif rrr debit sard. go ttr nyc-goyfmylicru*r- Ftrlrt tirni aserr will be required ta
sct up a tjser ID, pa;s*,rrrtl, arxl rtque*r a PIN ts use rhiri sert-kc- 4 s$mrens nur*er is rcquircd rt: Fey,
lnslnxtierns a* pnrvided rrn tbe rr=ebaib' A *crticc ri:c is *trarged f*rr dl crcdir gnd dgbir cryd
trsrl*qirlai$rtr-

IF Y(}U
DISAGREE
UI|ITH THE
DECISIOH,
YOU MAY
APPEAL IT

APPEAL EY
EHFORCEMEHT

AGENCY

\','u II-L.5L tr:q'(),\ I ll r.,ttlrtt.: u'r n-urii-rn 'rp1*-"r! lr:ittla '11 .11i;11:|1' r'r't
,-r a l-lJ ,, -L.,...r- r .,,.L.--.'.,,.'"..-*.,l l*-r.".'ri,.n- l,rf i.lirr.r -rn
r/.'lllr : \\L Lr.rr. ..r._i' _ r . ."rt.l '-r1

:rpp*:ri nr.rr Lx f,runJ rrn i.'R+ l-,1rn1 Ir'lJ f l.\'nl r \!rtt-ttrr -rl

n! i $r rl'i';ttlr'':tlFr;rl i.

\'.,ur ;rp1-*.rl \tt,S'l_ lrc fr'f.*rrgJ I,r thc {.r..1TIl [r"rrrrlg_. l-]rr i":,'n
rr ithin 3l d:*r r.t- tfu Jg;lrir'!1 rlrl!'. !,r -i5 d.ir ' i!-thc &'(i\i.'tl !\:r-
m'rileJ lt' \riu
-l-.';r1>l-..;rl r.'u \tL'S'[ [-irr thr't.r.lll Fl'n.rlt1 \::t(rJ rl-t thn ds;irt"tt

. Itt.!Ll ii(l'rn,'t l];{} lrt'.-rr;'<','i frn-rnii.ll ii.lr.l'iiil:. !{}tl t11:!a :L1l
lr1!'.l.|l F\ff-Pir! trr rubnrrttin! 1\ilh I'rril ilFF'.li :t lttn::ntrll
It,r;rI:hr1- -'\p1lrc.rtr.,n- ;:l:r'.rt:ril.r!'k'r'tt (.)'.\ I II r \\'!-h!tt!-

ll r'rru r,rish ttr;lntr*\rr an tp.pr':rl filcd ht1 iJn enlrrrr'errk'nt agl'tta'1- trlu
lUt.,ls'l"usc (-r"\Tll-s Rc.sptln-l 1rr Apgrs;rl torrn- lnstruclirlrr.{ ft,r
titing an.ansllcr m;r3 hr fr'rurli.l r'rt thf firm *r:d fJuaTll-s q.ebsrtc.rt
n1c -g*v,4rp;reals.

Yrlur arl.r!*.cr mu5t bc rcccireil t ithin 3l drrlt tit tbe rlirte r:if lh.
enf<"rcr-Elcnt nl:fnL'\'r ;:pr1r-;rl. rlf tr ithln 35 rla-vr' if tt l*a: m.rilcil t.i
it (l{l,

ll the e nlrrrcgtTFnl 3fe'I}i:'\' r{ins thc apfitl-id- tr}u tna} h;rtt l, I f}iir- il
fic.nirtt] elen il']{aur r::lle *;r-r *ripinalll dism.i:sr'ri allf r ttte hc:rrin5r

Fqr moo isforfirlron
kG OATH a *.Cbtlt* n!.s,govroalil

cr ell l-SI!-OA]}+XYC

Page 4 of 4

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 74 RECEIVED NYSCEF: 01/04/2021



CITY OF NE\Y YORK
HEAL'TI{ AHD

lsrael Fishman

Respondent-Appeltant,

HYC

NOTICE OT APPEAL &
MEMORANDT}M OF LAII'

v

Dqt- of Hetlth & Mental Hygrerue of the City ofNew gnmmonsl 304t2-19L0

Ysrt

Pailioner-Apgellee

F|OTTCE OF APPEAI,

Respo1rdenr lsacl Fishman (*Mr- Filhmrn") her*y ryp€als thc decision on Summsns

Number 3041 2-l 9L0 ithe'Summonr']. 
I

PRELIWHARY STATEMENT

OoFridsy. April 9.2019, Oxiris BeftoL the Ncw Yo*CiB Corrunissionerof Hcal& ed

Mental Hygiene{&e''fomrnisiontr*} issued anffer{the "Csmmirsi{rner's Ordtr:}rquiring

rhat eenain cstqorif,s of people in eertain zip codes be injected witb Merck's pradwt M-M-R-II'

also knowo as thc measles, mumpE nrbella f'MIUR'), within fcrty-cight hours of thc

Commissiomr's Ordcr. Pr{itio*cr'Appcllc'* E.eering Erhibit I'

On Ap6il I ?, ?019, rhe Dcpartmcnt of Hcalth snd M€ntsl Hygme of the City ofNew Yort

Bo6rd af Health (rfug *Bnrdo) crcated a resolution (thc "Rsolrtioa*) which also ra$dred

admiristration of rh€ MMR vaccine. but dcfined what coilstiured a '.rtuissne€- ccmplacly

di{ferently, aplid it to different catqgories of idividualq hd a differenr age ffiqge, providcd for

r & Odobcr 25, 3019, Mr. fkhn n *rbcittcd r Xcg*rr {* F.rtew*n of fiw u Ha AWL OAT}I rpp,rovcd tk
rcqsfic oa Nowa$rr t, 2O19, iod str &e Hline to file fiis rypcal for S#ey" Dcs€ab€r il' 2019"

Fage f of19
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different pennltics, rd contahed other material differcnces as detailed below. Petifimcr.

Appe{lw'* Hearing E$ibit 2.

On Jrsp 13, ?S19, Mr. Fi$m.anwas cited as having violated the Comnrissioncr's Order by

not providing eitbs prcof of imaunity or prmf of MMR vrccinatian for his ehild A.F. tthe

-child'J. ltxhibit A5 Srrmmotrt.

The Comrnissioner must csutiously ramre the use of her em€rg€ncy power to avoid

abusing that artlnrity. Wherr the Commissioner and the Bosrd flex enormous powerE &e Tribunal

must be comp,mheasive and meticulous in revierring the Srmmons" hearing and decision af the

OATH Hearing Officsr- The bearirrg reeo,rd rcllects tbat the $urnmotr fuuld havebceu dismissed

ad fist fh€ HesrfuS Officcr deprived Mr. Fishman of a full ad fair hearing made errors of law,

and issred m arbitrary ad cagricious decision.

FACTS

On June 13, 2019 Mr. Fishman rras cired as haviag violated the Corn*issionefs Or&r by

&iling to vreiaate his child witb MMR. Erhibtt d $ummonr On Srytember35,2019, hvid

Lrryg {*n -Ecering Oftccr'} conducted a hearing cosccrnitrg Se Summons- Thr H€aring

Officer sustaiil€d 6e Sumrnons per decisian dard Septeober 25, 2019- Erbibh tr Heering

Ilcdrion" All argrmetrts snd exhibits mtcred iata cvid€re€ erdng dE kitrg arc incorpo*ated by

referws, shich includes all argumests sd exhibie @t€rcd into cvidstr€ for Summons Nurrb€r

3019&r9L0.?

r Ir $€ inlff;rr ofjrdicisl ccnnooS thc putics ard &c fkaring Of;Fccr ryrcd to itrotponl€ fu argumcnls md
cf,ftibfu &oa the hcsinB on rrmalails mmbc l0I9&l9U! iat* tbe rud frr Mr- Fidrmar'e lwing. r.rt*& C'
gc|rk Trrsril., lF f{Z-r$i ?Al.'4.L

Page I ofl9
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STAI{I}ARII OF REYIEW

*Wh€rr an appeal is fited. the Appeals Unit rvill determiae r*bethsr the facts contaid in

the findings ofthe Hering Offics are sup,ported by a prepoderance of the evid€n$ inthe record

and whether the detsf,idetiorrs of thc Hcaring Officcr, as well as &e penahies impmd, are

supponed by law. Excrpt as provided in 48 RCNY $$ 3-15, 544 and 545, the Appeals Unit has

the power to affirm, revettr, rernand or modify the decision epp€aled from.- 48 Rules of New

York $ Gl9 {sXt}.

ARGUMENT

L THg SUhIMON$ SIIOT}LD BE DISMI$SED BECAUSE TgE COMililISSIONER'g
ORI}ER EXPIRED ON APRIL I?,2019. AND TIIE DATE OF OCC{IBRENICE OITI

THE ST'MMONS IS AFTEITTHE EXPIN.{TION DATE

The Sumgong isercd on June I 3. 2019. alleger a violation that occurred on Junc [2, 2019,

rrhich is after thr Comrnissioner's Order expire{ Therefore. the violrtion rvas tntimely, md the

Tribunal mustdismiss the Summons.

The Sumrnons issuod to Mr. Fishan allsges a violatioa of the Cwisioncr's fucr.

Erhibit A, $nmmonr. The last sentence of the "Yiolation Deseriptien* section slfites dtar

*Respondent has f*iled to vaccinate child [J or other*'ise submit rcccprable proof of immuntty in

violationof the}rder.- /d. {ernphasisadded.) TheSummonsspecificallydcfinesthe tcrm'Onder*

as fie April 9, 2019, Ccmrnissioner's Ordcr- Thc Commissioner's Ot&r expircd m Agril l?,

2019. Yeg thc Srrnmorrs allegcs that Mr. Fishmar violatcd the Commissioner's Orrderon Jrme l?,

2Ol9^ Il rryaso thereiforr, sn entr sf law for the Heiring Officer to atrrn the Summons becausc

thc Commissioner's fter hd cxpird by tbe datc of the occlurcnc€ listed on ftg $rrnmons. Oa

&is basiq the Tn-brrnal must disniss fie Summons'

Pagc t of 19
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During the hearing on ths S'mnr{ns, Pe{itioscr-Appcllee coacedd thst the

Commissionds ffir expired on April 17. ?019. Erhibit C, Ileerilg Tremcrpt, p 5t. The

Commissionsr's Order expired because the New York City Halth Code pmvida &at an

€rcergeucy action "shall be effective only antil the ncxt meeting of the Bo*r4 which meeting shall

be held within five businffi days of the Cornmissionsr's declarati$nl.]* NY City Heal& Code

{1lIY City Health Code (24 RCNYD $ 3-01 {d}. The Board csnve!€d on April l?, 2019: thus, Ibc

Commisrioner's Order expircd on that date.

During tk hearing, Paitioner-Appellce argued thar despite the Mer expiring on April 1?,

?019, the Resolution continued the Commissioner's Order, rrd thus thc Commissio*tr's Onder

was still valid on the date of omurretre an &e Summons. Pctitioncr-Appcllcc's 4ument is

plainly incon'ect. The Nery Yort City Health Code provides tbt *the Board mqv corrtinue ar

reicisd." HY Ciry- Heslth Code {NY Cig Health Code (24 RCNY}} $ 3.01 td} telnphasis added}.

Nothing in trst section stats that the Board may ttmend ard csntinue &e cmerge.ncy order- On

its faec, drat section only allows the Board to continus the oder "as is" or ts r*cisd tbe order and

issue anew order.

In this instmce, tb Board did not mntinue &e Cammi$$ioncr's Order. Even though rhe

Resolulicn acknowledges the Commissioncr's fuer in the preamble, nothing in the Rsolution

states it is csntinuing the Commissiorer's Ordsr. Isstcr{ thc Bstrd allolved tle Commissions's

Ordrto expire ard creatcd a ffi ordervia its Rsolt*ion &ted April t?, 2019.

Idea4tbeterms oftheCommissionersOrderare marerially ditrerent ftom thctsnrsused

i$ thr Rcsolution. This verifies &at thr Commissioncr's Order and *re Resolutior, altbough tbry

both ddrffs the same topic, arc rwo diffrrent dir*tive+ d a* suc[ one is ot I csntinuatisn sf

the otlrs. Firsl, the Rmlutisn cntirely rdefins what coostitutcs I nuisarnc. The Order defincs

Fagc { cf t9
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the nuisame as tbe prescnce of r person lmvacsimtd with MMR*3 The Resolution define the

nuisance as thc rnasles autbrcak-{

Sceand, the Resolution recat€goriz€s individuals subjcct to thc violation in seYi:ral

irnpo*ant $ays:

a. The Commissioner's Ocder includcs perylc ryho *livq wor*, or rcidcs" in &e

atr€cted zip code, but the Resolutioa only includes individuals who "live[] or

warkfl* in the affccted zip codes. Petlsoner-Appelhc'* Serring E*tbttr t & 2.

The dccision to not include people nto *resids" in the zip cde is important-

Merriam-$rebster's dicrionary defines *r€side" to m€sn: *to dwell pwnranently cr

continrlousllr occupy a place.as onCs legal domicile.* Merrisn-lVebsler's Online

Dictioflary, awilable at htgs:l/www.rnerrisn-webster.corn/dictionarylside.

Canverselg thst ssme dictiorury defires *livd'as: "to 
ryss 

thorrgh or spd the

duration oI[.]* Merrism-Webster's Onlinc Dicrionary, a.vailr,ble at

htgs:/rirwwmcrrim-webster.co'e/dictioaaryllivc. Tbus, thc Commission€r's

ffi€r ishdg peoplcwbo were rrot acfiralt]' living in tk rip codes * tbe tinc of

&c ffcr, butwho nraintein thcir legat docricile thae {c.g* peoplc who *tre away

for the srmmer, orwho live abroad fore pcriod of timel fu cmtrast" tbc Rasohrioa

only irrludes pryle who are pbysically prffii in tk ma.

: .TIIHER.EAS,I alsr $d rbd rbe prescnce of ay prscn ia lfilliansbtrrg lackhg the illlR r'EtiDB' unlcsr th*
1,acciag is adrerlrisr medirally csEtnr-idicd€d or grch pcrsen h65 doo8satcd i'nlbunity aFfuH measls' €ftxilcs

ss urf,#Ess6ry d avoidgble lish of crrminuing the o,utbrcak ard isth#rcfore a nuisascc, ss ffi iq Nctl' Yorf City

Adriinitrxive &dc $17- I 42t.1" F:t*locr-.A9pchc'r Hcrring ErLlbii L

I .WHEREAS" tlp Board of ltrcalth rcggd" tbc aforemid rtporb of ovcr lff) ms of tdcc as nrffciat proof to

aurhoria tbc dels-ilion &ct an qdbrrak of mtcs i* oerrrbg in wiIimsforrg th* thrcatcss &e klth ud saftry

of New ystrrs ad is immcdi*cly @*rous to human life sd hehh .trd cotrSdcs a public nuisarod.I

Prtitbncr-Apt{lcc'r llart4 Erhil*r r.
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b" The Commissioncr's ffi€r includes children "oldcr than $x rnonlhs," ard thr

Resolution iacludes children *six moaths of age ard oldcr.'. Petitioocr-Appdhe'r

Heariug E*it'its I & :. Tberefore" undcr the Comrnissioner's edsr" childrea

wbs were six months old were not rquird to be vecinated $'hereas, uodet tbr

ResolutiqrL six-rnortlFsld babies were required CI be vapcinard.

c. Ttle Corstrri*sioneds Order dog not isclude children r*,ho attsrd school, presclrool

or child c*re in the affected zip codes" trut the Rsolution does include childrcfl $ho

"attsndfl whool, prrsc*ool or child earu within the aff€cf€d zip co&s." Pe{itioncr-

Applhetr tteeriag Erhibit 2.

d" Thc Commissioner's Ordcr exempts chil&en whose fmts or guardirc provide

docunectstiotr sb*ing that MMR is not mdically apropriate, whereas the

Resolution is more o$emus and requires thar such dsflrnentation mwt the

satisfactim of Pai{o*er-4,ppellee. I

Third,the paaltis re entirely ditrerca*. Thc C€mnissioner's OFd€f, inch*s a'lxarning*

that *[flailure to conrply with this Older is a violation of $3.05 of the Ne*. ]'ort City H€alth Code.

and a misdeneamr for which you may be zubject to civil and/or eriuirrsl fiaeq forfeitur$ atrd

penatti€s, includiag imprisoonrent.- Peddoner-Appelke's Fcrring Erhibit l. The Resolution

bowever, did not irclude this lmguage ad opted m mhmce tbs civil Fnalty b; adopting tbe

provisio,n ofNY City H*alth Code {24 RC}IY} $ 3. t I ta} md sbjecting violabts to fines for each

family mmber, snd for ach dcy a pei:o$ violates ttrc Resalution- Thig r'€xthatre€d!! civil pcnalty

5 Tk t€trirolog may secra ri*ilar bdrrccn tle Connbsioncr's fu* aad $c Rrsolt**xt; lp*twr, it tas a lcgal

disinction- qtlar*isc, theE€rd *suld mt have gone d$utgt the cfh, t of am*oding thc hngryc ia its Rcstutica.

Fage 6 ofl9

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 74 RECEIVED NYSCEF: 01/04/2021



did nor appcar in the Commissioner's Order bui is included in the "resolyed" lmguage of the

Resolution.6

ln 2m, thc Resoluricn changes Eurrerous lesetty pcrtinent ssp€ts of rhc Commissionet's

Ords, ircltding the pmhibited cordtrt the popul*ion subj*t to the ordcr, and tk padty. This

is prcisely why mwhere in the Resolution does it ever strte that it is continuing &e

Commissioner'$ Order. The Rmolution plainly c:reatd a ner*' asd distinct order, and per rhe

requirements of NY City Health Codc {2a RCNY} $ 3.01 (d}, the Cornmissioncr's Hsrexpired

oo April l?,2019.

For tbse rwsons, it is evi&nt that the Board did ncr continue tle Cornmirsioncr's Order.

The SummonscitesthedateofoccurrencewasJunel?.2019- BacausetheCommissioaer's0rrdsr

expired ot April 17, 2019, prior to tk date of occrrrrtoee, thc Tn:btmal susl diffii$s tbe Suolilors

bccffse it was Bn eror of lan'fsrthe Healittg Officer to srstain the Sumraous.

U. THE ST'M}'O$S SFOT]LD BE DISIIil$.$ED BECAUSE MR. FISHMAN WAS I{OT
PROVIDED PROPTR SENVICS OF THE SUIfttONS

Aroth€r irdependem basis for dismising the Srunmons existt bsause Mr. Fisl:'nnn ur*s

not provided Frops senice of the Srtmmoss. Ttre Summons was auached to Mr. Fishmm's

apsrtment dooC boweva, hc did mt rEcsive I csII!' of th Summons via Uuitd States Pogal

Seft-ic€. Rcrpoldent-Appelhut'r Hearing f,rhibit 81, Dsdrntion af t*rrcl fffimrn,

Imprryer $crvice. Therefole, it was a$ crsr of law for the Hearing Officer to suftain the

Summcns because Mr. Fishma$ was rtot provided prsper legal service, ard the Trihrad must

€ -nEsoLvED, tlrar any pcrson raluirad by this dcclaratiotr to be immunized 3tain* mcass, sr ary FtrGnt of
gurdim rcquired by it to irnmunize his sr ha chil{ shelt bc violxing this o{ds ard be arbjc* lo thc fin€s alrtbrird
by 4plicable lru, rule ard r4ulations earh dry drA fre, drc, or grch child coatinrcs to tcsidc, wo* c aHd rchl'
pie*lt""t ar child carc in ray of tbc afFeeted zip cods wi*,Fut llarring bcrr vscinrtd Et!futit mcadcs uail *&
rimc th* *ris orlbrea&. ir dcclercd to bc 6y€r by thc Conmirsimcr of thc Dcprrmcnt af H:aI*r tDd MG$ld }lygicnc-"
P*irioacr'Appdle'r Bcrrilg ErtiHr 2-
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dismiss the SuaTmsns.

III. TEE SUIilIIIOI{S SflOULD BE DT$IIilISSED BECAUSE TI{f, STJMMONS FAILED
TO PROVIDE REAS$NABLE NOTTCE TO ilrR. FTSHIvIAN AS REQUTRED By
DUE PROCTSS AI{D TIrE NEW YORX CtTy CHARTEX. $ l04S

Furthcnrnre, the Tribunal slpuld disnni*s the Summons because it faild to provide

rcasonable notice b Mr. Fishman. Dueprocess requiresthat Mr. Fistrnan be pmvided fairnotice

of the charges so tbat dre may prepsre md prcsent an adquate defense d oppornmity to be

hcad. Matter of Slock "*. Amfuch,?3 N.Y. ?d 323 {1989}- The New York City Charter requires

tirat. at a mini'rrrrrqo the Suvnmon* proride at accurate statemftrt sf the malt{r to be adjudicard.

NYCC $ 1046. The Surnmons {even with the Commissioner's Order and Resolution anached}

failed to mset &esc stadards.

Bccau* the Commissioner's frer and the Resolution arrc so difFrc*t, &re process

rquires that l\'lr. Fisrbman be reasonably and accurately informd of r*'bich order *re is allegd to

have violxed, Orhenris€, Pedrioner-Appcllec has deprived her of the ability to mmmt aviable md

effectivc defmse to the allqgations. For example, the Commissioner's OFd6r and the Resolt*ion

dsliflc the term *cuisance" differe*tly; the individuals subjectcd to the two orders rre r{issi611s*

and the Commissiorer's Order cites possible impriscnment, whereas the Resolution mandatcs civil

pen*lties for each day the ods is vislated. To further complicate this issar, tbc Rcsotution

enfsrccs thsse civil pcnalties against p€rson$ who "residd' in the etrected eip codea yct the

language sf lhe Resolurion itsclf dots not mflrdste &e MMR vaccine for individu,als wha'E$id€"

in the affstd zip code- only forthose qho "live[] orwork[J within *r€ *tr*t€d zip coder" and

childrcn who "livt[J or ase,ndft schsol. prelchml, or child care within thc aff*tcd zip cdes.-?

1 *RF.-{Or I/Fn, that uy pcrson lquircd b this doclara[ien to bc immrmizcd esnia€ ffilcq of sny Frrsl or
gurdira rcryirad by it to imnunia his or ha cbil{ qhell be violxing this or& urd be *;!icct to tba fiacs fldrorizd
by ryplicable law, rulc and rcFrlatioas cach day Brd hc, sb{:, or sdr drild costintl€s to nflq rrst or M schol,
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Petitioncr-Appellee's lleering E*ibit 2. Thsefore. the Surnmons teven with the

Commissioner's Order and Resolution attrchd) does rrot provide fair notice of ttle order tlrat was

allcgedty violated md as suchprevetts Mr- Fishman &,am mounting an effective defense.

Not ouly do6 rhe grrrnmorns fail to pmvidc fairaotice, b,ut it also fails pmvide an accuratc

statement of the ilulttcrs to bc adjudicsrsd. Tk "Details of Violatiorr" of the Suffmons, ils swurn

to by thc issuing ofricer. refer to boththe Commissioner's Order and the Resolurion as rr+rrdutrnct

ordett- This secrion stat€s that rhe Commissioner's Her rtquirtd *all persons who live, wcrk or

atturdschmlwirh;nZ,Fcodes l1205,ll?tH,ll2ll and ll?49tobe vecimtedag*instmeasla."

Exhibit .{ Summons- This FepreFcr*ation af the Comrnissioner's Order is irporrcct. Thc

Commi*ioner's fus did not includc irdividuels who euetd school in the affected zip codes bur

did include pespl€ **ro *reside" ia the affectcd zip codes - which tln $ummons fails ta include'

Petitioucr-.*ppcllce'r Herrilg Erhibit l.

Finally, the -DrlEils of Yiolatian* section of tte srrcrn Summons surnrnsrizrs the

Resolution *s *quiring vaccinafio,n" "rmlcss they demonstrate proof of immuity or that

immunization is not rredirs lly appropriare"" Erhibit A, Sumusr. (ernphauis addd-) Houever,

the Cornmissioncr's Order ard the Resolution both *ate *rat Mr. Fishman must dsnoasFatc a

*medical excrnption." Fronr a medical pcniFcctive, the* two tenns ere vsstly different srd csuse

unc€*ainty ssro wbat Mr. Fishanisrequired to sbss inordcr to erteblkh that tbechildmdieally

cfirnsr rc*eivc the vaecinatioa Sec, Erhibit C, Heeriry Tnnrcript, pp l{et{t tdisctlssing

pairioner-Appellee's dcfiaition of a -medical cxcmption- tc the MMR vrecire). Thesc ambiguous

*5{ sonltisting stat€rnffrs confuse the standard ard deprived Mr. Fish$an of mounting a viablc

p'rrscbool or child care ic aty of tk affctt€d zip codcs 'rgitk$ haviq bcsr vaccimred Cain* mtaslc ut*il nreb

iime trar $is ou&rcal is dcckt-* Pailfuu-Apelhe'r lfcrdry Erbilft l. {curphesis #-} Tbc di:*itction

br*reco thc rnrds -live'ard'rlsi&* are k$lly significanf &e, a4ument ar Scction l. p 5.
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deferrs€ lo tlre Sumnrons. Furthermgr€r Mr. Fishmm was clearly not prcvided "sn rncurate

stetement of the mafier to be adjudicated* as requird by NYCC $ 1046.

Ir ssm, the Commissioner's Order and &e Board's Resolution are a total imbroglic. Tbe

Srrmmom docs mt pror{de sn securat€ statemeol of the m$t€r to be adjudicared and does not

provide a layperson *i& reasonable notics of which order was liolarcd- Therefore, it was an errur

of larr for the Hearing Officer to sustsin &e Summons becarse Petitioner-Appcllee failed to

pravide Mr. Fishrnan an iccunrte stat€il]enr of &e matteTs to b€ adjudicated as reqnird by the New

York Ciry Chartcr $ 1045 and fair noriee as rquired by due process sf lasr. *nd rhu< tbe Tribunal

rurut dismiss the Summons.

ff. THE SUM*TONS SHOULD BE DISITilISSED BECAUSE THf, HEAruF{G
OFFICEN DEPRT}'ED Mn. FISHMAN OF A FULL AND FAIR HEARING BY
N"EFUSING TO ALLOW CROSS.EXAIIIINATION OF TEE ISSIJII'G OFFICER
wrIERE A DISPUTE OF FACT WAS PR.ESENTB,D

Thr Tribunal should dismis$ the Summons becau.se it was sn error of law for the Hffing

Officer fo deprivc Mr. Fishman of a full snd fair hearing by refusing to allow cm,ss-exezninatioru

of the issuing officer wherea dispute of fact wss prcr€nted.

*A respondent ma!' request the [issuing oflieersJ appearancr if it makes an oFer of proof

to refute the allegations on tt surnfir(Eur and it pe,lsuades thc Hearing Officer that cross-exrmining

thc [issuing olfccr] about a dieputed fwt would be helpful.* ifFC r', Yawage llsocr'stes, Inc.

(Appext No. 1100746, October 2?, 201l). Cormsel for Mr. Fkbmarr poffered that cross-

examiuetioo of the isnring offirer xas Rsc€ssary in ords to establish ruhsth€r tlc MMR vaccine

wss medically apropriate for &e child aad whetber proof of a nedical cxemptica was requested

before &e Sr rnons was issued. The H€arirg Officer declind Mr. Fislunan.r application to

cross-sxanri*€ the issuiag officcr, bldirg *at the doctor appearing on behalf of the P*itiaosr-

Appellee, Pr^ Jemifcr Rosen f'Dr. lreu'], fffls avsilable and could €trwer any quetions
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regardhg these disputd frcts. E*iblt C, Heering Tr*n*cripi p f4. However, whcn

que*tiond Dr- Rmrn lacked any kmwledge ofthe fac,ts leading to the issu.anc€ of the Summons

and was uaable to present aay rcsponse$ to questiorc directcd at &ese disputed facts, For examplc,

Dr. Rosen: did rx* krcw shere the child was exposed {Exhlbit C, Ileerhg Trrarcript, p fOT;

did not know *irere the child's address u'as obtained {Erhibit C, flcrrhg Trrnscripf p 109};

did not know if the ehild h*d any medicsl contraindicatisn to MMR before the Summons was

issuod (Hearing Trenscripl p I l7l; and did not know if any pcrson from the hffilth deparrnenr

bd coatactd Mr. Fishman ts detcrmins if thc child had bcn grroen MMRbefore the Summons

rras i*sud (EertngTrrnccript, p ll?-ll8).t

Thus, it was an flror of lsw for &t Haring Officer to refi.rse Mr Fishman thc ability to

cross'examine the issuing ofEcer *d deprive Mr. Fiskril of a full and fair hearing, and the

Tribu$al must dis6iss 1fu6 grrrnmons.

Y. THg ST'LI}.'ONS SHOI"JLD BE DI$MISSED BECAUSE TIIE HEARING
OFNCEN DEPRIYED MR. rISHMA,N OF A FI]LL AIIID FAIR HEARINC BY
RETUSIHG TO .{,LLOIY A RtrAST}NABI.E CROS$EXAI}IIHATION OT
PETITIOITIER-APPELLEE'S EXPERT

The Tn-brmel sfnuld dismi$s the Sumuons becguse it was an effor of law for the H€adtg

Officer to degrive Mr. Fisbman sf a ftrll and fair hearing by rcnuing to allour a reasonablc cnrss-

examinatisn of Petitioner-Appellce"s srpctt, Dr. Rosen.

The Hearing Officer refirscd ro allow Mr- Fishman's counsl 8n opportunity to ccnduct a

reasonablc cross-sramination of Dr- Roser. Erhibit C, Hnriry Trca$ript, pp l3l-t33;24$-

ln facl most of &e h€*ring timc rvas dwoted to the Hearicg Officer unrcasonably curtailing &€

i This line of gue*ionirg ws rcgding tt* qhild assoeistd with Surnruons llumbcr 3Ol9t-19L0. Ho*arer, in tba
irtaesl ofjr.rdicirl cconomy, thc putics and tbc Heariry OFtca agrwd to i*orperate thc agumeats ald cxhibits frsn
the bcaring on Summuns Number 30198-19L0 isto thc rccord for Mr. Fishmsr's hcaring. Erhftit C, Enriry
Tnrrcrlf*, pp l{2.l,ll; UI-UL -
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eross-€xamination of Dr- Rosen and Dr. Rns€n rcfusing to provide reryoruive snswtrs to

questions. Erhibit C, Ecerisg Truscript, pp f5X-153. Therefore, *re Hearing OffigEr

commined an errcr of law by pre'r-enling Mr. Fishman's counsel of the chffic€ to rasonably cross-

examine Dr. Rosm and deprivad Mr. Fislrn$ of a ftil arld fair hrarfug, an6 as s|Icb rbe Tribunal

rnust dismi*s the Sumrncns.

YT. TIIE ST'MMONS SEOULD SE DISI}IISSED BECAU.$E
OFFTCER'S Df,CISION LACKED A NATIONAL BASIS
TACTUALLY SUPPORTED

TIIE ITEARIITIG
AND IS NOT

The Tribuaal Sosld disniss the Summom because lhe Hearing Officer's decision lacked

a rational basis and is mt factually supponed.

The Hearing Officcr stit€d in his wri*en desisioa rbat Mr. Fi*man "rzlied Enaa rhe lasr

paragraph of the C}der, r*tich states, 'ftJhis Order sh*ll rrrnain in effect until the next meefing of

the NYC Board of Health schsduld for April l?, ?019. ar n'hich time it 6ay h contiaucd or

rescinded by the Board'* to make the argumcnt that the Her expired oar April I ?, 20Ig. E*tbit
B' Herring Deririoa. templasls addo4) However, Mr. Fishnpn did not rctgr apnthis stal€Gfdt

made in the Csmmissioner's Onder. tnstead" Mr. Fishtnffi's argument was firmly iE t{y

City H€altb Cod€ (24 RCNI? $ 3.01 (d) and was m*ely reinforccd by the language srsr€d in &e

Commissioner's fus. In facL couruel for Mr. Fishman d the chartcr provision ou the rewrd

ia zupport ofthis cgummt. Erbtbit C, llcrring Trencrip{ pg 26-29. Counsel fsr Mr. Fishmsn

Fcusd during thi* argrmeot becaus€ it appeared as tbaugh tbe Hearing Officcr wcs rxlt panns

atter*ion. Erbibit C, Hering Trenrcripf p 19. Thus, the Hearing Officer faild to cansider

applicable law.

Morsvs, cormsel for Mr Fishman mgde m attensire arg$rnent tfiar rryholding the

violatioa as to the ehitrd was rmjusr, ant€rcd 45 docurrent$ isio er.ideocc to sr.pport tk mmlusioq
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and citad to srd red inp thc rwrd the Hearing Offiecr's authority to dismiss a summons based

uptrn ttre interest of fairress and justicc found at NYCC $ 1049 {5} {a}. Erhibit C- Herring

Trrmeip! p l5l p 172; p183. Paitioncr-Appellee Frcsent€d no coullter-argumetrt regflrding

rhis issue. The Nc$. York City Charter $ 1049 requires rhe Hearing Offecr to consida nine factors

wfu5n rmchiag a daermination oa issues of fairncss d justie; y€f, the Heariag Officm f*ilod to

sddr€ss any ofrhese factors or rsch a daermination on this issue in his written daision

Furthsmore, corrnrel for Mr- Fishman rnade an ertmsive argrrmfft that tlre MMR vaccire

was modically inrypropriate as lo the child and mter€d 550 pages of 6lscrrmetrls to srrmort this

couclusiorr- Srhihit C, H*rrirg Tnmryript, pp 13&139; p l?2; plt3. Thc Hearing Officsr

failed to sddr6$ this iselre or rercb a determination il his wrinen dcision, ever though thc

Surnmons sbtes *m+dically *ppmprirte" *i a reat;otr ro forgo MMR vaccination The Erhl'bits

presentd are summarized in Section X below'.

Finalty, &c Hearing Officer held in his wrigeo fuision rler the *April 17,2019 Resolxion

csntinu€d thc Commissiorrer's exercise of emergency authoriry, which oprrated to continile tlr

validity of the Commissioncr's April 9, 201 I Order.- E*tbtt tr H*rrlag Feci*ita. This fiding

is uot supported by the facts btrause hoth parties aglted on the recnrd that the Commissioner's

fter expired o* April I ?, 2019. E*ibit G Hcerilg Tnn*ript" p. 5*. The Commissiorxr's

Order cstrmt simuttaarausly expiro aad r:sotirue to b€ yalid" In *ts rttemctive, the Hcaring

gfficer's finding that the Csmmissiorcr's *exercise sf autbity* was cortin$ed by &e Resolutian

is not diryoaitive of the issres preseitted at tk hcaring beaure &s $rrnrmorrq cites Mr. Fkhrafirl

as having vislated the Commissioner's *ritten order, mr thc Csnsisimds cxtrcise of

eftrrgarcy autbrity. Therefore, the Hearing OIEcer's frnding that the Boad continued the

Commissioneds excrcis€ of authority is irrtlsYstrt
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ConsaquertlS the Hearing Officer failed to considerthe arylicable law and argunat whcn

making his decisisn. For tbese rsfisoaE the Hearing Offica's deeision l*cked a retion*l hsis ard

is not factually rupportd; hencr, Mr. Fishman was deprivd of a full and fair bearing; ard rhe

Tribunal must dismiss tre Summons.

vn. TlfE SUMMOI{S SHOULD BE DISMIS$ED PURSUA}5T To NYCC g 1049 (5) {r}

The Sutnmons should have been di$mis$d pursuatrt to NYCC $ lS{9 (5i {a} beaus &c

udiryutcd evidetrce at the heariag reflerd the following:

Exhibit 2 - CDC" MMR Ysccine trnforawtion Statement (listing some of tbe side
effects of the MMR vmcine, ireluding scizure, full-body rash dea8ress, long-term
seianres, com6, larrsed consciausn€$s, and brai$ domage)-

Exhibit 3 - FDA, Suwrxtry af Clinical Investigatioil Srrdr'es of {MMR} for
l'urposes af &pg:rt for Licewe {reflecting tbat only amund 8ffi childrsr
pa*icipated fu &€ pre-liceasiug study, no-placcbo contrrol g$up,
and a safety review p€riod of,a mcrc 42 days).

Exhibit 4 -FDA., iSid (summarizing the 2 lS-pages of Exhibit 3 and i*cluding cbarts
that shsw &e higb rate of upper respiratory infection and gastreint#inal iIre'ss
foraial panicipants).

Exhibit 5 - Institrrte ofMedicine {*l0lll"}lo\wse Ef*e*o/Pedussrs end Rufulla
Yttcines {demonstrsting that the available scieace supporfs a caucal rclationship
between the rubella yaccine and chrcnic and acute rrtbritis).

Exhibit 6 - IOM, Adverse f,renls Assaciated with Childhaod llaccines (revealing
fiat for l8 of tbe 22 most rqortd adversc errcats following MMR in 199{, tie
CDC hld not coodactd thc ssiffie ts deremine if the MMR was causally link€d
io &e adwrs€ eventc; lnrrsver, the available science did shw rhat MMR wag
causally tfuked n anaphylaxia thmrobocytopenia" ad d6th).

Exhibit 7 - IOM, Advzvse Elfe*s of Yaccin*, Evidence and Causality {sbowing
that in ?01?, the CDC &sd aat cmductd thc scierce trl determine if 23 sf tbe 3l
commcnly claimed injuries &orn rle MMR vacsine were caumlly linked to the
vrccine).

Exhibit 8 - I0tvt, Ad+vrse Erews Assxiated with Childhood Yucines {fiuding
scaat sciencs rweuching why some pcnple react negarively to vacincs and
smuragirg CfiC to condrst tk scicace).
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Exhibit 9 - IOl,{, ldverse Efecls af Yaccines, Etidance and Ccusalit-v {sating that

the CDC still hfi$ not coaduetcd the scicocc to dctermine shich children may be

injurd by vaccination)-

fxhibit I0 - Nature Gcneties, Conrmon wrlants acsoflared with gexeral and MMR
vaccide-related _febrile seizures {identifuing specific genetic markers for when a

child will have seizrues nfferMMR vaccination).

Exhibit ll - SI0J MiIIion A*afi fur Enephalopathy from MMR lraccine

{reporting payment of $}01 million to parents of a child injured try the M}vIR

vaccinc).

Exhibit l? - CDC, Irsccine Etcipienc & Media Sumn:r,r-t' (listing the excipiwrt and

media cootained in the MMR vaccirc, iacluding but ror limited to, chick embryo

ccll culruni WI-38 human diplaid hng fibroblastq h1xnsn albumi& bovine calf
serurr' and neo'uycin).

Exhibit 13 - ATTC, MRC-I (sbwing that tte MRC-S cell line is derived from &e
lung tissue of a l4-weck*ld msle fetw)-

Exhibil 14 - ATTC. ,t7-38 (describing tbat the Wl-38 cell line was dsrivsd a 3-

rooath-ald fmale f€iltts).

Exhibir l5 - Thc Natiooal Cathlic Bioethies Quartcrly, A Brief History et Huwen

Diploid CsIl Srrsins {describing borr dozecr of fetuses were uscd to del'elop faal
ccll line foruse in vxcins).

Exhibit 16 - Proceedings of the Society of Brperimental Biotog and Modicinc,

Cyglogieal Yirolryical and Chrcm,asnrrwl Sfidies of CelI S*vins from Abarted

Hvnrpgln Fetlrses {revealing thflt 8$ abortd f€{ustr were usd to ct€at€ the n$elh
cornpon€nt ofthe MMR vaccine)-

E*ibit l? - Saurd C.hoicr Ptrarmmtrtical Institutc, Gpen l*tter to lxgislanlrr
Regarding Faal Cell DNA i* Vaceines {dircts$itrg fe*at DHA oontacrinatrts in tbe

MMR vaccine)-

Erhibit l8 - Atbrosclerosis, dssocrafiar of ma*Ia snd ,nrrmPs with

csrdisvasctlar disease: .The Japa* Collafurati*v Cahan $ACC) srrrcrl. tliditrg
&at measles andlor mumps inf*tion wrs assoeiated rri& significsrtly lows risks

of morality &sm cardiovucular dis€ase)'

Exhibit I g - CBC, Hegrt Disease Faets & ,slarrs&ss (irdicating &st 610,000 pcople

dic of ba* disease in &e Unitd Statcs srcry yctr)'

Exhibit 20 - Lenke,lnia Rcsarch Da childhod drse{scs ffia NHL awt IIL r*k|
A s.re-control sndy fram nolthern and santhern ltcly {fidirg that prticipants
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rvho did trot have a history of rneasles infection hd a 66 percent increasd ratc af
Non-llodghfur's Lymphoma and 333 persenr incrcase of Hodgkin's [,ymphome].

Exhibit ?l - Mdical Hypothaes, Fthnle history infediaus of cancer childh<d
diseases in the patients and matched contnis (finding a bisrory of febnile inftrtiour
childhood diseasq such as measla- lowers rhe risk forcanc*r).

E*ibh ?2 - British Medical Jaumal, Inlantile Hodgkin's Diseese.: Remksion alter
Mwsles {dcscribing remisgion of carcer afttr a measles infection}.

Exhibil 23 - NIH, tsnrer stat Facrs: Non-Hadgkin Lynphowt {reporting ?4,?00
nssr ca$es of Non-Hodgkin Llurphoma in 2019).

Exhibit 24 - NIH. cancer str,t Facts: Hodgkin Lynphama {i:rrdicaring f.l l0 nerr
casesof Hadgkin Lymptrorna h 2019).

Exhibit 25 - cancs Detection and Pre!.ention, Aclate infections us a means of
&t rcer pr€|'ention: opposing elfects ro chronic infectiu*s? tfiding that expoaures
to lEbrile infectious chitdhd rli*easeq incldiag rneasles. were astoaiated wilh
xrbsequently re&aed risks far melauoma, orrary, and multiple csrcers eombidi.

Er&ibit 26-NIH, canter Stat Fac{r-' Q:rlcrrien Caner{nporting 21,530 R€sr cases
of ovarian cancer in ?019).

E.tldbil 2? -Pediauieg A[Iergic Disease and Atapic *asitization in Children in
Relation to h{easles Yaecination and Measles Infectian (firxling that meslss
infectionm:y protecl egains allergic diseasc in childrer).

Exbr"bit 28 - Allergol et Immunopath*|, Freqaenty* olall*gk dbeasesfolla*ing
mmsles {fiding that allergic discasp* are lcss frtquat in childrm with a hisrory of
masles).

Exhibit?9-AmericanJournal ofEpidmiologtr Measles Infectionand Perkinson's
Disease {finding a statisti$all1' significant reduced rish of Parkinson's discasc for
thore *'ho had measles duriry childho6d).

Exhibit 30 * Meneh MMR &{on*facturers' Pactwge.fnserr {-M-M-R It has rtot bca
ct'aluated for carcinogenic or mutsgenic potnti*I. or pot€nriel ro irnpnir fertiliqf)-

Exhibit 3l - PloS Onc,lalerse Eveaxfotlawing 12 and lE Manth Yaccinations:
a Population-&sied, Setji{onoorr"O Cnse $ez€s ;{nn}srs (firdrng significantly
elevated risks of cm€,rg€ncy room visig one to tss v,'ds following 12 ed l8-
month MlilR vaccination).
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Exhibit l2 - FDA" Supplemental Approval Letter lor MMR {adding to the Adverse
Reactions sostion of the MMR prckage insst'lran$ver$€ myelitis'- in 2014 and
*Henoch-Schonlein purpw" ard .'acute hemorrhagic d*ma of infancy" in 2017).

Exhibit 33 - Joumal of Trm.slational Sciencq FiJot comparatiw study on the health
af wccinated and unwceinated * ta |l-yeur-old U.S. children (fiding that
vaccinated individuats had a higher rate of several fonns of chronic illness and

neurodevclopmental disorders).

Exhibit 34 - U.S. Hsrse of Rryresmtativa" Committee on Governmmt Reforu,
Conficts of Inrere^rt in Vaccine Poliq Making, Juae 15, ?000 (discussing the
qrnllicts of iatrre$ that vaccinc poticy-makerE hffve with pharrn*cutical
companis).

Exhibit 35 - CDC, jVafi'ce ra Readers: Reeammended Chitdhood Imrnanizstisn
Schedale - United Starcs, J000 {reflectiag thst the MMR vaccine was on fie
childhsod inmurization schedule whsr &e Committee on Govemment Reform
issrrcd its Majority Safffteport rcgarding conflicts olinterst it June 20m1.

Exhibit 36 - 42 USC 300aa.27, Mandatefor safer childhd rucciaes {$sartsry
s*ction uaderpir:ning vaccine safety in this cau$try which requir€d &e Uoited
Starss Dcpartnrent of Hcahh and Human Services (-HES") to submit a bimiel
r4ort to CmSffis dctailing improvemmts made rcgarrding vaccine *ry}

Eixhibit 37 - Iaformed Consent Action.i/ef*pr* v. I#JS, l8-cv-03215. Stipulation
& Order, dard JuIy 6, ?Ol8 {evidming thst HHS turs nEuer sncc subrnfit€d a

r€Fort to congress rs rcquired by 42 USC 300aa-27).

Exffiit 18 - HHS. ncspcnse ta Freedmn of hformatioa Ast Rorycst {a&ritting
tlut the Task Force for Safer Childhood Vrccines required by 42 USC 30&t-l?
was disbded in 1998).

Exhibit 39 - Physicians for lnformd Conscnr,.&lensles What Parents Need to Nnolrl;'

(d*ailing trc benefits fld ri$ks of tbe MMR raminc).

Enhibfu ,m - Archives of Pediarics & Adalcseat M€dicitre, Pcrsist*nce of Measles

o4ntihodies AJter 2 Oo.ser of Mea,*les Vaccine in a Postelimiaotion Environment

tfinding fiat measla s*ibodies warre over tivne in tbeebfffic€ of circulatingwild-
type measles).

Exhibit 4t - The l.atrcst, Mra.sles *\ras Infeaian Without Rssh In Chil{hd Is
RelotedTo Disegse In AdukLife(widerrcingrssoeiatiEnbetwmnnegative history
of measl€s and d*elopmcnt of imanrcrcactiw diseascs, seb*c*onrs skin {lsgasts,
degerru*ive diseases of bone ad cartilage, sfid estain ftmors).
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Exhibit 42 - CDC, Vrccinc Adverse Event Reporting Syncm TVAERS) Rcsults

{rsrlts of rhe nunber o; i6ivi{uels receiving a measles-cortainisg vaccine in
2013 that requird a hoapird, medical office, or cmrrgency room virit afte
lrccination).

Exhibit 43 -CDC, lrinl Smtuties af the united States 194A-]968 (showing tbat tbe
ds*r rate from measle in tk United Stetes declined by over 98 perceat berween
1900 and 1962).

Exhibit {4 * Brni6 & Develqpment, Spontaneo*s imprawment af intrartable
€pi@it seizures jollo*,ing acute vir:al infe*ians tshoruing that seianrcs

disappeared wirhin t*'o weeks after viral infections srch as mmslcs).

Wbm provided an opportunity to rcbut any of tlre foregoing evidence, thc Petitioner declined to

proffer any evidence in rcbtrttal. Addirionally, Mr. Fishman's older child slff€rd an adverse

rwtion ts the MMR vaccine that resultcd in a loss of hetring andddayd speech, among oeher

thingq. Rerpoadcnt-Appellrnt's Ileering Exhibir til,Ileclrrrtion of furreil Fishilel, Advere

Rerclion.

Ttrru. rhe undisputed evidence reflects that the MMR vaccirne for tbe child was sot

medically apopriate, as the risks of iqiacting this product into rhc child outweigh *re bencfits-

VIII. THE $UMBIONS SIIOULD BE I}ISI{ISSED BECAUSE TEE COIHMISSIOF{ER
AF{I} BOARI}'S ACTIONS }'IOL*Tf, THE STATE AhIII UHITED STATES
CONSTITUTIONS

The Tribunal shffild dismiss the Summons bccausc thr Comrnissioncr's Order and

Resolution vjolate Ncs York sd Uuitcd Stat$ Ccns*nrrions" Althugh ftis tribunel is usblt to

rule ofi issus of Comtiturional larc,e Mr. Fisbmsn rserv€s all issr€s and all Constitutional claims

fornppal irchdingbu dot limitcd to, the following:

e *Respondenl's Constin tional ehims u$der &r First Arnsr&asrt, dre Corrmcrte Clailss, $uMiys Duc Ptw6s,
ad Sts€ d F€derd pnvr: righs are not pmperty adidicad by dtis Trihffil.* lLC. v. &rtune Li*snrirer, lnc-
iFSGal No. JRB{XX}?3? {Mirch 6 2019} (citing.DC,t r,. f,ul{SPregrunrc-y Ccnter, Apfcsl llo. l?ffi95tlX, {Jrroc 29,
?018) (finding Srrt tt€ Tnl4t*al was not thc grcpa fomm fur adjudieatipg First Assadnat clrims rs s. dcfr:nrr to a
$aurory disclosrrs schc6e): AlfC r'. ,lihuo (*ng, Apped Nos. 1601234-41 (Jaruary 5, ?St?} {firding th* tb€
Tribilna: is not thc proprr fwum to {iudicdc s claijo of Cmsitutional dCtr to pfly6cy}; DCA v. *k, {'s {jcfes,
Agee.l No. 0519003? {February ?t, 20t 7} {firding thsl $rc Tn}rrnal is rrot rhc prryer forum to adjudicdc a Commtrcc
Clsrsc challmgc).
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DEMAND FOR RELIEF

Th€ Trib'uaal should rcycrsc thc Hearing Offcer's deciaian to s$slain the Sumrnons far

ths reasonB Etatd above-
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DOHMH v. Israel Fishman
30412-19L0

I. The hearing oflicer did not err in finding that the Commissioner's Order did not expire

on April l7r20t9 and Respondent was in violation

The hearing officer was correct in finding that the New York City's Department of Health

("Department") Commissioner's Order dated April 9, 2019 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH

v. J.DOE.,Appeal No. 30329-19L0 (December 20,2019) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30412-I9L0's ('osummons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

assetts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only

allow[ing] the Board to continue the order 'as is" ..." (Appeal page 4). Respondent would like to

add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the lI2O5, 11206, II2ll and 11249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsbutg area,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak. Sei e.g. Commissioner's Order (8th paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

York; md.."); c.f, Resolution (l5s paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 4)that Petitioner conceded on page 58 of the

hearing transcript that the Commissioner's Order expired on April I7,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since
Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affirmed.

II. Respondent was properly served the Summons

The hearing officer was coffect in concluding that Respondent was provided proper service as
was evidenced in the submitted certificate of service that stated the Summons was mailed.
Improper mailing is not proven simply by a declaration of Respondent that she did not receive
the mailing. See DOHMH v. Joan Moriello, Appeal No. 1801264 (December 12,2018) ("Her
mere denial that she received the mailing is inadequate to overcome the presumption that
properly addressed mail is received, absent any evidence or testimony demonstrating the mailing
would be unlikely to arrive.") (citing DOB v. Banyer Place Development LLC,Appeal No.
1800075 (April 5, 2018)).

Accordingly, the decision should be affirmed.

III. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-0S(c)(2) and (3), which states, in relevant part, that a "summons must
contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent
with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the
section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential
facts to constitute the violation: the date the records of the child were reviewed, that upon that
date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be
violated as the Summons states the requirements of both the Commissioner's Order and
Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent
from knowing the elements of the violation or being able to put on a defense to the allegations,
See TLC v. Shaikh Ali, Appeal No. 10105610C (April 5,2019) ("The identity of the vehicle is
not an element of the charge and is therefore irrelevant to whether or not Respondent received
adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is
not warranted. See TLC v. Tawfik Al Shammaa, Appeal No. 721403484 (November 13, 2017).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting 44 exhibits concerning the measles vaccination and its medical
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appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,

Appeals No. 10087 3I7 C (March 12, 2018) ("Finally, the respondent prepared for the hearing by

taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed.

IV. The hearing officer did not deprive the Respondent a full and fair hearing by declining

to Order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon
request of either pafiy, a Hearing Officer may grant an adjournment for the testimony of an

Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a

fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly hasthe authority to use discretion to determine whether to grant a request for the issuing

officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordon v. Brown, 84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed.

V. The hearing ofTicer did not deprive the Respondent a fair hearing by refusing to allow a

reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the summons. Clearly, counsel for the

respondent was able to inquire and receive responses on all questions relevant to the allegations.

The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

VI. The Summons should not be dismissed because Respondent alleges the hearing officer's
decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(g)(1) provides that "the Appeals

Unit within the Tribunal will determine whether the facts contained in the findings of the
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Hearing Officer are supported by a preponderance of the evidence in the record, and whether the
determinations of the Hearing Officer, as well as the penalties imposed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony
provided as he cites to the arguments and evidence presented by each side. The issue here is that
Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse
the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is
based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld
since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.10112809C
(November 15,2019), citing Berenhaus v. Ward,7O NY2d 436 (1981); Matter of lfrah v.

Utschig,gS NY2d 304 (2002).

Accordingly, the decision should be affirmed.

VII. The Summons cannot be dismissed pursuant to New York City Charter Section
104e(sXa)

The ability for a hearing officer to dismiss a summons in the interest of justice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4Xb).
Charter $ 1049(5X". .. an administrative law judge or hearing officer may dismiss a notice of
violation/or a specffied violation, as defined by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ubdiv is ion") (emphasis added).

The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5Xa) is not applicable
and cannot be used to dismiss the summons. Further, even if Charter section 1049(5)(a) was
applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumer:ated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed

VIII. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As Respondent concedes in their appeal (page 18, footnote 9), Respondent's Constitutional
claims cannot be properly adjudicated by this Tribunal. See, e.g., DCA v. EMS Pregnancy
Center, Appeal No. 170095HR (June 29,2018) (finding that the Tribunal was not the proper
forum for adjudicating First Amendment claims as a defense to a statutory disclosure scheme);
NYC v. Aihua Gong, Appeal Nos. 1601234-41(January 5,2017) (finding that the Tribunal is not
the proper forum to adjudicate a claim of Constitutional right to privacy); DCA v. Mn C's
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Cycles,Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper

forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.
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Appeal No.30412-19L0 DOHMH v. J. Doel April24,2020

APPEAL DECISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated

September 25,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to comply with an order of the Commissioner of Health to have an infant vaccinated against

measles.2 Having fully reviewed the record, the Tribunal finds that the hearing officer's decision

is supported by the laur and a preponderance of the evidence. Therefore, the Tribunal finds as

follows:

BACKGROUND

In the summons, the issuing officer (IO) affirmed on June 13,2019, that on June 12, 2019, she

reviewed the records of Petitioner, the Department of Health and Mental Hygiene (DOHMH),
and observed that Petitioner's Citywide Immunization Regisiry (CIR.), which coliecis
immunization records for all children receiving vaccines in New York City and which is required

to be updated by medicalproviders, had no record of measles immunization for Respondent's

child, who was at least six months old and resided at a stated address in Brooklyn. The summons

alleged that Respondent's failure to vaccinate the child was in violation of a Commissioner's
Order, which was issued on April g,2}lg,pursuant to Article 3 of the HC, in response to a
public health emergency, and which ordered that all persons who live, work or attend school

within certain specified ZIP codes in Brooklyn be vaccinated against measles within forry-eight
hours of the Order. The summons stated that the Order was to remain in effect until the next

meeting of the New York City Board of Health (BOH) scheduled for April 17 , 2019, "at which
time it may be continued or rescinded by the Board." The summons further alleged that on April
17,2019, the BOH approved a resolution (Resolution) continuing the public health emergency

and vaccination requirement and providing that the parent and /or guardian of a child who is not
vaccinated be fined unless they demonstrate proof of immunity or that immunization is not
medically appropriate

At the hearing, held on September 25,2019, Respondent was represented by his aftorney.

Petitioner was represented by its general counsel, another DOHMH attorney, and a DOHMH
physician. The IO did not appear.' Petitioner relied on the summons and the DOHMH
physician's testimony and knowledge of its records. The parties agreed that all the arguments

made and evidence submitted in the hearing previously held for Docket No. 30198-19L0 were to
be incorporated in this hearing, including the Commissioner's Order and the BOH Resolution.

Respondent did not deny the essential facts of the summons, specifically that an emergency

' J. Doe is used here to protect the privacy ofRespondent's child.
2 The Health Code is found in TitIe24 of the Rules of the Cify of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Summons Law Charqed lHearinq Determirtation Aopeal Determination Penaltv
tn Violation Affirmed - In Violation $1,000

DATE MAILED:

ATTY:

to a fair and
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Appeal No.30412-19L0 DOHMH v. J. Doe p. 2 of6

Order to vaccinate was issued, that the subject child lived in one of the targeted ZIP codes,a and

that the child was not vaccinated. Petitioner added that the subject child in this case was five
years old. In the prior hearing, Respondent argued that the Order had already expired on the date

of the summons and that Respondent could not be charged with violating an expired Order.

Respondent argued that because the BOH Resolution had terms that differed from the Order,s

and the Resolution did not specifically state that it was continuing the expiring Order, the Order

was not continued. In addition, Respondent argued that Petitioner did not establish that it was

medically appropriate for the subject child to be vaccinated. Documents previously offered by

Respondent regarding the efficacy and safety of the vaccination in general were also

incorporated in this record. In this hearing, Respondent added three additional defenses: (l) that

the parent asserted he never received the summons in the mail; however, Respondent

acknowledged Petitioner's affidavit of service, which was taken into evidence without objection;
(2) thatthe parent did not have the child vaccinated because an older sibling had had an adverse

reaction to the MMR vaccination, including loss of hearing and delayed speech, as established by

the parent's declaration taken into evidence without objection; and (3) that there was an

objection on religious grounds.6

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the

Commissioner of Health authority in an emergency to exercise the BOH's power to issue an

ordero which would be effective until the next BOH meeting, and that the BOH continued the

Commissioner's Order in its Resolution by continuing the finding of emergency and the

requirement to vaccinate. Petitioner argued that Respondent was also in violation of the

Resolution, which itself was an order under HC $ 3.05, and for which notice was provided in the

narrative of the summons; and that the Resolution was by its terms effective immediately, that

is, on the date of issuance.' Petitioner's previous submissions included "Frequently Asked

Questions" regarding the measles vaccine, published along with the Order, and a copy of the

decision in C.F. v. The New York City Department of Health and Mental Hygiene, denying

injunctive relief from the Order, claimed on scientific, religious, and moral grounds.8 As to the

new defenses raised in this hearing, Petitioner asserted that a parent's belief that a child's issues

were related to a vaccination did not mean that they were, nor did it establish a medical

exemption. Citing the national standard for recommendations for immunizations set by the

Advisory Committee on Immunization Practices of the Centers for Disease Control and

Prevention (CDC), the DOHMH physician testified that any reaction in a household member or

family member was not a contra-indication and that the parent would have needed to submit

documentation for a medical exemption.

a In the hearing for Docket No. 30198-19L0, the DOHMH physician indicated that addresses were provided by

several sourcei, including health care facilities, but was not able to say which source provided the address ofthe

subject child. Respondent, however, did not assert that the subject child did not live in the affected ZIP codes.
s Rlspondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,

preschools or child care services, the Resolution included those attending school, preschool or child care; and where

ih. Ord"t encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
6 *p1p1prr stands for Measles, Mumps, Rubella.
7 As this summons was written after the Resolution's three-day publication period, Respondent did not pursue an

earlier argument challenging a summons that was issued during the publication period.
8 

See 2019 NY Slip Op 31047 (April 18, 2019)'

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 74 RECEIVED NYSCEF: 01/04/2021



Appeal No. 30412-1910 DOHMH v. J. Doe p. 3 of6

In the decision, the hearing officer sustained the violation, finding that the Commissioner
declared, and the Board resolved, that a public health emergency existed pursuant to HC $ 3.01;
that the Commissioner by her Order, and the Board by its Resolution, directed that persons six
months of age or older who live, work or reside in the specified ZIP codes be vaccinated against
measles, demonstrate immunity to measles, or show proof of an acceptable medical exception.
The hearing officer rejected Respondent's argument that the Order had expired when the
summons was written, finding that the BOH, by its Resolution of April 17,2019,had continued
the Commissioner's exercise of emergency authority, which operated to continue the validity of
the Order. The hearing officer found that Respondent's Constitutional and scientific arguments
were beyond the scope of the hearing. He credited Petitioner's affidavit of service and found
that the summons was properly mailed to Respondent's address. He found that Respondent's
evidence had not established a medical exemption for the child, and that Respondent had failed
to provide a defense to the allegations.

On appeal, Respondent repeats the arguments raised in the hearing relevant to this and other
cases regarding compliance with the emergency Order to vaccinate against measles, and the
specific argument in this case that service of the summons was not proper.n In addition,
Respondent argues that he did not have a full and fair hearing because he could not cross-
examine the IO to establish whether the MMR vaccine was medically appropriate for the child
and because the hearing officer did not allow a reasonable cross-dxamination of Petitioner's
expert. Finally, Respondent argues that the summons should be dismissed because the hearing
officer's decision lacked a rational basis; in the interests ofjustice pursuant to $ 1049 of the
NYCC, found in Chapter 45-Ai and on NYS and United States Constitutional grounds.

In response, Petitioner argues that the hearing officer's finding was correct that the Order of
April 9, 2019,was continued by the BOH Resolution dated April 17, 2019, citing the Tribunal's
decision in DOHMH v. J. Doeo Appeal No. 30329-19L0 (December 20, 2019). Petitioner argues
that HC $ 3.01(d) allows the Board to continue the Order as is, but that the Board's powers are
not limited to continuing or rescinding the Order. Petitioner argues that the Resolution continued
the Commissioner's exercise of power asserted in the Order since the Resolution repeats the
main directive of the Order, which is that people living in the namedZIP codes shall be
vaccinated unless they can demonstrate immunity or a medical exemption. Petitioner asserts that
Respondent was in violation whether the language of the Order or the language of the Resolution
is applied. Petitioner argues that even if it is found that the Resolution was not in effect until
completion of publication, the Resolution "is a continuation of the Commissioner's Order and
therefore on the date of the occurrence alleged, April2l, 2019, Respondent was in violation of
both the Order and the Resolution continuing the Order." Petitioner argues that the summons
provided adequate notice of the charges pursuant to $ 6-08(c)(2) and (3) of OATH rules, found
in 48 RCNY, and that the hearing officer did not deprive Respondent of a full and fair hearing by
declining to order that the [O testifu, as the presence of the DOHMH physician, who had
knowledge of the records, was sufficient.

ISSUES ON APPEAL

e As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New York
City Charter (NYCC), and Matter of Blockv. Ambach,73 N.Y.2d 323 (1989).
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Appeal No. 30412-1910 DOHMH v. J. Doe p.4of6

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the

date it was issued; (2) whether Respondent was prevented from having a fair hearing by the
hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-

examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW

HC $ 3.05(a) provides as follows: 'oNo person shall violate an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an

imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such

emergency, the Commissioner may establish procedures to be followed, issue necessary

orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedures, orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modify any provision of this Code
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any
other power of the Board of Health to prevent, mitigate, control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the
Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power. . . .

Code $ 17-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any condition, matter orthing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any areathereof, and that personal service or service pursuant to subdivision a or b ofthis
section of an order or orders requiring the abatemento removal or correction of such

nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such

order may be served by publishing the same for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such

publication and such publication shall be sufficient notice of such order and of the
nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions of this chapter.

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part:

IT IS FURTF{ER ORDERED that the parent or guardian of any child older than

six months of age who lives, works or resides within [four specified ZIP codes] and

who has not received the MMR vaccine within forty eight (48) hours of this order being
signed by me shall cause such child to be vaccinated against measles unless such parent
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or guardian can demonstrate that the child has immunity to the disease or document that
he or she should be medically exempt from this requirement.

48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the
summons by a preponderance of the evidence. The Respondent has the burden of
proving an affirmative defense, if any, by a preponderance of the evidence.

ANALYSIS

The Tribunal affirms the hearing officer's decision.

The hearing officer credited the testimony and allegations contained in the summons and found
they supported a violation of the section cited. The Tribunal generally defers to the hearing
officer's credibility determinations and finds no reason not to do so here. See NYC v. Michele
Radolovic, Appeal No.44124 (January 18,2007). The essential facts were not denied. Pursuant
to HC $ 3.01(d), an Order of the Commissioner of Health was signed on April 9,20019,
requiring that the parent or guardian of any child older than six months, who was living in the
designated ZIP codes in Brooklyn and who was not vaccinated against measles, have the child
vaccinated within 48 hours unless the parent or guardian could demonstrate that the child had
immunity or could document that the child should be medically exempt. The Order was signed
on April g,20lg,and was enforceable as of April ll,20Ig, and remained in effect at least until
the BOH met on April17,2019. Respondent argues that the summons must be dismissed
because it was issued after the Order had expired. That is not correct. The summons was based
on an examination of Petitioner's records that took place on June 12, 2019. That examination
provided uncontroverted evidence that the child had never been vaccinated, a fact that was
admitted, and therefore was not vaccinated during the forty-eight hours specified in the Order.
As the BOH did not rescind or disavow the Order, the Tribunal finds that Petitioner's authority
to issue a summons for failure to comply during the specified period was not limited by the
expiration date of the Order. In fact, a summons for a violation that took place during the
specified period could have been issued after that period even ifthe child had subsequently been
vaccinated.lo

Respondent's contention that Petitioner failed to show that medical appropriateness was
established was correctly rejected by the hearing officer. By the terms of the Order, Respondent
was to demonstrate that the child had immunity or to document that the child should be

medically exempt. This was an affirmative defense for Respondent to establish.ll There is no
evidence in this record to show that Respondent offered proof of immunity or documentation,

r0 In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide
Respondent with reasonable and accurate notice ofthe charges as required by 48 RCNY $ 6-08(c)(2), in part
because it did not inform Respondent of which order he or she was alleged to have violated. The summons was
clear in alleging that there was a violation of the April 9, 2019, Commissioner's Order, and the Tribunal finds that
the facts alleged in support of that charge satisfy the notice requirements of 48 RCNY S 6-08(c).
tt See DCA V. Best Kept Seuet Airport Parking, Appeal No. 05426379 (November 2,2018) (after admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one ofthe exemptions to the
licensing requirement).
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such as a doctor's note, that that vaccination was medically inappropriate specifically for this
child. It was not error for the hearing officer to credit the DOHMH physician's position that an

adverse reaction by a sibling did not establish a medical exemption for the subject child. In
addition, the Tribunal finds that the hearing officer's ruling that the IO's appearance was not
necessary for a fair hearing was reasonable. Parties have only a limited right to cross-

examinaiion in administrative hearings.12 Respondent did not offer proof to contest any of the

essential facts alleged, and the DOHMH physician, who was available to testify, had personal

knowledge of the same vaccination records examined by the IO. As to Respondent's request for
dismissal in the interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that
provision is not applicable to violations of HC $ 3.05. It is also noted that Respondent concedes

on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the
summons on the date it was issued, that Respondent was not prevented from having a fair
hearing by not having the IO present for cross-examination, and that Respondent did not
establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to
comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit

t2See Gordon v. Brown,84 N.Y. 2d 574,578 (1994). (there is a limited, due process right to cross-examination in

administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,

and the potential utility in confionting that witness on the record; there was no need for a lab technician's testimony
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and where there

were no claims of any defects or reliability issues with the test).

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 74 RECEIVED NYSCEF: 01/04/2021



t

q!'AFtr$Ffnrdtt fi;E*gXrrtp*u 'as'&
tlqFifm[ r Fffr#i *Faons{ril

_ vffi *rtil.F.fidq *&*rsffiEso, **rr*"#Hffi t&{enqtqE*refjPoq'rfre*e*rqgrr&ri,5r-fnrpq.r6rf,FrlFlt|rr*Eq!F*ftffirf,prt6cnr

*q#
ql

r.EfS fFi* fi

E'*rt
q|r|I. rmet C

:lf F.+q*
b.GF.F{.q,r3s*tryl u! t FF ?r?l*s.h! r*rryrrnf, Fr: rsrrls gtir

qrtlf

{Fr.lFtr.frr|rr*ti*h

qt rql rrrrt*;tFffi r* ns ffi pmr ro*J;L.ffirffi ffi*ffi ?v r5 tfiaIvtffir ggwr *r or slH
- firr rufil fltlrsfr *rl xt rr lril[rn rru orgr;e.s:ftt*EtqftHrne

Egtllilcdffi sgxt*rrrlppqq*r1 srmr*Ilsre sqtrfl ?qaryI JeH{t* ts$;pf.€ 
-SEf 

,rleq .pgggpqll
|xryFEf C {r*fl&*$g6[t ffi,riry,rue f,;3]rr:t r6slg
4ntP6 ntrE n *,o4 il p.r*rffiE

gKfi tr.r $**1 rn&ltllsrEv f $rr*r
*+ ffiEif,lld flt U*tdtr .tSiltl .t,trf*ffiffill r *

n$ mEru 6rs tc sr antq $ilffiilr "rmrq pr$lf FFra$qJo EFrp rpa Fanr Fr rcrd* q p*#uurli r!,wdl., .qt
6t€n rll $A!ffitc vtr :rAv 3r{Irfi f35 t i(fnrHo{o4rr*

ffitc tHomt'G nvs66-Lt 6rfi tarrgarrrrury&tklffir:tffi
ilrn. SFeTtAr{trr$0(nHvtt:littHJlfitr{t{gEil
6lffim5€ilt{r lHtffi:ilJYfillrtt ilErca#*

rEffilr.If*n{l
rsQr*EIT*t
Srsxprn*
rFnqrtrril

sGfittr-fi€nfira q$rut{ltrtrq*rpt t*q*ra €0,a} anril tnteflufhruvrffir,
o*.no ffi*

-r-Ia*r_*a 
{n6r{{90€:strlHntsrlo5fl\lf}s

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 75 RECEIVED NYSCEF: 01/04/2021



Pr$rld 1

jll* agellc1 nrn*d fll thc frofi sf $smrrlrtr ls rHegad tlrd tnr csns*Eed ** drtcrecd vb*n or
vblsons- *lnu: lf rhe drrrfi on ths frnnt d thc 5rrrmorr atrE F ll u5f APfGAx ll* Pf llOfi. $e$ Tur o
rn xllhorbd rlprfiifidlr n{nt ffi tht hrl{q in pcrton 9c* *lr f,or* l* tl* Suarmonc fo* tht d*c,
ll*e ild bE$gl dplr hnndl6. ln rant caer+ thr*pnry nry drr ynr Sla E r*rpr lD trrtsr ir*o *
Efu&*fo$sretdelrarrt*tr!ilcm.lf foualreilelilc,tlx$prrgwll*andygrr laro*lntbrrm8.Ts
rmfrt thc stb$btioo s !.ls!r'.{tL foso*tt* ln*nmnnr hrir lc*r.

tl a ldnu$nn f !.idcrra$t b &red to yus rnd yor. dc ,rot rccrpt L thc hdrBaadst lNlE OthEG d
f*n.hgtrrtfil*"rfrb tnd il*dr*r ryf h**r ryrd dtddt folr m, f you * nd rmqt &* idtemrmor
$aruphryartsdq* rddssltfid*ra€r*ilqtb**nsrdrgah*yourndrfftlomlpemtrrlrrryb*
!nd"
lf yclr e* b IST ffi*d ?ttr5*f*p3FHt *l* PBF0GI" ysu tury dwf $* *sgpr ordrdr ectc{ry bil
prrranrit r drftaec odbr, by fuit s by nn$.

' ffiHlTccrltx$*ld&ffiwllp,rt&ur*x.ry{sdodr
r Plprr;Ta**ldlkllwksbffhonclc#pf2|a36A$fz.
r ilffiisshsi*rdchtur[Vm.il,trildr4AtdrbHnrr{offiethrtm{Hry,"My$mtrttLr
ll*sffimsr ed[cstMdb Fr il rctru&' iihh NF doerrncr*r lw {r$rt{r lrftf, dcrcd hOAIH
Hsf tktlt, 6$"eln *rct l$hHoor, l*Gs Vorf, ltr tfi6&
Tsprw*r*mhncrmrt;
r Yfir s-mrl#olk* twffihrGrrrlrrtryfdringcrrcrm rbr hrfngd.* * lbrt*nc and
hm$di ofi tt* froat dtl* hsmux"
. lf m ffil h hed or rfto&d .ffizlntt ngrf appear st alry 0 n* urslrry Crr*r or tlx *lb rnd
rbnrldllhd u lldr *rsaon+$ kr*u bcefirt
r Flts*ttr,ff*f ptWtdfu r bc#tE*,ffithtbf H4Htltirtuimrdsafnrrra*dupe
tdllorr.
r lf?orr trrykr**lur*urfrt frt|& ftEelnttry*#lgs r,l$ b} DG,i&d"
&rromefrylnrasfrUm:tryou twrrdinilsrysrdrc+drc*rrc@ld*rms-lunod*iansnr*rcdryd
p*rhrn*1f ddrrftffi nw6rrhd bdorr.

}lotct rct ilililf ?riE n&fi TS * il{f€nliffi Of Tl# tdi$grrn fiN f€l$t:[T" rsrrg.5t to rhc tH To* Att
tlrr!fr C€d+ S.11, e l+rs&f d not h*rhn $I00rld rc mrurbsr *m nny b* ran*;{ brtdt
HorlilrSodcvlffsr. Forrron*ftElGviehtiorr fl*a tra thcmdlffinr{rugd*bahrrrrs*rrurr
pondF,fnS tfrrtr*trlhffiacrrytetun* !r nfn&gortr*itli* rfi*o{elrtft.l$sll:
pralEr* *rry he finfocsd lbr arh rrftd r&ffin re to tl* nr*ln*lm pcnrfu rHond bf bw o*
|s3pl.&a-

*tTlt,HEABiltGS6fIEn5

?s* l-8fl-&firl+ltlt tl-Sill€e48$} yrm-rrrr..pdr*dr

Umhro*n: €6.b&n &rcL rS * flth flmq l*ar b*, ?{y UXBE
Stao*lyngload Slr*ea, TrhFhor, kroaldfn, nY l12$l
ftnersl 1149*7* Avsrua, 3rd goor, lsr3bhnd Cilt, ]tV l1rfEs
8trwffiOltlnlfil:ng+ ftpcilfSO, Sror* Xy t0rtgS
Swrn bhn* 35O5L ltl*ffs Fh*r, }lein Flcor, gta*rr bbDd, ltr l030l

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 75 RECEIVED NYSCEF: 01/04/2021



THE CITY OF NEW YORK
OFFICE OF ADMINISTRATIVE
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Petitioner,
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against

MALKA FRIEDMAN,
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PROCEED INGS

H.O. DAVID LEUNG: Okay. Itrs September

25, 20L9. ft's 10:53 in the morning. My name is

David Leung, Heari-ng Officer. We are here today on

the Department of Health issued summons 30378-19L0

issued to Mal-ka Friedman. Itrs an MMR related

surnmons. We have attorneys from the DOH here.

MR. THOMAS MERRILL: Thomas MerriIl.

MS. LORAINE PEONE: LOTAiNE PEONC.

H.O. LEUNG: And we also have a physician

from the Department of Health?

DR. JENNIFER ROSEN: JCNNifCT ROSEN.

H.O. LEUNG: Dr. Rosen, do you swear or

affirm the testimony you give wiII be the truth?

MS. ROSEN: YES.

IWHEREUPON THE WITNESS, J E N N I F E R R

O S E N, WAS DULY SWORN.]

H.O. LEUNG: We also have an atlorney for

respondent here?

MR. AARON SIRI: AaTon

H.O. LEUNG: Mr. Siri,

Siri.

you war_ve

a formal

4

do

interpreter services? Do you waive

of the summons? Do you understand both

the right to appeal and that the penalty

cited violation is $1,000?

MR. SIRI: I do.

Geneva Worldwide, Inc.
256 W 38th Street, 10th Floor, New York, NY f 0018

sides

for

reading

have

the
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H.O. LEUNG: Do you incorporate the

arguments,

30198-19L0

evidence that you made in summons number

which is a three hour hearing that we held

on the previ-ous date?

MR. SIRI: I do, as wel-I as al-l the

exhibits therein.

H.O. LEUNG: Great. AnY objection,

Department of Health?

MR. MERRILL: No, Your Honor, with the

understanding that all exhibits from both sides are

coming in.

H.O. LEUNG: Okay. And Part of that

argument in that previous hearing was that you

requested the appearance of the issuing officer and I

made a ruling on that in the previous hearing. fs

that correct? Mr. Siri?

MR. SIRI: Yes.

H.O. LEUNG: Okay. Since Mr. Siri has

waived the formal reading of the summons, I'm going

to turn immediately to the Department of Health.

MR. MERRILL: Your Honor, again, the order

of the Commissioner and the Board resolution had

previously been put into evidence in consol-idate

record. This is a case where we checked the registry

on June 4th and the child, who is four years ol-d --

Geneva Worldwiden Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018

5
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five, five years old

H.O. LEUNG:

MR. S]RI:

defenses. The first

PROCEE D INGS

had not yet been vaccinated.

Mr. Siri?

Okay. I have got two additional

6

one is that it's a decl-aration

from the respondent that on the date the NOV was

issued, June 4tln, the child had a moderate acute

il-l-ness. And then the second defenser dfl additional

defense is that they have a religious basis for not

vaccinating. I provide those declarations to the

H.O. LEUNG: Okay. The decl-aration from

Ms. Friedman is going to be marked as Respondentrs 83

and the

MS. PEONE: I think we are on 84.

H.O. LEUNG: Are we? Let me just double

check that. Okay, 84, excuse me. And the religious

belief af f idavit f rom Ms. Friedrnan will- be

Respondent's 85. Department of Health, any objection

to 84 and 85 coming in?

MR. MERRILL: No, Your Honor.

H.O. LEUNG: Thus, both admitted without

objection. Department

to these affidavit.s?

[Respondent I s

into evidence. l

MR. MERR]LL:

of Health, how do you respond

Exhibits 84 and 85 adnitted

The religious one, Your

Geneva Worldwide' Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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thaLts come up in ot.her cases. Itrs

'7

Honor, that's

simply not a

may be, itrs

defense. So,

not a defense

despite what

to the order.

her bel-iefs

Regarding

of acutethe, the declaration on the, on the moLher

regarding on theASillness, I there

there is rror there

cases,

here. Iis no doctor's affidavit

would argue it would be required, buL more

importantly again,

moderately iII on

be vac-, could not

date. The fact of

whether or not the chil-d was

June 4Lh, so as the chil-d could not

still violating the

vaccinated and t.hey

with the order and

to that,

sides, I

to issue

nothing

receive the actual- vaccine on that

the matter is that the kid was

order and that they are not being

had a ample opportunity to comply

resolution prior to that.

H.O. LEUNG: Anything you want to respond

Mr. Siri?

MR. SIRI: No, Your Honor.

H.O. LEUNG: Okay. Having heard both

have enough to make a decision. I'm going

a written decision within 30 days. Hearing

further, this hearing is closed. Thank you.

IEND OF HEARING]

Geneva Worldwide, Inc.
256 W 38th Streetn l.Oth Floor, New York, NY 10018
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CERTIFICATE OF ACCURACY

It Claudia Marques, certify that the foregoing

transcript of Department of Health & Hygiene v.

Ma1ka Friedman on September 25, 20L9 was prepared

using t.he required transcription equipment and is a

true and accurate record of the proceedings.

Certified By

1 "es

Date: November 9, 2020

GENEVAWORLDWlDE, INC

256 West 38th Street 1Oth Floor

New York, NY 10018

Q"*,t" {*.
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CITY OF NEW YORK
DEPT. OF HEALTH AND MENTAL HYGIENE

Malka Friedman

Re spondent-Appe I lant,

Dept. of Health & Mental Hygiene of the City of New
York

NOTICE OF APPEAL &
MEMORANDUM OF LAW

Summons: 30378-19L0

V

Petitioner-Appellee

NOTICE OF APPEAL

Respondent Malka Friedman ("Mrs. Friedman") hereby appeals the decision on

Summons Number 30378-19L0 (the "Summons").I

PRELIMINARY STATEMENT

On Friday, April 9, 2019, Oxiris Barbot, the New York City Commissioner of Health and

Mental Hygiene (the "Commissioner") issued an Order (the "Commissioner's Order") requiring

that certain categories of people in certain zip codes be injected with Merck's product M-M-R-II,

also known as the measles, mumps, rubella (ooMMR"), within forty-eight hours of the

Commissioner's Order. Petitioner-Appellee's Hearing Exhibit 1.

On April 17,2019, the Department of Health and Mental Hygiene of the City ofNew York

Board of Health (the ooBoard") created a resolution (the "Resolution") which also required

administration of the MMR vaccine, but defined what constituted a o'nuisance" completely

differently, applied it to different categories of individuals, had a different age range, provided for

1 On October 25, 2019, Mrs. Friedman submitted a Request for Extension of Time to File Appeal. OATH approved
the request on November 1,2019, and set the deadline to file this appeal for Wednesday, December 4,2019.
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different penalties, and contained other material differences as detailed below. Petitioner-

Appellee's Hearing Exhibit 2.

On June 4,2019, Mrs. Friedman was cited as having violated the Commissioner's Order

by not providing either proof of immunity or proof of MMR vaccination for her child Y.F. (the

oochild"). Exhibit Ao Summons.

The Commissioner must cautiously reserve the use of her emergency power to avoid

abusing that authority. When the Commissioner and the Board flex enormous powers, the Tribunal

must be comprehensive and meticulous in reviewing the Summons, hearing, and decision of the

OATH Hearing Officer. The hearing record reflects that the Summon should have been dismissed

and that the Hearing Officer deprived Mrs. Friedman of a full and fair hearing, made effors of law,

and issued an arbitrary and capricious decision.

FACTS

On June 4, 2019, Mrs. Friedman was cited as having violated the Commissioner's Order

by failing to vaccinate her child with MMR. Exhibit Ao Summons. On September 25,2019,

David Leung (the oollearing Officer") conducted a hearing concerning the Summons. The

Hearing Officer sustained the Summons per decision dated Septe mber 25, 2019. Exhibit B,

Hearing Decision. All arguments and exhibits entered into evidence during the hearing are

incorporated by reference, which includes all arguments and exhibits entered into evidence for

Summons Number 30 I 98-1 9L0.2

2 In the interest of judicial economy, the parties and the Hearing Officer agreed to incorporate the arguments and

exhibits from the hearing on summons number 30198-19L0 into the record for Mrs. Friedman's hearing. Exhibit C,
Hearing Transcript, pp 142-143i 241-242.

Page 2 of19

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 75 RECEIVED NYSCEF: 01/04/2021



STANDARD OF REVIEW

"When an appeal is filed, the Appeals Unit will determine whether the facts contained in

the findings of the Hearing Officer are supported by a preponderance of the evidence in the record

and whether the determinations of the Hearing Officer, as well as the penalties imposed, are

supported by law. Except as provided in 48 RCNY $$ 3-15, 5-04 and 5-05, the Appeals Unit has

the power to affirm, reverse, remand or modiff the decision appealed from." 48 Rules of New

York $ 6-1e (e)(1).

ARGUMENT

I. THE SUMMONS SHOULD BE DISMISSED BECAUSE THE COMMISSIONER'S
ORDER EXPIRED ON APRIL 17,2019, AND THE DATE OF OCCURRENCE ON
THE SUMMONS IS AFTER THE EXPIRATION DATE

The Summons, issued on June 4,2019, alleges a violation that occurred on June 4,2019,

which is after the Commissioner's Order expired. Therefore, the violation was untimely, and the

Tribunal must dismiss the Summons.

The Summons issued to Mrs. Friedman alleges a violation of the Commissioner's Order.

Exhibit A, Summons. The last sentence of the 'oViolation Description" section states that

ooRespondent has failed to vaccinate child [] or otherwise submit acceptable proof of immunity in

violation of the Order." Id. (emphasis added.) The Summons specifically defines the term "Order"

as the April 9, 2019, Commissioner's Order. The Commissioner's Order expired on April 17,

2019. Yet, the Summons alleges that Mrs. Friedman violated the Commissioner's Order on June

4, 2019. It waso therefore, an error of law for the Hearing Officer to affirm the Summons because

the Commissioner's Order had expired by the date of the occunence listed on the Summons. On

this basis, the Tribunal must dismiss the Summons.
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During the hearing on the Summons, Petitioner-Appellee conceded that the

Commissioner's Order expired on April 17,2079. Exhibit C, Hearing Transcript, p 58. The

Commissioner's Order expired because the New York City Health Code provides that an

emergency action o'shall be effective only until the next meeting of the Board, which meeting shall

be held within five business days of the Commissioner's declarationf.]" NY City Health Code

(NY City Health Code (24 RCNY) $ 3.01 (d). The Board convened on April 17,2019; thus, the

Commissioner's Order expired on that date.

During the hearing, Petitioner-Appellee argued that despite the Order expiring on April 17,

2019, the Resolution continued the Commissioner's Order, and thus the Commissioner's Order

was still valid on the date of occurrence on the Summons. Petitioner-Appellee's argument is

plainly incorrect. The New York City Health Code provides that "the Board may continue or

rescind." NY City Health Code (NY City Health Code (24 RCNY) $ 3.01 (d) (emphasis added).

Nothing in that section states that the Board may amend and continue the emergency order. On

its face, that section only allows the Board to continue the order ooas is" or to rescind the order and

issue a new order.

In this instanceo the Board did not continue the Commissioner's Order. Even though the

Resolution acknowledges the Commissioner's Order in the preamble, nothing in the Resolution

states it is continuing the Commissioner's Order. Instead, the Board allowed the Commissioner's

Order to expire and created a new order via its Resolution dated April 17,2019.

Indeed, the terms of the Commissioner's Order are materially different from the terms used

in the Resolution. This verifies that tho Commissioner's Order and the Resolution, although they

both address the same topic, are two different directives, and as sucho one is not a continuation of

the other. First, the Resolution entirely redefines what constitutes a nuisance. The Order defines
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the nuisance as the presence of a person unvaccinated with MMR.3 The Resolution defines the

nuisance as the measles outbreak.a

Second, the Resolution recategorizes individuals subject to the violation in several

important ways:

a. The Commissioner's Order includes people who "live, work, or resides" in the

affected zip code, but the Resolution only includes individuals who "live[] or

work[]" in the affec ted zip codes. Petitioner-Appellee's Hearing Exhibits | & 2.

The decision to not include people who o'reside" in the zip code is important.

Merriam-Webster's dictionary defines "reside" to mean: "to dwell permanently or

continuously: occupy a place as one's legal domicile." Merriam-Webster's Online

Dictionary, available at hups://www.merriam-webster.com/dictionary/reside.

Conversely, that same dictionary defines "live" as: "to pass through or spend the

duration of[.]" Merriam-Webster's Online Dictionary, available at

https://www.merriam-webster.com/dictionary/live. Thus, the Commissioner's

Order includes people who were not actually living in the zip codes at the time of

the Order, but who maintain their legal domicile there (e.g., people who were away

for the summer, or who live abroad for a period of time); in contrast, the Resolution

only includes people who are physically present in the area.

3 "WHEREAS, I also find that the presence of any person in Williamsburg lacking the MMR vaccine, unless that
vaccine is otherwise medically contra-indicated or such person has demonstrated immunity against measles, creates
an unnecessary and avoidable risk ofcontinuing the outbreak and is therefore a nuisance, as defined in New york City
Administrative Code Sl7 -142[.]- Petitioner-Appellee's Hearing Exhibit l.
4 "WHEREAS, the Board of Health regards the aforesaid reports of over 300 cases of measles as sufficient proof to
authorize the declaration that an outbreak of measles is occuning in Williamsburg that threatens the health and safety
of New Yorkers and is immediately dangerous to human life and health and constitutes a public nuisance[.]-"
Petitioner-Appellee's Hearing Exhibit 2.
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b. The Commissioner's Order includes children ooolder than six months," and the

Resolution includes childrenoosix months of age and older." Petitioner-Appelleeos

Hearing Exhibits I & 2. Therefore, under the Commissioner's Order, children

who were six months old were not required to be vaccinated, whereas, under the

Resolution, six-month-old babies were required to be vaccinated.

c. The Commissioner's Order does not include children who attend school, preschool

or child care in the affected zip codes, but the Resolution does include children who

"attend[] school, preschool or child care within the affected zip codes." Petitioner-

Appelleeos Hearing Exhibit 2.

d. The Commissioner's Order exempts children whose parents or guardians provide

documentation showing that MMR is not medically appropriate, whereas the

Resolution is more onerous and requires that such documentation meet the

satisfaction of Petitioner-Appellee. 5

Third,the penalties are entirely different. The Commissioner's Order includes a 
oowarning"

that "[f]ailure to comply with this Order is a violation of $3.05 of the New York City Health Code,

and a misdemeanor for which you may be subject to civil and/or criminal fines, forfeitures and

penalties, including imprisonment." Petitioner-Appeltee's Hearing Exhibit L. The Resolution,

however, did not include this language and opted to enhance the civil penalty by adopting the

provision ofNY City Health Code (24 RCNY) $ 3.11 (a) and subjecting violators to fines for each

family member, and for each day a person violates the Resolution. This "enhanced" civil penalty

5 The terminology may seem similar between the Commissioner's Order and the Resolution; however, it has a legal

distinction. Otherwise, the Board would not have gone through the effort of amending the language in its Resolution.
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did not appear in the Commissioner's Order but is included in the "resolved" language of the

Resolution.6

In sum, the Resolution changes numerous legally pertinent aspects of the Commissioner's

Order, including the prohibited conduct, the population subject to the order, and the penalty. This

is precisely why nowhere in the Resolution does it ever state that it is continuing the

Commissioner's Order. The Resolution plainly created a new and distinct order, and per the

requirements of NY City Health Code (24 RCNY) $ 3.01 (d), the Commissioner's Order expired

on April 17 ,2019.

For these reasons, it is evident that the Board did not continue the Commissioner's Order.

The Summons cites the date of occurrence was June 4, 2019. Because the Commissioner's Order

expired on April 17 , 2019, prior to the date of occurrence, the Tribunal must dismiss the Summons

because it was an error of law for the Hearing Officer to sustain the Summons.

II. THE SUMMONS SHOULD BE DISMISSED BECAUSE THE SUMMONS FAILED
TO PROVIDE REASONABLE NOTICE TO MRS. FRIEDMAN AS REQUIRED
BY DUE PROCESS AND THE NEW YORr( CrTY CTTARTER S 1046

Furthermore, the Tribunal should dismiss the Summons because it failed to provide

reasonable notice to Mrs. Friedman. Due process requires that Mrs. Friedman be providedfair

notice of the charges so that she may prepare and present an adequate defense and opportunity to

beheard. MatterofBlockv.Ambach,73N.Y.2d323(1989).TheNewYorkCityCharterrequires

that, at a minimum, the Summons provide an accurate statement of the matter to be adjudicated.

NYCC $ 1046. The Summons (even with the Commissioner's Order and Resolution attached)

6 *RESOLVED, that any person required by this declaration to be immunized against measles, or any parent or

guardian required by it to immunize his or her child, shall be violating this order and be subject to the fines authorized

by applicable law, rule and regulations each day that he, she, or such child continues to reside, work or attend school,

preschool or child care in any ofthe affected zip codes without having been vaccinated against measles until such

time that this outbreak is declared to be over by the Commissioner of the Department of Health and Mental Hygiene."
Petitioner-Appellee's Hearing Exhibit 2.
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failed to meet these standards.

Because the Commissioner's Order and the Resolution are so different, due process

requires that Mrs. Friedman be reasonably and accurately informed of which order she is alleged

to have violated. Otherwise, Petitioner-Appellee has deprived her of the ability to mount a viable

and effective defense to the allegations. For example, the Commissioner's Order and the

Resolution define the term "nuisance" differently; the individuals subjected to the two orders are

dissimilar; and the Commissioner's Order cites possible imprisonment, whereas the Resolution

mandates civil penalties for each day the order is violated. To further complicate this issue, the

Resolution enforces these civil penalties against persons who "reside" in the affected zip codes,

yet the language of the Resolution itself does not mandate the MMR vaccine for individuals who

"reside" in the affected zip codes - only for those who "live[] or work[] within the affected zip

codes" and children who "live[] or attend[] school, preschool, or child care within the affected zip

codes."7 Petitioner-Appelleeos Hearing Exhibit 2. Therefore, the Summons (even with the

Commissioner's Order and Resolution attached) does not provide fair notice of the order that was

allegedly violated and as such prevents Mrs. Friedman from mounting an effective defense.

Not only does the Summons fail to provide fair notice, but it also fails provide an accurate

statement of the matters to be adjudicated. The "Details of Violation" of the Summons, as swom

to by the issuing officer, refer to both the Commissioner's Order and the Resolution as two distinct

orders. This section states that the Commissioner's Order required o'all persons who live, work or

attend school within ZIP codes 11205,11206,ll2ll and 11249 to be vaccinated against measles."

? *RESOLVED, that any person required by this declaration to be immunized against measles, or any parent or
guardian required by it to immunize his or her child, shall be violating this order and be subject to the fines authorized
by applicable law, rule and regulations each day that he, she, or such child continues to reside, work or attend school,
preschool or child care in any ofthe affected zip codes without having been vaccinated against measles until such
time that this outbreak is declare." Petitioner-Appellee's Hearing Exhibit 2. (emphasis added.) The distinction
between the words "live" and "reside" are legally significant. See, argument at Section I, p 5.
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Exhibit A, Summons. This representation of the Commissioner's Order is incorrect. The

Commissioner's Order did not include individuals who attend school in the affected zip codes but

did include people who 'oreside" in the affected zip codes - which the Summons fails to include.

Petitioner-Appellee's Hearing Exhibit 1.

Finally, the "Details of Violation" section of the sworn Summons summarizes the

Resolution as requiring vaccinationo "unless they demonstrate proof of immunity or that

immunization is not medically appropriate." ExhibitA, Summons. (emphasis added.) However,

the Commissioner's Order and the Resolution both state that Mrs. Friedman must demonstrate a

oomedical exemption." From a medical perspective, these two terms are vastly different and cause

uncertainty as to what Mrs. Friedman is required to show in order to establish that the child

medically cannot receive the vaccination. See, Exhibit C, Hearing Transcript, pp 146-148

(discussing Petitioner-Appellee's definition of a "medical exemption" to the MMR vaccine).

These ambiguous and conflicting statements confuse the standard and deprived Mrs. Friedman of

mounting a viable defense to the Summons. Furtherrnore, Mrs. Friedman was clearly not provided

ooan accurate statement of the matter to be adjudicated" as required by NYCC $ 1046.

In sumo the Commissioner's Order and the Board's Resolution are a total imbroglio. The

Summons does not provide an accurate statement of the matter to be adjudicated and does not

provide a layperson with reasonable notice of which order was violated. Therefore, it was an effor

of law for the Hearing Officer to sustain the Summons because Petitioner-Appellee failed to

provide Mrs. Friedman an accurate statement of the matters to be adjudicated as required by the

New York City Charter $ 1046 and fair notice as required by due process of law, and thus the

Tribunal must dismiss the Summons.

THE SUMMONS SHOULD BE DISMISSED BECAUSE THE HEARING
OFFICER DEPRIVED MRS. FRIEDMAN OF A FULL AND F'AIR HEARING BY

III.
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REFUSING TO ALLOW CROSS-EXAMINATION OF THE ISSUING OFFICER
WHERE A DISPUTE OF FACT WAS PRESENTED

The Tribunal should dismiss the Summons because it was an effor of law for the Hearing

Officer to deprive Mrs. Friedman of a full and fair hearing by refusing to allow cross-examination

of the issuing officer where a dispute of fact was presented.

"A respondent may request the [issuing officer's] appearance if it makes an offer of proof

to refute the allegations on a summons and it persuades the Hearing Officer that cross-examining

the fissuing officer] about a disputed fact would be helpful." NYC v. Vantage Associates, Inc.

(Appeal No. 1100746, October 27,2011). Counsel for Mrs. Friedman proffered that cross-

examination of the issuing officer was necessary in order to establish whether the MMR vaccine

was medically appropriate for the child and whether proof of a medical exemption was requested

before the Summons was issued. The Hearing Officer declined Mrs. Friedman's application to

cross-examine the issuing officer, holding that the doctor appearing on behalf of the Petitioner-

Appellee, Dr. Jennifer Rosen ("Dr. Rosen"), was available and could answer any questions

regarding these disputed facts. Exhibit C, Hearing Transcript, p L4. However, when

questioned, Dr. Rosen lacked any knowledge of the facts leading to the issuance of the Summons

and was unable to present any responses to questions directed at these disputed facts. For exampleo

Dr. Rosen: did not know where the child was exposed (Exhibit Co Hearing Transcript, p 107);

did not know where the child's address was obtained (Exhibit C, Hearing Transcript, p 109);

did not know if the child had any medical contraindication to MMR before the Summons was

issued (Hearing Transcript, p 117); and did not know if any person from the health department

had contacted Mrs. Friedman to determine if the child had been given MMR before the Summons
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was issued (Ilearing Transcript, p 117-118).8

Thus, it was an effor of law for the Hearing Officer to refuse Mrs. Friedman the ability to

cross-examine the issuing officer and deprive Mrs. Friedman of a full and fair hearing, and the

Tribunal must dismiss the Summons.

IV. THE SUMMONS SHOULD BE DISMISSED BECAUSE THE HEARING
OFFICER DEPRIVED MRS. FRIEDMAN OF A FULL AND FAIR HEARING BY
REFUSING TO ALLOW A REASONABLE CROSS.EXAMINATION OF
PETITIONER.APPELLEE'S EXPERT

The Tribunal should dismiss the Summons because it was an effor of law for the Hearing

Officer to deprive Mrs. Friedman of a full and fair hearing by refusing to allow a reasonable cross-

examination of Petitioner-Appellee's expert, Dr. Rosen.

The Hearing Officer refused to allow Mrs. Friedman's counsel an opportunity to conduct

a reasonable cross-examination of Dr. Rosen. Exhibit C, Hearing Transcript, pp 131-133;240.

In fact, most of the hearing time was devoted to the Hearing Officer unreasonably curtailing the

cross-examination of Dr. Rosen and Dr. Rosen refusing to provide responsive answers to

questions. Exhibit C, Hearing Transcript, pp 152-153. Therefore, the Hearing Officer

cornmitted an effor of law by preventing Mrs. Friedman's counsel of the chance to reasonably

cross-examine Dr. Rosen and deprived Mrs. Friedman of a full and fair hearing, and as such the

Tribunal must dismiss the Summons.

V THE SUMMONS SHOULD BE DISMISSED BECAUSE THE HEARING
OFFICER'S DECISION LACKED A RATIONAL BASIS AND IS NOT
F'ACTUALLY SUPPORTED

The Tribunal should dismiss the Summons because the Hearing Officer's decision lacked

8 This line of questioning was regarding the child associated with Summons Number 30198-19L0. However, in the

interest ofjudicial economy, the parties and the Hearing Officer agreed to incorporate the arguments and exhibits from

the hearing on Summons Number 30198-19L0 into the record for Mrs. Friedman's hearing. Exhibit C, Hearing
Transcript, pp 142-1431' 241-242.
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a rational basis and is not factually supported.

The Hearing Officer stated in his written decision that Mrs. Friedman *relied upon thelast

paragraph of the Order, which states, '[t]his Order shall remain in effect until the next meeting of

the NYC Board of Health scheduled for April 17, 2019, at which time it may be continued or

rescinded by the Board"' to make the argument that the Order expired on April 17 ,2019. Exhibit

B, Hearing Decision. (emphasis added.) However, Mrs. Friedman did not rely upon this

statement made in the Commissioner's Order. Instead, Mrs. Friedman's argument was firmly

grounded in NY City Health Code (24 RCNY) $ 3.01 (d) and was merely reinforced by the

language stated in the Commissioner's Order. In fact, counsel for Mrs. Friedman read the charter

provision on the record in support of this argument. Exhibit C, Hearing Transcript, pp 26-29.

Counsel for Mrs. Friedman paused during this argument because it appeared as though the Hearing

Officer was not paying attention. Exhibit C, Ilearing Transcript , p 29 . Thus, the Hearing Officer

failed to consider applicable law.

Moreover, counsel for Mrs. Friedman made an extensive argument that upholding the

violation as to the child was unjust, entered 45 documents into evidence to support the conclusion,

and cited to and read into the record the Hearing Officer's authority to dismiss a summons based

upon the interest of fairness and justice found at NYCC $ 1049 (5) (a). Exhibit C, Hearing

Transcript, p 151 p 172 p183. Petitioner-Appellee presented no counter-argument regarding

this issue. The New York City Charter $ 1049 requires the Hearing Officerto consider nine factors

when reaching a determination on issues of fairness and justice; yet, the Hearing Officer failed to

address any of these factors or reach a determination on this issue in his written decision.

Furthermore, counsel for Mrs. Friedman made an extensive argument that the MMR

vaccine was medically inappropriate as to the child and entered 550 pages of documents to support
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this conclusion. Exhibit C, Hearing Transcript, pp 138-1391'p172; pl83. The Hearing Officer

failed to address this issue or reach a determination in his written decision, even though the

Summons states 'omedically appropriate" as a reason to forgo MMR vaccination. The Exhibits

presented are summarized in Section X below.

Finally, the Hearing Officer held in his written decision that the "April 17,2019 Resolution

continued the Commissioner's exercise of emergency authority, which operated to continue the

validity ofthe Commissioner's April 9,2019 Order." Exhibit Bo Hearing Decision. This finding

is not supported by the facts because both parties agreed on the record that the Commissioner's

Order expired on April 17,2019. Exhibit C, Hearing Transcripto P. 58. The Commissioner's

Order cannot simultaneously expire and continue to be valid. In the alternative, the Hearing

Officer's finding that the Commissioner's "exercise of authority" was continued by the Resolution

is not dispositive of the issues presented at the hearing because the Summons cites Mrs. Friedman

as having violated the Commissioner's written order, not the Commissioner's exercise of

emergency authority. Therefore, the Hearing Officer's finding that the Board continued the

Commissioner's exercise of authority is irrelevant.

Consequently, the Hearing Officer failed to considerthe applicable law and argument when

making his decision. For these reasons, the Hearing Officer's decision lacked a rational basis and

is not factually supported; hence, Mrs. Friedman was deprived of a full and fair hearing, and the

Tribunal must dismiss the Summons.

VI. THE SUMMONS SHOULD BE DISMISSED PURSUANT TO NYCC S 1049 (5) (A)

The Summons should have been dismissed pursuant to NYCC $ 1049 (5) (a) because the

undisputed evidence at the hearing reflected the following:
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Exhibit 2 - CDC, MMR Vaccine Information Statement (listing some of the side
effects ofthe MMR vaccine, including seizure, full-body rash, diafness, long-term
seizures, com4 lowered consciousnesso and brain damage).

Exhibit 3 - FDA, summary of clinical Investigation studies of [MMRJ for
Purposes of support for License (reflecting that only around g00 childien
participated in the underpowered pre-licensing study, no-placebo control group,
and a safety review period of a mere 42 days).

Exhibit 4 - FDA, ibid (summafizingthe 21 5-pages of Exhibit 3 and including charts
that show the high rate of upper respiratory infection and gastrointestinal illnesses
for trial participants).

Exhibit 5 - Institute ofMedicine (*IOM-),Adverse Effects of Pertussis and Rubella
Vaccines (demonstrating that the available science supports a causal relationship
between the rubella vaccine and chronic and acute arthritis).

Exhibit 6 - IOM, Adverse Events Associated with Chitdhood Vaccines (revealing
that for 18 of the 22most reported adverse events following MMR in 1994, thE
CDC had not conducted the science to determine if the MMR was causally linked
to the adverse events; however, the available science did show that MMR was
causally linked to anaphylaxis, thrombocytopenia, and death).

Exhibit 7 - IoM, Adverse Effects of vaccines, Evidence and causalrry (showing
that in 2012, the CDC had not conducted the science to determin e if 23 of the 3I
commonly claimed injuries from the MMR vaccine were causally linked to the
vaccine).

Exhibit 8 - IOM, Adverse Events Associated with Chitdhood Vaccines (finding
scant science researching why some people react negatively to vaccines and
encouraging CDC to conduct the science).

Exhibit 9 - IOM, Adverse Effects of Vaccines, Evidence and Caasalifl (stating that
the CDC still has not conducted the science to determine which children may be
injured by vaccination).

Exhibit 10 - Nature Genetics, Common variants associated with general and MMR
vaccine-related febrile seizures (identifling specific genetic markers for when a
child will have seizures after MMR vaccination).

Exhibit 11 - $101 Million Award for Encephalopathy from MMR vaccine
(reporting payment of $101 million to parents of a child injured by the MMR
vaccine).

Exhibit 12 - cDC, vaccine Excipient & Media summary (listing the excipient and
media contained in the MMR vaccine, including but not limited to, chick embryo
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cell culture, WI-38 human diploid lung fibroblasts, human albumin, bovine calf
serum, and neomycin).

Exhibit 13 - ATTC, MRC-| (showing that the MRC-5 cell line is derived from the

lung tissue of a 14-week-old male fetus).

Exhibit 14 - ATTC, WI-38 (describing that the WI-38 cell line was derived a 3-

month-old female fetus).

Exhibit 15 - The National Catholic Bioethics Quarterly, A Brief History of Human

Diploid Cell Strains (describing how dozens of fetuses were used to develop fetal

cell lines for use in vaccines).

Exhibit 16 - Proceedings of the Society of Experimental Biology and Medicine,

Cytological Virological and Chromosomal Studies of Cell Strains from Aborted
Human Fetuses (revealing that 80 aborted fetuses were used to create the rubella
component of the MMR vaccine).

Exhibit 17 - Sound Choice Pharmaceutical Institute, Open Letter to Legislators
Regarding Fetal Cell DNA in Vaccines (discussing fetal DNA contaminants in the

MMR vaccine).

Exhibit 18 - Atherosclerosis, Association of measles and mumps with
cardiovascular disease: The Japan Collaborative Cohort (JACC) study (finding
that measles and/or mumps infection was associated with significantly lower risks

of mortality from cardiovascular disease).

Exhibit l9 - CDC, Heart Disease Facts & Statistics (indicating that 610,000 people

die of heart disease in the United States every year).

Exhibit 20 - Leukemia Research, Do childhood diseases affect NHL and HL risk?

A case-control study from nolthern and southern Italy (finding that participants

who did not have a history of measles infection had a 66 percent increased rate of
Non-Hodgkin's Lymphoma and 233 percent increase of Hodgkin's Lymphoma).

Exhibit 21 - Medical Hypotheses, Febrile history infectious of cancer childhood
diseases in the patients and matched controls (finding a history of febrile infectious

childhood disease, such as measleso lowers the risk for cancer).

Exhibit 22 -British Medical Journal, Infantile Hodgkin's Disease: Remission after

Measles (describing remission of cancer after a measles infection).

Exhibit 23 -NIH, Cancer Stat Facts: Non-Hodgkin Lymphoma (reporting 74,200
new cases of Non-Hodgkin Lymphoma in 2019).
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Exhibit 24 - NIH, Cancer Stat Facts: Hodgkin Lymphoma (indicating 8,1 10 new
cases of Hodgkin Lymphoma in20l9).

Exhibit 25 - Cancer Detection and Prevention, Acute infections as a means of
cancer prevention: Opposing fficts to chronic infections? (finding that exposures
to febrile infectious childhood diseases, including measles, were associated with
subsequently reduced risks for melanoma, ovary, and multiple cancers combined).

Exhibit 26 - NIH, Cancer Stat Facts: Ovarian Cancer (reporting 22,530 new cases
ofovarian cancer in 2019).

Exhibit 27 -Pediatrics, Allergic Disease and Atopic Sensitization in Children in
Relation to Measles Vaccination and Measles Infection (finding that measles
infection may protect against allergic disease in children).

Exhibit 28 - Allergol et Immunopathol, Frequency of allergic diseases following
measles (finding that allergic diseases are less frequent in children with a history of
measles).

Exhibit 29 - American Journal of Epidemiology, Measles Infection and Parkinson's
Disease (finding a statistically significant reduced risk of Parkinson's disease for
those who had measles during childhood).

Exhibit 30 - Merck, MMR Manufacturers' Package Insert ("}l4-M-R II has not been
evaluated for carcinogenic or mutagenic potential, or potential to impair fertility").

Exhibit 31 - PloS One, Adverse Events following 12 and 18 Month Vaccinations:
a Population-Based, Self-Controlled Case Series Analysis (finding significantly
elevated risks of emergency room visits one to two weeks following 12 and 18-
month MMR vaccination).

Exhibit 32 - FDA, Supplemental Approval Letterfor MMR (adding to the Adverse
Reactions section of the MMR package insert 'otransverse myelitis" in 2014 and
"Henoch-Schonlein purpuaoo and ooacute hemonhagic edema of infancy" in2017).

Exhibit 33 - Journal of Translational Science, Pilot comparative study on the health
of vaccinated and unvaccinated 6- to L2-year-old U.S. children (finding that
vaccinated individuals had a higher rate of several forms of chronic illness and
neurodevelopmental disorders).

Exhibit 34 - U.S. House of Representatives, Committee on Government Reform,
Conflicts of Interest in Vaccine Policy Making, June 15, 2000 (discussing the
conflicts of interest that vaccine policy-makers have with pharmaceutical
companies)
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Exhibit 35 - CDC, Notice to Readers: Recommended Childhood Immunization

Schedule -- United States, 2000 (reflecting that the MMR vaccine was on the

childhood immunization schedule when the Committee on Government Reform

issued its Majority Staff Report regarding conflicts of interest in June 2000).

Exhibit 36 - 42 USC 300aa-27, Mandate for safer childhood vaccines (statutory

section underpinning vaccine safety in this country which required the United

States Department of Health and Human Services ("HHS") to submit a biennial

report to Congress detailing improvements made regarding vaccine safety).

Exhibit 37 - Informed Consent Action Network v. HHS, 18-cv-03215, Stipulation

& Order, dated July 6,2018 (evidencing that HHS has never once submitted a

report to congress as required by 42 USC 300aa-27).

Exhibit 38 - HHS, Response to Freedom of Information Act Request (admitting

that the Task Force for Safer Childhood Vaccines required by 42 USC 300aa-27

was disbanded in 1998).

Exhibit 39 - Physicians for Informed Consent, Measles What Parents Need to Know
(detailing the benefits and risks of the MMR vaccine).

Exhibit 40 -Archives of Pediatrics & Adolescent Medicine, Persistence of Measles

Antibodies After 2 Doses of Measles Vaccine in a Postelimination Environment
(finding that measles antibodies wane over time in the absence of circulating wild-
type measles).

Exhibit 41 - The Lancet, Measles Virus Infection Without Rash In Childhood Is
Related To Disease In Adult Life (evidencing association between a negative history

of measles and development of immunoreactive diseases, sebaceous skin diseases,

degenerative diseases of bone and cartilage, and certain tumors).

Exhibit 42 - CDC, Vaccine Adverse Event Reporting System (VAERS) Results

(results of the number of individuals receiving a measles-containing vaccine in

2013 that required a hospital, medical office, or emergency room visit after

vaccination).

Exhibit 43 - CDC, Vital Statistics of the United States I 940- I 960 (showing that the

death rate from measles in the United States declined by over 98 percent between

1900 and 1962).

Exhibit 44 - Brain & Development, Spontaneous improvement of intractable

epileptic seizures following acute viral infections (showing that seizures

disappeared within two weeks after viral infections such as measles).
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When provided an opportunity to rebut any of the foregoing evidence, the Petitioner declined to

proffer any evidence in rebuttal. Additionally, Mr. Friedman submitted a declaration stating that

the child had "a moderate acute illness" on the date of occuffence listed on the Summons.

Respondent-Appellantos Hearing Exhibit 84, Declaration of Shea Friedman, MMR not

Medically Appropriate. According to CDC guidance, vaccination with MMR should be deferred

for persons with oomoderate acute illness." See, Vaccine Recommendations and Guidelines of the

ACIP, page 50, available at https://www.cdc.gov/vaccines/hcp/acip-recs/general-

recs/contrai ndications. htm l.

Thus, the undisputed evidence reflects that the MMR vaccine for the child was not

medically appropriate, as the risks of injecting this product into the child outweigh the benefits.

VU. THE SUMMONS SHOULD BE DISMISSED BECAUSE THE COMMISSIONER
AND BOARD'S ACTIONS VIOLATE THE STATE AND UNITED STATES
CONSTITUTIONS

The Tribunal should dismiss the Summons because the Commissioner's Order and

Resolution violate New York and United States Constitutions. Although this tribunal is unable to

rule on issues of Constitutional law,e Mrs. Friedman reserves all issues and all Constitutional

claims for appeal, including but not limited to, the following

First Amendmento Free Exercise of Religion;
Fourteenth Amendment, Substantive Due Process and Equal Protection;
Fourth Amendment, Unlawful Search and Seizure;
Fifth Amendment, Procedural Due Process;
Eighth Amendment, Cruel and Unusual Punishment;
Ninth Amendment; and

e "Respondent's Constitutional claims under the First Amendment, the Commerce Clause, substantive Due Process,
and State and Federal privacy rights are not properly adjudicated by this Tribunal." TLC, v. Fortune Limousines,lnc.,
Appeal No. JRB000737 (March 6,2019) (citing DCA v. EMS Pregnancy Center, Appeal No. 170095HR (June 29,
201 8) (finding that the Tribunal was not the proper forum for adjudicating First Amendment claims as a defense to a
statutory disclosure scheme); NYC v. Aihua Gong, Appeal Nos. 1601234-41 (January 5,2017) (finding that the
Tribunal is not the proper forum to adjudicate a claim of Constitutional right to privacy); DCA v. Mr. C's Cycles,
Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper forum to adjudicate a Commerce
Clause challenge).

I
2
J

4
5

6
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:1. Other Unenumerated Rights.

DEMAND FOR RELIEF

The Tribunal should reverse the Hearing Officer's decision to sustain the Summons for

the reasons stated above.

Dated: November 30, 2019 SIRI & GLIMSTAD LLP

Aaron Siri
200 Park Avenue
17th Floor
New York, New York 10166
Tel: (212) s32-1091

Attorneys for Re sponde nt-Appe llant
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DOHMH v. Malka Friedman
30378-19L0

I. The hearing oflicer did not err in finding that the Commissioner's Order did not expire

on April 17r2019 and Respondent was in violation

The hearing officer was coffect in finding that the New York City's Department of Health

("Department") Commissioner's Order dated April g, 2019 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH

v. J.DOE.,Appeal No. 30329-19L0 (December 20,2019) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30378-19L0's ("Summons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only

allow[ing] the Board to continue the order 'as is" .. ." (Appeal page 4). Respondent would like to

add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the 11205, 11206, II2II and 11249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg area,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak . Se) e.g. Commissioner's Order (8th paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

york; and.."); cl Resolution (15th paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg.'.").

Respondent incorrectly asserts (Appeal page 4) that Petitioner conceded on page 58 of the

hearing transcript that the Commissioner's Order expired on April 17,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since
Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affirmed.

II. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(cX2) and (3), which states, in relevant part, that a "summons must
contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent
with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the
section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential
facts to constitute the violation: the date the records of the child were reviewed, that upon that
date the Respondent's child was founcl not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be
violated as the Summons states the requirements of both the Commissioner's Order and
Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences.have prevented the Respondent
from knowing the elements of the violation or being able to put on a defense to the allegations.
See TLC v. Shaikh AIi, Appeal No. 10105610C (April 5,2019) ("The identity of the vehicle is
not an element of the charge and is therefore irrelevant to whether or not Respondent received
adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is
not warranted. See TLC v. Tawjik Al Shammaa, Appeal No. 721403484 (November 13, 2017).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting44 exhibits concerning the measles vaccination and its medical
appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,
Appeals No. 10087317C (March 12,2OI8) ("Finally, the respondent prepared for the hearing by
taking a video of the traffic lights along the route, showing, together with his testimony he
clearly remembered the incident, that he was sufficiently notified of and understood the charge
against him.").

Accordingly, the decision should be affirmed.

III. The hearing officer did not deprive the Respondent a full and fair hearing by declining
to Order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon
request of either party, a Hearing Officer may grant an adjournment for the testimony of an
Inspector if the Hearing Officer finds that the Inspector?s testimony is tikely to be necessary to a
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fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing
officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordon v. Brown, 84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed

IV. The hearing officer did not deprive the Respondent a fair hearing by refusing to allow a
reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the summons. Clearly, counsel for the

respondent was able to inquire and receive responses on all questions relevant to the allegations.

The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

V. The Summons should not be dismissed because Respondent alleges the hearing officer's
decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(g)(1) provides that "the Appeals

Unit within the Tribunal will determine whether the facts contained in the findings of the

Hearing Officer are supported by a preponderance of the evidence in the record, and whether the

determinations of the Hearing Officer, as well as the penalties imposed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony
provided as he cites to the arguments and evidence presented by each side. The issue here is that

Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse

the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is

based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld

since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.10112809C
(November 15,2019), citing Berenhaus v. Ward,70 NY2d 436 (1987); Matter of lfrah v.

Utschig,93 NY2d 304 (2002).

Accordingly, the decision should be affirmed.
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VI. The Summons cannot be dismissed pursuant to New York City Charter Section
1049(sXa)

The ability for a hearing officer to dismiss a summons in the interest of justice pursuant to

Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4Xb).

Charter $ 1049(5X". .. an administrative law judge or hearing officer may dismiss a notice of
violation/or a specified violation, as defined by paragraph (b) of subdivision 4 of this section,

when dismissal is appropriate in the interest of justice, within the meaning of this

s ub div is ion") (emphasis added).

The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5Xa) is not applicable

and cannot be used to disrniss the summons. Further, even if Charter section 1049(5)(a) was

applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.

VII. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As Respondent concedes in their appeal (page 18, footnote 9), Respondent's Constitutional
claims cannot be properly adjudicated by this Tribunal. See, e.g., DCA v. EMS Pregnancy

Center, Appeal No. 170095HR (June 29,2018) (finding that the Tribunal was not the proper

forum for adjudicating First Amendment claims as a defense to a statutory disclosure scheme);

NYCv.AihuaGong,AppealNos. 1601234-4I (January5,2017) (findingthattheTribunalisnot
the proper forum to adjudicate a claim of Constitutional right to privacy); DCA v. Mr. C's
Cycles, Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper

forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 75 RECEIVED NYSCEF: 01/04/2021



ffi 0rnce op AorutNtsTRATtvE Tnns nno HrnHNcs
i:r Hearin$s Division

APPEALS DECISION

Summary Disposition: AFFA

9 Bond Street, 7th Floor
Brooklyn, NY 11201

DEPARTMENT OF HEALTH &

MENTAL HYGIENE,

-against-

MALKA FRIEDMAN
564 \AATTHE AVENUE, #BA

BROOKLYN,NY 11249

(Respondent)

Violation/Summons No.: 30378-1 910

Decision Dale: 5151202O

Hearing Officer: Zeitler Richard

Respondent's Rep.: Aaron Siri, Esq.

Petitioner's Rep.: Thomas Merrill, Esq., Loraine Peone,
Esq. and Dr. Jennifer Rosen, MD

Type of Hearing: Appeal

LINE
ITEM

VIOL.
CODE

CONDITION
(SEVERTTY)

CODE

SECTION

FINDINGS DECTSTON

CODE
PENALTY

1 N N 3.05 Sustained $0.00

TOTAL: $0.00

Summons#: 30378-19L0 05t0512020

Page 1 of 1

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 75 RECEIVED NYSCEF: 01/04/2021



--r-'ctrrEpEr:Ir
OATH 0rRce or Aor*tusrRATtvE Tnnu nxn HEnRtues

Appeals Unit

66 John St . !0r..f loot
l{€w York. t{Y 10038
Telephcne. t2r2l 436-0624
Fax: t?L2) {3tr714I:I

Appeat No. 30378-19L0 DOHMH v. J. Doel April24,2020

APPEAL DECISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated

September 25,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for

failing to comply with an order of the Commissioner of Health to have an infant vaccinated

against measles.2 Having fully reviev,'ed the record, the Tribuna! finds that the hearing officer's

decision is supported by the law and a preponderance of the evidence. Therefore, the Tribunal

finds as follows:

BACKGROUND

In the summons, the issuing officer (IO) affirmed reviewing the records of Petitioner, the

Department of Heatth and Mental Hygiene (DOHMH), on June 4,2019, and observing that

Petitioner's Citywide Immunization Registry (CIR), which collects immunization records for all

children receiving vaccines in New York City and whieh is required to be updated by medical

providers, had no record of measles iminunization for Respondent's child, who was at least six

months old and resided 4t a stated address in Brooklyn. The summons alleged that Respondent's

failure to vaccinate the child was in violation of a Commissioner's Order, which was issued on

April 9, 2019, pursuant to Article 3 of the HC, in response to a public health emergency, and

which ordered that all persons who live, work or attend school within certain specified ZIP codes

in Brooklyn be vaccinated against measles within forfy-eight hours of the Order. The summons

stated that the Order was to remain in effect untilthe next meeting of the New York City Board

of Health @OH) scheduled for April 17,2019, "at which time it may be continued or rescinded

by the Board." The summons further alleged that on April 17, 2019,the BOH approved a

resolution (Resolution) continuing the public health emergency and vaccination requirement and

providing that the parent and/or guardian of a child who is not vaccinated be fined unless they

demonstrate proof of immunity or that immunization is not medically appropriate.

At the hearing, held on September z5,2}l9,Respondent was represented by her attomey. Petitioner was

represented by its generat counsel, another DOHMH attomey, and a DOHMH physician. The IO did not

ap ear.' Petitioner relied on the summons and the DOHIW{ physician's testimony and knowledge of its

ricords. The parties agreed that *re arguments made and evidence submitted in the hearing previously held

forDocketNo.30l98-lgl0werctobeincorporatedinthishearing includingtheCommissioner'sOrder

and the BOH Resolution. Respondent did not deny the essential facts ofthe sulnmons, specifically that an

t J. Doe is used here to protect the privacy ofRespondent's child.
2 The Health code is found in Title24 of the Rules of the cify of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Summons Law Determination I Determination Penal

HC 3.05 Violation Affirmed - In Violation $ l,000r0378- l9L0

to a fair and
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Appeal No. 30378-1910 DOHMH v. J. Doe p.2ofG

emergency Order to vaccinate was issued, that the subject child live.d in one ofthe targeted ZIP codes,a and

that the child was not vaccinated. In the prior hearing, Respondent argued that the Order had already

expired on the date ofthe swnmons and Respondent could not be charged with violating an expired Order.

Respondent argued that because the BOH Resolution had terms that differed from the Order,s and because

the Resolution did not specifically state that it was continuing the expiring Order, the Order was not

continued. Respondent further argued that although Petitioner could have charged a violation ofthe BOH

Resolution, in fact the charging language was only for the Order. ln addition, Respondent argued that

Petitioner did not establish that it was medically appropriate for the subject child to be vaccinated.

Documents previously offered by Respondent regarding the efficacy and safety ofthe vaccination in general

were also incorporated in this record. In this hearing, Respondent submitted a declaration from the child's

fatherthat on June 4, 2}l9,thedate the sunmons was issued, ttre child had a moderate, acute illness, and a

second declaration that, based on witnessing "two vaccine injuries," he believed ttrat the vaccination was

against his religious belief because 'o[w]e are forbidden to take any drug or do anything that can cause us

ham." The declarations were taken into evidence without objection.

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the

Commissioner of Health authority in an emergency to exercise the BOH's power to issue an

order, which would be effective until the next BOH meeting, and that the BOH continued the

Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.

Petitioner argued that Respondent was also in violation of the Resolution, which itself
constituted an order under HC $ 3.05 for which notice was provided in the narrative of the

summons; and that the Resolution was by its terms effective immediately,that is, on the date of
issuance.6 Petitioner's previous submissions, incorporated here, included "Frequently Asked

Questions" regarding the measles vaccine, published along with the Order, and a cgPY of the

decision in C.F. v. The New York City Department of Health qnd ifiental Hygiene,T denying

injunctive relief from the Order, claimed on scientific, religious, and moral grounds. Petitioner

argued that a religious objection was not a defense to the Order. Petitioner also noted that the

subject child was five years old.

In the decision, the hearing officer reviewed the arguments of the parties and found that the

BOH, by its April 17,2019,Resolution continued the Commissioner's exercise of emergency

authority, which operated to continue the validity of the Commissioner's Order of April 9,2019.

He noted the record made and evidence previously submitted on Constitutional and scientific

arguments and found that those issues were beyond the scope of the hearing. The hearing officer

found that without a doctor's note to support the o.vague description" of the child's illness,

Respondent had failed to prove a medical exemption on the date of issuance. In addition, he

a In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by

several ,our".i, including health care facilities, but was not able to say which source provided the address ofthe

subject child. Respondent, however, did not assert that the subject child did not live within the affected ZIP codes.
5 Respondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,

preschools or child care services, the Resolution included those attending school, preschool or child care; and where

ih" Ord.r encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
6 As this summons was written after the Resolution's three-day publication period, Respondent did not pursue its

earlier argument challenging a summons that was issued during the publication period.
7 See 2019 NY Slip Op 31047 (April 18, 2019).
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found that Respondent's declaration of religious objection was not a valid defense. He credited
Petitioner's allegations and found that the Respondent's evidence did not provide a defense.

On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0
relevant to this and other cases regarding compliance with the emergency Order to vaccinate
against measles.s Respondent argues that she did not have a full and fair hearing because she
could not cross-examine the IO to establish whether the MMR vaccine was medically
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner's expert.e Respondent argues that the summons should be dismissed
because the hearing officer's decision lacked a rational basis; in the interests ofjustice pursuant
to New York City Charter (NYCC) $ 1049, found in Chapter 45-A; and on New York State and
United States Constitutional grounds, which include religious objections.

Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0.
Petitioner asserts that the hearing officer was correct that the Order of April 9, 2019, was
continued by the BOH Resolution, citing the Tribunal's decision ln DOHMH v. J. Doeo Appeal
No. 30329-19L0 (December 20, 2019). Petitioner argues that HC $ 3.01(d) allows the BOH to
continue the Order as is, but does not limit BOH action to continuing or rescinding the Order.
Petitioner repeats the argument that the Resolution continued the Commissioner's exercise of
power, as it repeats the Order's main directive, that people living in the specified ZIP codes be
vaccinated unless they can demonstrate immunity or a medical exemption. Petitioner asserts that
Respondent was in violation whether the language of the Order or the language of the Resolution
is applied. Petitioner argues that the summons provided adequate notice of the charges pursuant
to $$ 6-08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not
deprive Respondent of a full and fair hearing by declining to order that the IO testifu, as the
presence of the DOHMH physician, who had knowledge of the recordso was sufficient.

ISSUES ON APPEAL

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the
hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW
HC $ 3.05(a) provides as follows: ooNo person shall violate an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an
imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such
emergency, the Commissioner may establish procedures to be followed, issue necessary
orders and take such actions as may be necessary for the health or the safety of the City

8 As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New York
9ity Charter (NYCC), and Matter of Blockv. Ambach,73 N.Y.2d 323 (1989).
e 'cMMR' stands for Measles, Mumps, Rubella.
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and its residents. Such procedures, orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modiff any provision of this Code

pursuant to subdivision b of section 558 of the New York City Charter, or exercising any

other power of the Board of Health to prevent, mitigate, control or abate an emergency,

provided that such exercise of authority or power shall be effective only until the next

meeting of the Board, which meeting shall be held within five business days of the

Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power.

Code $ 17-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any condition, matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any area thereof, and that personal service or service pursuant to subdivision a or b ofthis
section of an order or orders requiring the abatement, removal or correction of such

nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such

order may be served by publishing the same for a period of not less than three days in the

City Record and in a newspaper circulated in the area or areas mentioned in such order.

Service of such order shall be complete at the expiration of the third day of such

publication and such publication shall be sufficient notice of such order and of the

nuisance therein mentioned to all persons having any duty or liability in relation thereto

under the provisions of this chapter.

ORDER OF TI{E COMMISSIONER, April 9, 2019, provides in pertinent part:

IT IS FURTI{ER ORDERED that the parent or guardian of any child older than

six months of age who lives, works or resides within [four specifiedZIP codes] and

who has not received the MMR vaccine within forty eight (48) hours of this order being

signed by me shall cause such child to be vaccinated against measles unless such parent

or guardian can demonstrate that the child has immunity to the disease or document that
he or she should be medically exempt from this requirement.

48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the

summons by a preponderance of the evidence. The Respondent has the burden of
proving an affirmative defense, if any, by a preponderance of the evidence.

ANALYSIS

The Tribunal affirms the hearing officer's decision.

The hearing officer credited the allegations contained in the summons and found they supported

a violation of the section cited. The Tribunal generally defers to the hearing officer's credibility
determinations and finds no reason not to do so here. See NYC v. Michele Radolovic, Appeal
No. 44124 (January 18,2007). The essential facts were not denied. Pursuant to HC $ 3.01(d),

an Order of the Commissioner of Health was signed on April 9,2019, requiring that the parent or

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 75 RECEIVED NYSCEF: 01/04/2021



Appeal No. 30378-1910 DOHMH v. J. Doe p.5of6

guardian of any child older than six months, who was living in the designated ZIP codes in
Brooklyn and who was not vaccinated against measles, have the child vaccinated within forty-
eight hours unless the parent or guardian could demonstrate that the child had immunity or could
document that the child should be medically exempt. The Order was enforceable as of April 11,
2019, and remained in effect at least until the BOH met on April 17,2019. Respondent argues
that the summons must be dismissed because it was issued after the Order expired. That is not
correct. The summons was based on an examination of Petitioner's records that took place on
June 4, 2019. That examination provided uncontroverted evidence that the child was not
vaccinated as of the inspection date, thereby also establishing that the child had not been
vaccinated during the 48 hours specified in the Order. As the BOH did not rescind or disavow
the Order, the Tribunal finds that Petitioner's authority to issue a summons for failure to comply
during the specified period was not limited by any subsequent expiration date of the Order. In
fact, a summons for a violation that took place during the specified period could have been
issued after that period even if the child had subsequently been vaccinated.lO

Respondent's contention that Petitioner failed to show that medical appropriateness was
established was correctly rejected by the hearing officer. By the terms of the Order, Respondent
was to demonstrate that the child had immunity or to document that the child should be
medically exempt. This was an affirmative defense for Respondent to establish.ll There is no
evidence in the record to show that Respondent offered any such proof of immunity or
documentation, such as a doctor's note, that vaccination was medically inappropriate specifically
for this child. Even if the child was ill on the day the summons was issued, the violation was
established by the failure to vaccinate during the time specified in the Order. In addition, the
Tribunal finds the hearing officer's ruling that the IO's appearance was not necessary for a fair
hearing to be reasonable. Parties have only a limited right to cross-examination in administrative
hearings.l2 Respondent did not offer proof to contest any of the essential facts alleged, and the
DOHMH physician, who was available to testifu, had personal knowledge of the same
vaccination records examined by the IO. As to Respondent's request for dismissal in the
interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that provision is not
applicable to violations of HC $ 3.05. It is also noted that Respondent concedes on appeal that
the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the
summons on the date it was issued, that Respondent was not prevented from having a fair
hearing by not having the IO present for cross-examination, and that Respondent did not
establish a defense to the charge.

10 In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide
Respondent with reasonable and accurate notice ofthe charges as required by 48 RCNY $ 6-08(c)(2), in part
because it did not inform Respondent of which order he or she was alleged to have violated. The summons was
clear in alleging that there was a violation of the April 9, 2019, Commissioner's Order, and the Tribunal finds that
the facts alleged in support of that charge satisfr the notice requirements of 48 RCNY $ 6-08(c).
tt 

See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2, 2018) (after admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the
licensing requirement).
t2 See Gordon v. Brown,84 N.Y. 2d 574,578 (1994) (there is a limited, due process right to cross-examination in
administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,
and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no
claims of any defects or reliability issues with the test).
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Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to
comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit
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THE CITY OF NEW YORK

OFFICE OF' ADM]N]STRAT]VE
TRIALS AND HEARINGS

DAVID LtrUNG

Hearing Officer

fn the maLLer of:

DEPARTMtrNT OF HEALTH AND MENTAL HYGTENE/

Petitloner,

Summons No
30304-19L0

against

JUD]TH F"RIED,

Respondent.

September 25, 2019

Of f rce of Adminisl,rative Trial-s
And Hearings

100 Church Street
New York, NY 10007
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PROCEED]NGS

H.O. DAVID LEUNG: Okay, great, werre on

the record. Today's date is Septembe r 25, 2OIg.

It's 11:09 in the morning. We're at the Brooklyn

OATH location. Health Department issued summons

30304-19L0 issued to Judith Fried. We have attorneys

for Department of Health here.

MR. THOMAS MERRILL: Sorry, Thomas Merrill.

MS. LORRAINE PEONNE: Itts okay. Lorraine

Peonne.

H.O. LEUNG: And then we have a physician

from the Deparlment of Health.

DR. JENNIFER ROSEN: Jennifer Rosen.

H.O. LEUNG: Dr. Rosen, do you swear to

telI the truth?

DR. ROSEN: Yes.

[WHEREUPON THE W]TNESS, J E N N I F E R R

o s E N, wAS DULY SWORN.I

H.O. LEUNG: Thank you. Mr. Siri, vou want

to put your name on the record for respondent.

MR. AARON SIRI: Aaron Siri.

H.O. LEUNG: Thank you. Do you waive

interpreter, the need to have sorry, I'm going to

go back to do you waive interpreter? Do you

underst.and the penalty carries the cited section

of law carries a $1,000 penalty. You have a right to

4
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do you waive the formal- reading of theappeal. And

summons ?

MR

MR. MERRILL:

just., I'll hand it to

you're done with it.

5

SIRI: I do, Your Honor.

H.O. LEUNG: Do You incorPorate the

arguments, evidence and testimony in 30198-19L0, a

previously, a previ-ous hearing?

MR. SIRI: Yes, I do.

H.O. LEUNG: Alrighty. Department of

Health.

MR. MERRILL: Yes, Your Honor, the Board of

Heal-th resolutlon and Iunintelligible] [01:09] record

from our last date here. This is a case where we

checked the registry on May 10th and the child was in

Brooklyn, had come back to the States despite being

over six months otd and living in Brooklyn.

H.O. LEUNG: Mr. Siri.

MR. SIRI: I'd like to ask for the

affidavit of servlce.

I ' lf put that up now. I 'Il

you and then you can replY when

MR. SIRI : Sure.

MR. MERRILL: Service, claim submitted

pers-, o[, o[ the person on May, May 14th.

H.O. LEUNG: I'm going to mark that as
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Petitioner's 23.

IPetitioner's Exhibit 23 admitted into

evidence. l

MR. SIRI: So the affidavit of service as

the client recalfs provides that it was served after

6

11: 00 p.m. at ni-ght which is

it be withdrawn or dismissed

11: 15 p.m.

H.O. LEUNG:

improper. We'd ask that

on that basis. It says

more experience. Is

MR. STRI:

H. O. LEUNG

MR. SIRI:

I -- sure.

' H. O. LEUNG: Okay.

MR. SIRI: This one's

There are other provisions that

H.O. LEUNG: Okay, flo,

MR. SIRI: Yeah.

H. O. LEUNG: f haven't

years so...

Yeahr flor just you have

there a legal objection?

After 11:00 p.m.

lUnintelligiblel 102: 161 .

Yeah, wel-l-, you know, there' s

10:00 p.m. at night.

say 11: 00.

I meant

MR.

H.O

you citing as

documents.

1i tigated an 20

SfRI: Okay. You're welcome.

LEUNG: And what section of law are

the basis for you just provided
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MR. SIRI: Yeah, I mean,

PROCEE D ]NGS

thought Lhere was

aII the litigations

I never...

it's in the CPLR

It I just, I

ftve done we know

1

H.O. LEUNG: The cited section of law?

as well-. I just

know,just,

not to

you

serve and

MR. MERRILIT: It's a guidance document from

NYC Courts, Your Honor, so it doesn't have a cite

here.

MR. SIRI: YCAh.

MR. MERRILL: No, what I'm trying to

see the affidavit ofIuninte]-ligiblel 103:061 . Can I

service again?

H. O. LEUNG:

MR. MERRILL:

Yeah, sure.

T did not look at the time

LEUNG: I'm going to mark the, the

here from the guidance, nycourts.gov,

91. Any objection to me putting this

counsef ?

MERRILL No, Your Honor.

Exhibit 91 admitted intoI Respondent ' s

MS. PEONNE: You said 9I?

H. O.

piece of paper

a Respondent's

into evidence,

MR.

evidence. l

H. O. LEUNG: I just marked 97.

Okay, Lhank you.25 MS. PEONNE:
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H.O. LEUNG: Yeah. The CPLR provision for

this.

MS. PEONNE: Okay.

MR. MERRILL: Can I have a look at I

think that is guidance for Housing Court, your Honor,

not that it -- but., but, you know, I just, I'm just

reading something else it says. you know, in Housing

Cburt papers should be served 6:00 p.m. at night.. I,

again, I don't, I'm not, you know, doing research

here on the fly. f can't find a rule per se that you

canrt serve after 11:00 and given that the sheriff's,

I would assume the sheriff would comply r/iith that

given that their dut j-es are to serve.

H.O. LEUNG: And the only restrictions I

see under the general business laws is prohibition of

the service process on a Sunday and then

Iunintelligible] [05:00] serving process on Saturday

when a person keeps Saturday as a holy time which is

a Sabbath. I underst.and the argument and T'f l_ do, I

mean/ I'm going to have to look this up and...

MR. SIRI: yeah.

H.O. LEUNG: I don't know. But if you can

cite something that

save me some time,

MR. SfRT :

B

you

but

T

know to help me that would

if you

coul-d tell you
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Iunintelligiblel 106:2I) represent, I represenL that

in, you know, over the course of many years in

litigation. I've always understood that to be the

rule, but admittedly f don't have or is it

yeah.

MS. PEONNE: Your Honor, I actually have

another case so I'm going to step out.

H.O. LEUNG: No problem, okay.

MS. PEONNE: Thank you.

H. O. LEUNG: Yeah.

9

MR. MERRILL

because I'm going to

H. O. LEUNG:

argument.

MR. SIRI:

H. O. LEUNG:

MR. SIRI:

H. O. LEUNG:

Petitioner's 23 which

: f'm just telling you that

be much more awkward.

Okay, I understand your

Yeah

You're alleging that

I'm looki-ng it up

- t-he 11:15 service time on

is the affidavit of service

makes the suinmons, the service invalid. You're

relying on what you

the general busi.ness

have looked for the

believe to b,e a secLion of faw in

DOH has looked and you're

that I'm going to have to

though everyone here I

five minutes, counsel for

looking and it's something

Iunintelligible] [07 :a0]

1aw,

las t
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MR. SIRI : Yeah.

H.O. LEUNG: And resolve but

MR. SIRf: You know, what I --

t.hrough the -- but this is almost, I say

little bit of embarrassment. I've gone

10

the,

cantt

p.m.

for it

you know, service websites and they

6: 00 a.

Itve gone

t.his with a

to a few of

al-l say you

m. and 10:006:00 and,

11:00 p.

serve outside of

I was always sure

and so --

H.O. LEUNG:

m. They don't cite

But I, look, what I saw when I

did the research is that it's frowned

MR. SIRI: Irm sure they get

something.

H.O. LEUNG: Right.

MR. SIRI: From someplace.

it would be somet-hing that would be

upon.

that from

I just thought

accepted but fair

just for oneenough. If the court can

more quick minute though.

H.O. LEUNG: Is

indulge me

the service your only

argument on this or do you have anot.her argument?

MR. SIRI: I do have other arguments.

I was hoping this would dispose of it then. Okay.

So the general, lJeneral business law 7-11 outside of

6 and 10 under'the general business law, it's frowned

upon, but if the court determines it's service made
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at an off hour basically and purposefully --

H.O. LEUNG: Is it 1-II? Is that where

you're reading from? I jusL want to make sure.

MR. SIRI: Yeah.

H.O. LEUNG: Because I'm not, I'm not."

MR. SIRI: Yeah.

H.O. LEUNG: And you're saying that the

statute as you read it says it's frowned upon?

MR. SIRI: No, that's somebodY else's

inter- [unintelligible] t 09:261 .

H. O. LEUNG: OkaY.

MR. SIRI: I should give You an actual

cite. What's that.?

MR. MERRILL: IUnintelligible] 109:321 .

MR. SIRI: I mean, you know, usuallY the

tribunal knows the law so I'm going to leave it in

your hands, unfortunately.

H.O. LEUNG: Okay, f'11 find out what it.

is. But I understand your argument. We can move on

to your next argument.

MR. SIRI: Yeah. And so you can look for

that provision if you can find it. So the next

argument is that the child is under 12 months of age

and there's no license Iunintelligibte] [ 09:58]

vaccine for a child under 12 months of age. I'fl

11
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you have an affidavit

these ?

each of these, I do.

I2

just give them afl to you. Second is t.hat the child,

the child's sibling previously suffered a moderate to

severe adverse vaccine reaction. The parent has a

religious objection to the vaccination.
Utt -

individually

MR

H.

at the time

O. LEUNG: Do

for each of

SIRI: For

MR. SIRI: Under l-2 months of

O. LEUNG: Okay.

of issuance?

How old was the chiLd

age.

Doctor, f tm

92 which is

H.O

going to let

the affidavit

they --

MR.

LEUNG: Under 12 months

you respond to Respondent's

from the child's parent saying that

SIRI: Here's the affidavit.

H.O. LEUNG: Some MMR vaccine is not

licensed for a child under 72

Respondent's 93 which

from moderate reaction

parent chose to -- did

what's the

months of age and also

child's sibling suffered

MMR vaccine and the

is the

to the

wording on

vaccination to

ROSEN: I 'll-

choose to delay or choose

fet me just get that, to

t.hi s chl td .

first address the issue of

she

not give the

DR

vaccinating under the age

Committee on Immunization

of one. The Advisory

Practices which sets the
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national standard for vaccination has recommendations

for af1 infants aged six to 11 months to get MMR

vaccine prior to international travel, and they state

that during an outbreak MMR vaccine may be used for

infants aged six to 11 months. With regard to the

siblings that the Advisory Committee on Immunization

Practices sets the national standards for what's

considered contraindications and precautions to

in siblings is notvaccinations of which

one, so there is, so

contraindication or a

reacLions

reactions in siblings is not a

precaution to this chitd

receiving vaccinations. And further, if there were

some contraindication that were valid of which this

is not, if ever, Lhen the physician, then the parent

would have been free to submit a document citing a

medical exemption from a physician which we dontt

have.

H.O. LEUNG: Okay. Mr. Siri, I've marked

as Respondent's 92 the child's, the affidavit

regarding the child' sibling suffering the reaction.

I've marked as Respondent's 93 the child, the

affidavit stating that the child is under 12 months

of age. I've marked as Respondent's 94 the affidavit

of deli-very, t.he affidavit from the parent saying

that the defivery of the sunrmons occurred after 11:00
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p.m. And then I have some handwritten not.es. What

I4

are these?

MR. STRI:

thatts the religious

H. O. LEUNG

That is Lhe, f bel-ieve that is,

statement,

Okayr So

Your Honor.

that's

Mr

95 1s religious

Merril-l and

statement. I'm going

Respondent's

to show this to

ask in terms of admittance do you

have any objection to these documents?

MR. MERRILL: No, no objection to the

admittance of these affidavits, Your Honor.

IRespondent's Exhibits 92, 93, 94 and 95

admitted into evidence. l

H.O. LtrUNG: Okay, Mr. Merriff, do you want

to respond to those?

MR. MERRILL: I think Dr. Rosen did that.

H. O. LEUNG: Okay.

MR. MERRILL: I would put iust on the

she didnrt respond to t-he medic-, the religious

exemption Iunintelligible] t13:111 .

H. O. LEUNG: Okay. I f there' s nothing

further from either side, I have enough to make a

decision as to this surTrmons . Mr. Siri, do you have

anything further?

MR. SIRI: No, Your Honor.

IEND OF HEARINGI
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I er,editthe allegati'Fns cuatained in

s{JrYrmone E*d fird that tney support
a vioiaticvlt 9f the dted sestion of larv. I

fif'd fllat R*spondenfs evidence and

testimony does not provide a delense to

the allegati*ns. Line ltern 1 is sugtained
and t.te siaiutory civil penalty sf St.0Ot!

8,rg scope of the hcarieq,

1s

wtu
Sumnronsft 303S4-1SLil 09/25t?019
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TOYAL: $1,000.$0

6Wt
Sunnnongdh 3S304-191-0 ,09&$f28tg
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IF Y{Ft'
uil#*#rrEE
ffiTH.?H€
DEGrSlOilf
Y{t*il ililAY
AFTTANL IT

Tau HII u*c {AATTI'* srfins sr mil-ia f,PFFsl f,urqs wailafrle oc
{}*tFFr s*c&r$sn**ubffit ytnr ryryccl lasrpt*br f,q Silia* er
rycd m5l* ft4$ ar*&n ftrln ed {i}*'11frrlttrh* *
ap-gtxrt6$4tFFsk-

Y*r ryt*"*filJff bc **itrttd *f rfrc gATil 'l*s68t1! Fffilm
rlf#lh&q 3$&l*{otrd!F *r$orn **r* qr 35 drFru if lbc &irtss sm
sdHatrom-
Ta sFpmf l.{ffi!&l$ pry $l* nd FEnrary rtahd iE rhin dectdsD-

r If yra s{ntr* p*y b*rc dfire-id ffibd$, yonmysft
lo ds prc-g*y by n*rffiS *dr* ry* rryry! 1 m*1*irt
I|@p.*mfficntriwr. *frs srrlfubile tn SffFFlo* nr*bqs&s-

f*rebtloa*q
-:* dlffl1r xbh'q8f,rr'-dtefltft

qG{ f{a.a..glrltltic
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CITY CIF NEW YT}RK
E}EPT. OF TffiALTI{ AND MENTAL }IYGIENE

Juditi: Fried

Re.ryondent-ABp*tlar!

v-.

trepr of Hcatfk & Mental Hygiene cfths Cig of New
York

NOTICE OF APPEAL &
TTEhT.ORANI}UFI OF LA'Itr

Surnmons; 3S3*4-I9LS

F*itioner-AppelN*e

iloTICE Or A,FqEAL

Responder* Judith Frid {"k|ru. fried*} kereby appcais the dscisisn tm Suumrocs }ilrlrobec..

3O:0& I 9L0 {the "S"rnr*ont'}- I

-rREr l$#NAe"y $rATasf ENT

On Fridan April 9. 2$19-'Oxiris Barbot" lhe Nerry York Ciry Cumrnissioner of }leatth and

lv{enral Hygienf {ths 
*C-omnissi' ner"} issud an firdr {che 

*fcsmmhsisnrr's Ordef} reqtirirrlg

thar cetrain categoriea *f people in *errein eip codr* be injccted with Mrrck's prdoct M-M.R.II,

nlso kmura as tlre measles, rilumps, rubella {"MMR"}, wirhin fort-y-eight hours cf the

Cnmmissioner's Ortler" frtitioner-Appelke's H errirg Exhlbit l.

*n Jl,pril l?. ?S19, rlre Oepartms,nt $f Health and Mental Hygiene oftb* City ofNEw Yor*

goard of Health {the *Bo*rd"} created a resolutipn [&e *R*olution'] which al*o roquirrcd

administration sf ths MMR v*ecine, bst defincd what ro*stitutcd r "rrilisance rompletely

diffemrtly, applied it to diflerent categories of individuals, had a different ageiarge, provided for

: On O.elobcr ?5, ?O19, Mrs, Fried submittd a Reqzest for flrtenriol of Titne rc F'ile .4ppat CIATtI approv'rd thr
rquest on Nevember l" 2S19" and set thc dcadlinc io filc thi* appeal for l*'ed*csday, Dcceruber 4, ?01 g"

Pagc I ofZ0
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differrnt perTalties, ard contained other nrstef,ial differences as deteiled trelsw. Pctitioner-

Appellee'r Heriug g*ibit ?"

On Mry 13, ?S19, Mrs" Frisd was citad as having linlared the Comrnissi$ner's Order by

not providing eith€r proof of inrmmiry or pro*f of MMR vncs:nation for her 
"*t6 

g.p. {the

*child"). Exhiblt .{ f, rtnmons.

The Cgmtnissioner must cautiousiy ressryr the use of hm emergency perv€r tu avcid

abusing thst authriry- When the Comr*issisn€r arrd the Eoard flex enormous powers, tbe Tlibuftat

Ettrct b€ ve md reetiealous in rcviewireg the Summons, hearing and decisipa sf the

OATH llmring Officer" The headng recsrd reflects that the Summoa sbould have been disrni35sd

and that ths Hearing Offi*er dryrivedMrs. fri*d of s full and fair heariago mode srrors of,Naw, and

issrd an arbitrary and capricious dmision-

NAC?S

CIn Mcy t3, 2019 Mx. Fried was cild as having viplated rhe Cornmicsiscet's Qrder by

failir€ to vaccinale hsr chiEd with bXMR, Srhibit & Snrnmon*. CIn Septeruber 25,2*19, David

E-eung {the 
*ffearing Olficcri'} conducted a hearing concerning &c Sunrm.sns. Ttrs E*aring

Officff sustaind &e un$ris$$ per dedsion dared Septeruber ?5. 2019. E*ibit B, Hering

Iledrion. AII arguments ard exhibits cnter*d intn eviderrce during *re hearing nrr inwrpcrated by

rrfertnce, vhich includes all ar$rments end exhibits tnterd ints evidance ftrr Summons Nuffib€r

30198-r9L0.?

2 ln tLre inrtrc$ of judicial economy, th* parties and thc licaring Officsr agreed to incorporale the argunreatr md
exhibits from the beariag on surnsnotrs numbcr 38198-19L0 ir:ts the rccord for Mrl Fri€d's he*ring, ArilDh C'
Eearigg Trrns*ript, pp l4?-l{3; ?Al-zl.L

Pagc 2 uil0
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srAtYil$.ss 0 F RElrIEw

*Whsn an appeal is filed, the App*.rls Unit will detenniae *'belher lhe facts cootained in

ahe findingp aflha t{caring Officer Br€ supported lry a prepondeFance of the evidsnee in the record

and whe*er the dettrr,ninetirns CIf the Hearing Officer, as well ss thc penaltics impcsed, are

s"lrprpodedby law- Excepl as prnvided i$ 48 RCf\fY $$ 3-15, 5-04 and 5;05, the Appeatrs Unithas

the pow*r to affirm, r€vsr*q .rfiBaud or modi$ the d*cisisn appealed ftotrn." 48 Rules of New

Yplt $ &19 {sXU.

ARGUMENT

I. THE $UI}TMSFTS $NOI.}LD BE DISSflSSED SECAUSE TAE COITbII$SISFIER'S
(}RDER EXFTRETI Otd ApRrL r?r 2019, AHD TIIE SATtr OF OCCU*RSNCB Sl{
TI.IE SI}iUil{ONS IS ATTEE THE EXTIRATION DATE

Th* Surnmons, issrd orelv-Iay 13, 2Slg, alleges a violation lhst occurred e'nMay lfi, 20f9,

uihich is after the fornmissioner's Oder expired" Thsrcforq the violatisn was untim*Iy, and the

Tribunal r*il*f dismiss tlre Srrrrtnons.

?he Sufi$xonc issud ta l\drs. Fried all*ges a violation of the Commissioncr's Order"

Xrhiblt A, $ummons. The last srntenc€ sf thr *Violaticrn Description" sectisn states thnt

*'ResAondert has failed to vaccinate chikl [ *r Dihenyise submit as*eprable procf of immullif in

victai.isn of &te Order "" fd. {errnfhasis dded*} The Summons spwi fically defines the tenn 'lDrdcr*

a* rhe April 9, 2019, Cornrnissions,r"s *rder. The Commissioner's Order expird on April 17,

ZCI,lg. Yrt" ihe Sumrnorrs all*ges rhat Mrs. Friad vinlaBd the Cominissionsr's CInder or* May lQ

2019. It was, thcrefnre, an errotr pf lxr*" for thc Hearing Oft"'rcer to affirm $1s $rrmmsns because

the Conrrreissioner's OnJer had expired by tbe date of the sccturence lisrd on the Suromons" On

lhis tra-sis, &e Tribunal urust dismiss the Summons"

Page 3 of 2ll

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 76 RECEIVED NYSCEF: 01/04/2021



Suri*g the hearing on the Silmmons, Fetitiouer-Appellee ccnseded thal rlre

Csmnissionet's Ordsr expird on Aprii 17, 2$19. Exhibit C, Ilearing Trun*trip! p 58. Ths

Cornmissioner's Order expirrod because tbe Nerx York Ciry Heakh Cade provides $at an

emageacy nction *shdl 
be e{fective only until thE sext meeting af the tsoar{ which meeting qkal}

bc held within fivc br$ircss days of tbt Connmissioney's deciaratinnfl.]* NY City Heat& Code

tt{YCitylleahhCde {34RCNY}}$3"S1 (d}" TheEsardeonvenedoaApril l?,2S19;tb$qthe

Comrnissisnefs Onder expired on that dale.

Durbg theheadflg; Pctitioner-Appdlee argud that despitc the Order expirieg oaApril X?,

2019, the ResoNution contioued tha Comrnissioner's Order, and thus the Commissioneros er

was stil[ valid un the dats of accurrcsce oa tbe Sunrnons" Faitioner-Appellee's argum+rrt is

pl*inly ircotmct" The Hew Ytxit Ciry Health Code pruvides that "the Board may con:irnre or

rcscind.o' l{Y City Health Cede {NY City Healt}r Code (?4 ACNY}} $ 3.Sl {di {enrphasis add*d}.

Nothing in ibat sffition states that the Board may amend and cottinue tbe einagcrcy order- On

it* f*ce, that secrion only allov,'s thc Board ts confinu€ the order "ss is" sr to rescind the order and

is$re r se!tr $rd€r.

ln thi* instar*e, dr Bo*rd did not continue the Cammissionqr'r fhder Ev-en thorrgh the

Rss$lutisn *eknnrvledg*s thc Commissioner's Order in the prearnbleo nothing in lhe Resolution

states it is coatinuing lhc Comrnissioner's Order: Insteed, the Bsard allcwed the Comrnissisngr's

ffcr to rxpire and creatrd a uerr order via its Re,srlurion dated April I 7, 201 L

Inde€d, tlre termsafthe Comnnissioner's Order are rnaterially diflcrent frsm the terms nsed

in the Rcsolutiort- This v,erifies that the Cornmissioner's OrnJer and the R*solulisn. although they

botll addrsss the same topic, nre tsro differmt direetiveso and as ssgh, ofie ir nol a conrinuatisn of

&e oths" firsr, the Rcsol rlisn entirely redefines rnhst constitures a aui**nce" The Order deftGes
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the nuisence as the Fres€ilce of a person r.rnvaccinatsJ with MhlR.] The ResshltiCIn defines the

nrdsanc* as the measlx ostbrcak"a

Second, the &esolrrtion rwategorir.e* individuals zubjwt :o the viol*tion in scveral

important wals:

fi. The Commisrioner's fuer i*clud*s greople who 'Tir"e, rvot*, or resids$" in the

affiesttd aip oede, but the Resalcrtion only include* individuals who *liveil or

woltll" inthe affatd zipcodm. Petitioner-Appellee"* EmriagExhibit 1& ?"

The decision to not include people r+tro "reside" in the zip a:tle is important"

Moriarrr-Webter's dicticnary define "'re.sid€" ?s ilefln: "te d:weltr panwrenttry or

coatinuausly: occupy a pl*cc aB ofle's legatr domicile.'" Msrriam-Webstcr"s Ot*irie

Simionary, swita,ble at hnpsJlrr"ww.rnerriarn-rvebster"eour/diotionary/reside.

Conversely, that same dictinnary defincs *livs"' &s: 
-'tG pasr tfuough w spend tbc

duiation oI[.]* Meriam-Wcbster's Online Dictionaqt svnitahle *t

https:/lwww.mcrim-ryebstsr"c6m/dictianary/liva Thus, rlre Csmmission€r's

Ords includes pwple who rvsre nnt actually living in the zip codes nr &s dse of

t}p ffier, buf rvho mai*taia the-ir lesal damicile &ere {e.g., people wbo urere aw*y

for the surn#er, or tvhr: live abroad for * period cf tiree); in csntresi, rhe Rsolution

oniy i*elerdes pwple who are physicnlly present in the arn*-

r *U/li[ll8AS, I alssr Jind th$ the grmrncc of any p*son in $r'illiamsburg lacking $e Mlt{R vaccirte, unl*ss thar

yacci1e is othsyi$c mcdically mmra-indicated or such person.has 'dsmonstraled immunity against rneasles, creales

arl 1rnnsc6rary and avoidablc rirk of continuing thc outbreak and is thcrefor* a nuisanc*, as defrmd in Neir York City
Adffiinistratil"e {:$de $1?-143{J* Petition*r-Appcllee's r|tering f,rrhibit l.

t *WHEREA5" thc Eoard sf Healrh regards $c aforesaid repons *f over 300 cases sf mffiles a: sufficient proof m
autharizc the declaraiion thar an outbreak of mca:;lcs is oc*urring ix Williamsburg that thrcatsns the bealtb and rafety

rf New Ysrters and is immediatcly dtngerous rn human life and health ant csnttinlt$ a public nuixncei.l'
Prtitiouer-Appdlaa't Hel rlng f,rhibit 2.
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h. The Csrnmissiooer's fuer include$ childrcn "'tlder rhan six mofiths," and the

Resrtrr*ian includes childtrrn "six msnths af age and older." Petitioner-Appelleens

Haring *rbibits I & 2. Therefor*, under rhe Comrnissioner's Order" ehiidrter

whg xcf,B six months nld ners not requird to be vacsinatetf whereas, ffrder thc

Reschrtiorq six-mcilh-old babies werc requirud to be vaccinsted,

c. The Coromistisnet's Order does nor ifflude children rryba atte*rd school, pr*chod

or cltild carc in the affwted zip code$, but the Resolution does include chitdlrn xho

*attendft schocl, preschoot or child care within lhe aff,ected zip codes.* F*tlsoner-

Appelhe'r Er*ring Exhibit 3.

d" The Commissioner's Order exempts *hildrsn lvhose parcnts or guardians provide

dtcuoe.ntation *bxing that MMR is not mdically appropriat*, whereas the

Rssol*rtion is more snerous nnd requires that mch doeurnenhtion rnest the

sarisfhctior af, Petitisr*er-Appellee. 5

Iimd, the pcnaltis *rs €ntirely di{ferent. 'I}re f,ommigsisrsr's Order include* *'rraming-

that'{ffailure to compCy *ith t&is Order is a violation of $3"05 of rhe Ncw York City Heslrh Codc"

atd a mi#erneanor for shich l'eu rrlay bc subject lo civil and/or crimin{il Saer, farf€iturcs aad

pelalties, iacluding imprisonment." Petitioner-Appe-lle's Hearing Sxhibit l. The Re$oliltiorL

however, did not inelude this language and opted to enhance the civil penalty by adopting the

pmvision of }vY City }l*al& Codc {24 RCNY} $ 3.1 1 ia) &ld subj*crin& violatsrs ro llnx for sc.h

faraily memfocr, snd for cach dey I prr$on vialates tlre Resolution. This "enhancd'o civil penalty

t Thc lermiaology rnay swrn sirnilar brt*-een the f,smmissioner's *rder and th+ Resolution; hou,er€r, it hw a lcgal
dislinc,tion" &herris*, the Board r*'ouldnot ha'-c gone through rbc clfon of amcnding thc language in its S-solution.
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did nor appssr in th* fomrnissioner"s Order bul is i*clud*d in thc "re*olved"' language of the

Resoh.rtion.6

In stnn, &e Reclution chrrges nurn€ross legally prnineil ssp€cts of,the Commission*fs

Order, including the prolulited eonduct, the pryulation sudmt to the order, and the penal:y" This

is preci*ely lrhy nowher€ in the Resslution does il ever stnts that it is continuing the

fernmicsisner'c Older" The Resohstion plainly created a ncrv acrd distif,ct ordrr" md per &c

rnquirernents ofhtY City H€sl&Cot*e (24 RCllYi $ 3-S1 {d), the Commissioner's Orderexpired

onApril 17,2CI19,

For thw rea,s$s, it is evidfnt that the Board did not canti*ue lhe Commissioffir'$ Onder.

fXecsurrtmonscitesthcdareofocc$$ence wasMay 10,?019. BecausstheCommissisrier'sSrder

expld on April l?, 2S19" prior to the date of occurrersee. the Tribtenal must dismiss &e Summons

because it ursf sn afisr nf larr f,or rhe lleadng Oflicer to sustai* *re Summons.

II, THA SUTTT}TOIJS S}IOULE BE DIS*IISSED BECAUSE TI{E $U}'hfiOI{S TAILEN
T& pRovIaG R3.ASONASLE NOTTCX TO MRS- FRIED AS RffiQUIRgF BY DtrE
PROf.ggS ANI} xE]TffiW YORK CTTY CNA*TER $ TOC6

Frurherrrore, the Tribuual should disrris* the Swnmons because it faild to pvide

reasonable noticc to Mrs. frid. Due proc,es* requires lhat Mrs. Fricd bs providedpraolrce of,

thc chargm se rhat she may prgpere aad prerent an adequate defease and opperrtrrnity to be heard.

Metrer *f ftfsc&r'. Amtsach, ?3 N"Y. 3d 323 {iq89)- The New Yrrh fity Charter requirrsthat, at a

minimum, tFre Su:uno*s provide Nz accilrste ststemelll sf the r&atter to be adiudicstd. NYCC $

l&46, The Summonc {even wirh the Cornmissi$ner'$ Order a*rl Resolutiorr attached} failed to

E "*ESOLLFS, th*r any person r,qnirtd by this declaration ts be imnrrmized agninx masle$, or any p*r€il sr
gumdian rquir,ed by it ro inamunize his or her c.hild, thall b* t'iclai*g this srdsr and be suficct to rhc fincs au*nrird
by applic$lc law, rrdc and *tgularions each day rhat be, she. or such child conrinues to reside, rvsrk or anend schsol.

prcscbool or child carc h a*y af thc atfeded zip codes r*ithoul haring bten vaccinalcd igain$t rncaslcs until $rch

time thqr fiis outbreak is declared ts be over by tlre Com$hsioncr sf rhe Dcparrrnent of Htakh nnd Mcnual Hygiute.'
?etitioner-Ap.pcllet'l Helrlng Erhibtt ?.,
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m€el these standards.

Bpcause thE Conrrnissicner'r Order end the Resolution are so diffb,rent, due proeess

raquires *nr Mrs. Fried b€ reasonably and accurately inlbrmed of whieh order she is allegd to

have vi+tat*d- Otherwise, Petifonm-Appellee has rieprivd her of the ability ro mcunt a vitblc snd

eXfccrivedef€nss to thc allegttians. For exarnple, {.he Commissicner"s Onder and t}re Resolution

defise th; teffn'huisance* diffeiwtly; &e individuals zudectd ro rhe rwo orders are dissirnilq

artd the Camneissioner'g Onler cite* pos+ible irnprisonmeilt rr{refir&s the Resolutisn mandstcs civil

peaalric* fsr ea€h day the order is violated. To further corrpticare this issre, the Rma*ution

enf.o:*e* Ses* civil penalties sgainst prrssns who '"reside"- in the a{fesrsd zip codcs, yet the

lar*guag* sf the R+so[ution itsetrf does rpr mandete the MMR vaecine for individuals rvhn "reside*

in tbe affected zip *ode* - only forthose nrho *livefl or wor*[ within rhc affeled zip codcs* md

childrc* rvho "live{l or attendfi schonl, prcscbool, or child care within $e affsctrd zip cod*s.-?

Fstitioner-Appell+err Haring €xhibit ?" ?heref,ore, the Sammons {wen with the

Cornrnissioner's Order and Resoluticn qn*chd) does not pmvide f,sir nCItice $f the order that was

allryedly violatcd and ts snrchprrvmtslvlrs. Frid li*m mountiag sn effeetive deferue.

Not only dne* the Summtns fail to pr,ovidc fair no{ice, but it also fails previdc m accrlratc

statem€r* cf,the rnattrrs tr be adjudicaf€d. The *Details $f Violation.'of tle Surnmons, a$ s*"om

lo by the issuing officer, ref,sr to both fhe Cornrnissioner's Order and the Resolution as flr'6 distinet

orders- This secrion sl*tes that the Comfiissioner's Order required "*11 pers$f,s who live. ryork or

ausrdschool wilhinZlPsodes il3O5" XI206. I l2l I end I1249 tsbe vacsinald Rgainst m€asles""

.i *RESOI-YSD, ths! ary person required by this declanlion ts kre immilnjzed agains merles, or sry* Farenl er
guardian rcquired by il tu immunize his or hcr ehild, slrsll br violaring &is order and bc subjet to rhr fines authori:ed
by a'pBiicablc la:*', rul* and regd*rions each day that be, *be, or such child co$tinues to rsklc, rrork Br adend scboal,
preschool or chiid carc irr ay af rhc affcrfcd zip cortcs withsut having bc*n vaccin*sl sg*inrt mcaslcr antil such
tme tlrat this outbrrak is dcclere." P*dfloner-Appdle's ll*rlrg firbibit 2. {cmplusit added.} The distinction
btnt'tcn the r+ardr *live* and *resideo are legally rignifieaar" .tee, argument at Seirion I, p 5.
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Exhibit A, Summsns" ?.his represen*lion of the Commissionsr's Order ir incorect" The

Cqnnrnissianer's Order did nor lnclude ind:ividuals rvhc attend sch*ol in the affected eip code* but

did ir*ckde peaple r*,hs "{esidr- ira thc a{Tected eip corJcs - rvhich the Srlmmnns fails to include'

Petitioner-App*llee's ll*aring Erhibit l.

Finally, tlre "'Det*ils of Violaticn" section of rhe sr*-orn $umrnsns surnmarizes tfue

Rcsolutien as requiritrg vscciaation, '"unless th*y denronslrate praof sf immunity or that

immunizution-is sCIt mediceWy apprapr{are-* Erhibit d $ummont" {emphasis added.} Howeveq

the Commissioner'g Srder f,fid the Resctution both state that Mrs. Fried must defilaustrnt* a

"n:edic*l sxg$nption." From a medical perra*ctive, tfuesc $#o ter$rs are v*stly diff*rent and causc

unc*rtainty as to what Mff, Fried is rquir,ed to shsw in nrdsr to establish that the child *dicalty

canaot rroeive the vaccinatisn. See, Exhiblt C, He*ring Tranrcript, pp f46f48 {discussing,

Petitioner.Appcll*e's definition of * *medisal exernption" to the MMR v;rccine)- These ambiguous

rud conllicting stntfrnctrts confuse the siandard and deprived Mrs. Fiid of mounling a viable

d*fc*se &n the $ummoils. Ftuther-r$ore, Mrs. Fried *ss clearly not provided "8n aecfltrati stat€mrnt

oftlre matfer to be adjudicated' as r*quired by NYCC $ 1046-

Xn sum, rhe Cornrnissiorw's *rdcr*nd tlre Eoard's Resoltttisn are a total imbroglic. Thr

$umrnom dorx sot prnvidr an aceurate staiement of the ms$er to be adjlrdicated and does nst

provide a lalpcrsan wifh rearonable nstice Bfwhich srder s'as viclated- Themfore, it rvas aa err*r

of lnw fbr lhe Hearing ,Officer to sustain tlre Strmmons because Petitioner-Appellee failed to

provide Ldrs. Fritld an irccurate statsffifflt of thc manffT to bc adudicated fls reqlrired by the New

York City Chefier 
"$ 

1CI46 and fair rurtice as rcq*ir*d by due proccss of las'. and lhus the Triburtal

musl dissris6 the SunernBns"

fiI. THE SUMbTOfiS SHO{.itD BE DISIWI5SED BECAUSf, THE IIEAR${G
OTFICER DEPRTYEil }IRS. FR.XEI} $F A FULL AND FAIR flSAruNG BY

Page 9 of 30
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REFUSII{C TS ALLOW SROSSEXAIVNNATION OT TIIE ISSUING OFFICER
WIIERE A I}If;"UTE CIF FACT 11'A5 PRE.SENTED

The Trihmat sbould disrniss th*l Summons bsause it was &n error of law trbr the Hearing

Officer to deprive l\{rs. Frisd of a firll and fair hcaring by refusing to allow cross-cxflminatiso of

the iszuing officer whse a dispute of fact war presentd.

"A tesponde*t ffiay request thc {issuing offieer'sl eppearancc if it makes an off,er of proof

ts refrde tbe *Ilpg*tions sn a sffnrn$ns and it persuades the Hearing Of*cer that ersBs-exrmir,ring

the [iss,uing officer] aboat a diry*ted fact rvauld be helpful." lfyf v. Yantage ,4ssociate$, Inc.

(eppeal Ne. I I Sfl74$, Oolabe,r 2?, 281 I )" Couruel for Mlt. Fricd proffoed tbat crc*s-cxernination

of the is*ui*g of,Iicer was {rtr€ssary in order to 6tabli$h whether the MMR vaccine was rnedically

ap'pmpriate ft'r the child and whether procf of a rnedical exernption was requesld befsre th*

Surtnons wes iss*red The Hearing Oflieer declinert Mrst Frid"s application tCI cross-€x.atrdne

tha issuing cf,Iiesr, holditg that tfoe doctor appearing sn behslf of &e Petiti*ner*Appellee, Ilr.

Jennifer &*seir {"Dr, I[**e*'], wa* avsila]le and rrultl srslver any questions regading rhesc

diryutd kcl*. E$ibit C, feering Trenscrip{ p 14" Sgwever, when quxtioned, Dr. Rosff

lacked *ny lmwledge cf tlle facx lsading to the issuan* of the $urnm*ru and was unablb tc

prs€nt atry r€por6t$ to questionx dimcted st tbes€ disputd facts. For example, Dr. Rssen: did

nof knsrv where $e child was exposd {Exhibit C, Eeericg Trnnscrip! p l0?}; did not how

where the *.hild's addr.ess was obtained {Exhibit C, Harrirg Tranrcr{p( p f09}; did nor know if
the child had any rnedical contraindicatian tn MMR befors the Summans was issud $Iering

Trenrcript p I I7); and did not knaw if any pe,rson frorn thc hsalrll dryartment had caaiacted Mrs.

Fri'ed ta dctennine if the child had been given MMR befare rhe Sursmons was iszued (H*ariug

Page l0 of20
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Traa*crtpf p ll?-f fE).*

Thus, it r*,as afi errcr of law fbr the Hearing Officer to rsfuse M$. Fded the a,bility to cru-ss.

examine tie issuing *ffi,cer and deprive Mrs" Frid of a fuil and fsir lrcaring, and the Tribunal rnust

disr,niss the Summons.

rv THE SUTTTMOhIS SUOULD SE DIShdISSED BECAUSE THX IISARIi{G
O.$.FICER" I}NPruYED MRS. FRIED OF' A FULL AI{D FAIR I{IIARING BY
REFUSING T.O ALLOW A REA5ONABLE CRO5S.EXAMINATION OF
PEfi TIONEN-APPELLES'S E.XPERT

ThE TE'ibunatr sbsuld disniss the Sr.trxrnons becaarse it was ail &rror of lgw tbr the Hearing

Dlficer to drprive ltdrs- Frid of a firll and fair fuearing by re&rsiag to all*w a reassnabls cros$*

exalninatisn of Pelitionry*Appellec's erperq Dr. Rssen.

The Hrsring SfEcer r,efused lo allorv Mrs" Fried's counsel aii $pporludty to ccaduct a

remolrabls cros$-sxfl#ti$ntion of Dr. Rosen. gxhibit t, Hearing Tranrcripf pp I3l-133; 2.1O"

In fact, rnost of &a beaftg time rvas devoted to tlee Hearing Officer unreasonably curtailing th;

wss-exaninatior of Dr. Rosen ard Dr. Roscn rcfusing to provide responsive &rstref* to

qucstioss. Exhibit Cn trtaring Trrnxcript pp 152-f53. Therefore, ftc *Ieariag S$cer

gsmnlitted arrerrot of law by preventirtg Mr* Fried's cormsel ofthe chance te reas*rnably cros+.

examine Dr. Ros{r} a*d deprivd Mrs" F'ried of a fult and fair hearing and as such the Tritur&l

m$st difi'!triss rhs Stm?seils"

V. T$E $Ufi'TNT{OFi$ SHSUil,tr BE NISMISSf,D SECAUSf, TiTE I{EARING
OFFtrCEA'S DECISION LACKED A R{TICHAL BASIS ANI} I$ NOT
FACTUALTY $U"PORTED

The Tribunal should dissriss the Suffimons bcrsause the Heari*g *ffieer's decisipn lacktd

a Thic line of quxtioning wm reg;arding ths child ar*o*:iated r*.i$ Summons Nurnber 30198-19l-$. Hs*'evrr, in lht
intrre'si ofjudicial c*onomy, thc panics nnd fie Hcaring Gflicrr apcod io incorporata thc argumcnu and erhibiis Fom
rhc het:-krg on Sumrnons Numbrr 30198-19!-0 inta fre rscord for lrlrs. fried's huring. Exhtblt C, He$'ttrg
Trau;cript, pp 142-1.t3; t,ll-l{!.
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s ffitional basis and is not factually zupperred.

Tbe l*earing Olliccr ststed in his urittse decision &ar Mrs. Fried "refied llpn the lasr

of the ordeq rvhich surtes" ,[rJhis srder shall remain in e fect uniil the next mceting of

the NYC Eoard sf He€trh seheduled for April N7,2019, ar *rhich rime il may be contiuued or

ncscinded by the Bsard"' to rnake the argrnrrrot that ths ksr cxpird on April I ?" 2019, ffrhibit

A' H*ring Deeirion. {aaphasis ndded.} }Itwever, Mrs. Frid did not rely upn this statemeat

rnade in the eommissisnEr"s Order- Iastsa{ Mrt" Fdd's nrgurn$nt r,r.as fimrly grounded fux Hy

City *lcaltb esde {24 RCNIX $ 3.Sl (d} aad *as merely reinf*rarced by the language $tatsd in ilre

C.sTnmis$iorler's ffier- In f*ct, counset for Mre" fried r*ad the chaner provision on tlpe rmord in

supp{rtt <rf this argtmrent. Exhibit G t*arirg Tr*ascrip! py 2#79. Counsel ibr M13" Frisd

pausd dwing this argument because it appear,ed as though tht Hearing Oflicer rvas nor psying

attentioa. Exhibit C, llerring Trrn*cripq p 19" Thls, the Hearing 0ffrcer feild tr: consider

applicnble law.

lVIorEover, courxel f*rlttfr-s, Fliedraadew extensive srguncnr &at qpholding the violatinn

es io ths child wa* u4!ust, *ntered 45 dscuilerts intCI cvidclrce to sr}pport the conclusion, ad cired

to s$d rtad into the rrco*d thr fXearing Officer's authority tc dismiss,a su$rmons based upon rh*

intne*t of fuimess and.iustice feund at NYCC $ 1049 {5i {a}" f,*ibit Co Heariug Traaccrip! p

l5l p 1?l; p1ff3. Petitisner-Appellee prrsrntd rls counter-argwtreat regarding this issue. T"he

New York City Cbarter $ 1049 requircs the Fte*riag Olliccr to coasider aine factsils when reaching

c detertnis*tion on issiles cf fairness end justice; yet, the Hcaring Officer failed to addre*s any of

these i'actcrs sr rsach a detsrminatioa on this issre in his wrincrr deeision-

Furtherrnore, counsel f,or h{rs. Frid rnde an exrensive argrrmrnt thar the MMR yaccine

was modically inapproprialc as to tlre child and entered 550 pages pf documents to suppofi this
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srlnclusisr!. Sxhibit Cr llearirrg Trauscript, pp 13&139; p I?t; p183. Thc Heariag Officer

failed rCI addrrxs tbis issg1e or rcaeh * deternrination in his *'ritten decisiorr, even tbough rhr

Summo*s states'"msdtcally appmpriate'as n reassn to fargo MMR vaccination. The Exhibiu

pre*ented alesusfinarizd in SectinnX below-

Finally, rbe Hearing Offrcer held in his wrinen decision that ttre "Aprii I ?, ?Sl9 Resolution

centinucd the Camrdssionct's excrcise sf ff$ergensy authoritv" whi*h operated to continue the

vatidiry of rhe Csmmissioner's Aprll 9, ?SN I Order-" Erhibit B, Hearing Decision. This finding

is aot supp{rrtd by the fncts becaase bnth parties apeed on the record ftat the Cornmisslcnrr's

Ornf:f *rpired on April t?, ?Ol9' Erhibit C, fre*ring Transcripf p. 58. lllre Comm,issioner's

ffier sannot sirnultanar*sly expire asd contintlc tp be valid- ln the *lternative, the Hearing

pffic.er's findilg rhat tlre Commlss$n*er's *exercise of authority* was cCIntinse.d by tbe Rt*olutisn

is not dirpositive of the issuw pr€strlttd Bt the hearillg b*cause tbe Summons ciles Mrs. Fried 'as

lgvi11g violared the eonngissioner's writt*n ordtr, not th€ Commissicnel's ex€tcfue of emergmcy

aurhority. Tberef,arq 1}1e Headng Offiesr"s finding thst the Board contirrued the Cornmissiods

sxffcise of autlmrity is irr,clcvart

Consequently, th* He*ring Offrcer faitred to coasider tbe appiicable lsw snd argurner* r+'h*n

maki4g his dsision. Frrttrese trsa-$ons, rhe Hearing *fficer's decision laekerJ a rslional basis and

is nar facnmlly sappo-rted; hemce. Mrs- Frid xes deprived of a fi:li a*rd frir hearing, and th€

Tribunal must dismfus the Suffinons"

YI. THE SUMITTONS SITT}ULD BE I}ISFNSEED BECAUST TT WAS ARBITRAN.Y
ANN CAPRICIOUS FOR TIIE HflAIIING OFFICER TO SUSTAIN A SIJMMOI{S
I}TAJYSATING A VACCTNAT}OT{ FOR A CItrILD UNDER TWELVI II'OI',ITHS

OLD WITERE TfIT P$}OD AIYD DN.UG ADMTNISTRATION HAS NOT
LTCENSAD TIIAT VACf,INATION FOR CHILDREN UNDER TWELYE
MONTIIS OLP

The Tribuaal shsuld dismiss the Surnmoru because it wa* arbitrarl'ad c,apricious tbr tlre

Pagc 13 ol2$
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Hesring Officer to sustain tbe Sumrnons mandating the MIvfR vaccine fsr a child less than twelve

months sld A{r$, Fried's child r+'as less than hv*lt'e months *ld at th* iime of the atieged violatisn.

Respondtnt*Appellant's Hering Exhibit 93, Deleration of Judith Fried, Cftild's llat* of

Sirth. Tlw F,md and Drug A&Binistmfion {.'FI}A"J has not lie.erxed MMR f*r childrcn less tha*

twelve msnths old" ht{rs. Fried presentd rmdisp.uted evidence at ths hearing that tbe I\,IMR

vaccinc is not liessed for rhie ag6 grorlp and ttrat the *safety and cffectiveircss af nrunrp* a*d

nrbells vaccins iu i*faat$ l**s rhan 12 moafu of age have not been mtablished." Respoudent*

Appclla:rt's llering Ethibit 30. ThtrEfore, th* $ummons *nd the Hcaring Officer's srder are

bc& *aying that h4r*" Frid's child must reeeive a vaccisntion syeil tlrough rhe FDA hss not

dettrminod &st it is safe and cffective for the ehild. This is patecrtly a$itrary and capr.icicu*

beceuse th*re is o*r reasonable basis for ths He*ring CIfficer ta uphold a viotation firr fhilure to

vaccinat* a child with h{MR sbere ihc ysc*ioc is nst licensed for use in the child.

FirmNly, d:c l{earing O$cer faild to address this argument ia }ris *'ritten dfficion, fuaber

rnaking the dwisisu artitrry and capricious.

lnl' TI*E SUMMONS SHOULD EE IlISlvitssED P$fiSUANT To NYCC $ l04e {5} te}

Tbe Sulnmons should have btr$ dismiss€d plrisuant to NYCC $ le*g [5] {a} berause the

uadirputed rvidence at the bearing reflcctad lhe following:

Exhibil ? * CSC, A,tM&, faccine Infermatixn Stotement {listing somE of the side
effecfs of the MMR. va*cine, in:lading seizure. full-My raslr, dea&r*s, long-term
sei*ures, c$mq lo?rercd cfftscicfisl€ss, a*dbrain damagei.

Exhibil 3 - FDA, Sumtxary *f tlinicai Irwestigntion Studies at {Mll{R} fnr
Frrrpcses *f, Suppor"t for Llr'e;xe (reflccting &at only arcund 80S chitd:en
participated in rhe underpowerd pre-licensing study- *o-placcbo confinl Bmop"
and a safety review period ofa mere 42 days).

Exhibit 4 - FDA, i&id (summarieing rhe 2 i 54ages Bf Exhibit 3 arrd including cbarts
that show the high rste of upper rerpiratory infection and gasrrcintexinal illnesses
fur trial participants).
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Exhib'it 5 - lnstitutcof Mc.dicirle {*IO1l{"}* r{dr.rr.re {fferrs oJF*rtratrli and Rabella
yorcines {demoaseting thx the available scicnce siryports a causal rclationship
berween the nrbella vaccine and cfuonic nnd acute anhritis].

Exhibit 6 - IOM, Atlverrc f*srrt$ Asssri*te.d rr.rtfi fftfidirood l'accin*s (r*vealirrg
that ihr l8 of the ?2 aaost Eepo{rd adverse avtrrts fuliowing Mh,{R in 1994* Xtl€

C C had npt conducted the science ts detereine if the ${MR rras *ausally liukcd
tc ths *dvcrse rv€rlts; however, &e available science did show that MMR w*s
causally linked to uaphylnxis, thrsmbscytopenia aad death).

Exnibil ? - IOld, Advew* Effic* of Yecdnes. Evidenrc *nel {susaliry {shorvine
that in 2fi12" the CtrC h*d not cn*ducred the scicncc to determisc if 23 of the 3l
eemmonly elsimsal injuries from lbe MMR vncsiue were causally liuked to the
vrecinc)"

Lxl2ibit * - lOM" Adverse E*,sats Assadated *,ith Childhorxl Yactines {finding
seant scien*g reear,ching trhy some people rest n€Balively fc vaccines and
cncouraging CDC ts conduct the scieuce).

E,xhibit 9 - tOh'!,ldrerse ESe*x *{Vacanes, E+,ide.nce snd taasaliry tstatiilg tht
the CSf *till lras nat coadrrctod the science te determine whieh children may be
rqjerca by vaccination).

Exhibit t0 - Natur,s Geneties, Cowmon wnan[s assre.isted ttith geuerul a,nd fr{'W
wl';:in*related f,ebrile serEiJres ,(identiffing specific g€rieiic markers for when a

child rvill Lraw *eizures altsr tsIlt{B vcccination}.

Ertlribit I I * $J0l Miftrion Ax,ard for Ence.phalopathy from MMfi V$taine

{repo*ing payrncnt uf $l0l rnillion to parents *f a chlld injurd by the h,{MR
vaccine).

Exhibit 12 - CnC, ys#ine E:sripie*t &. Medi* Summsrl' {listing the excipian;t and
ncdia containcd in the MMR vaccioe, including but not lirnited to, chick embryo
cel| culture, Wl-3f hrrrnan diploid lung fibroblasts" human albumi& bovicc cfllf
ssrunl and neonnycin)"

Exhibit l3 - ATTC. *{ftt-S {showing that the MRC-5 cell line is rlerived Fom the
lung tissr.le *f a l4-week-old rnale frrus).

Exhitrir 14 - AT?C" Wl-38 {dscribing rhae the wI-38 cell linc nas deriv*d a 3-
month-old fmale fetusi.

Exhibir 15 - Ths Natioaal Cadmiic Binethi,cs Quarterly, A Erief Histary af Human
D{1:doid Cell Straiffi {descri, ing hour dozers of, f*tusex wene usd tn dwei*p fctal
cell lines fcr use in ,*aecines]"
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Exhibil 16 - Proceedingp of tho Sccicry cf f,xperimeutal Biolagy and il{dicine,
fyrtfagrr.al Virotogiml and Chronwsomal Slr,rdies a/ CeJJ Srrurns fronz Abarted
lla'r,l,an Feildres {rcvaling that 80 aborted fetusss wffs used to creste the n:bella
c$firpsnent of, the h.llv{R vaccine}.

Exhibit l7 * Sotxtd Cboice Pharmaceuti*al hxitute, Opcn Letter to Legislators
R.egarding Feto,l tetrtr DNA il* fcccinas {discussing fetal DNA ctriltarninants in th*
MMR vaccine).

Sxhibit lS - AthemsclwosiE .{ssscfsfion af weasles snd /rilnnp$ with
radforssarlsr" dtsed.se; The Japan tallafurative Cslesrt {JACCI snra}' ({inding
that measl€s nnd/cr s$nnp$ infmlisn was as*ociated with signific*atly lows risks
of rnortnlity from crdiovascular disease).

Exhfuk 19 - Ctrf, Hanri l?rse{r$e fiortr & $talrsgbs {kdicating that 6 I 0,000 pople
die of haa disease in thc United Stttm every year).

exhibit 3S - Lee*ernia Resear*tL fro thildhacddrseasff nfect NfiIL and HL risk?
C case*contr*I study {rom n*fihern and sourhern ltalv (finding ihat panicipants
who did ust have a history of mca*les inftction had s 66 ?erc€nt iacreas*d rale of
Non Flodgkin's l*ymphoms and ?33 parceni increase of Hodgkin't Lyrnphcma).

Exhibit 2l - Medisal Hypothweg Febril* history iafectiaus af concer childhood
disess* in the gwtients ettd matdted mnr,ols {firlding a history of febrile inf,ectious
chitdbood diseasq sneh ss mes$tren lorrers the risk for eaucet).

Exhibit 22 - British Medical Jeurilan, *r{antilr- flotlg*irt's Oisetrse.' Remisskx aftw
&feasJes {describing rarnissisr: sf canecr after a measles infecrion}.

Exhio-it ?3 * NII{, tsncer,Srcr Fncrs-' Non-Httdgkin tynphoma (rcpo*iag 74309
Reur casr,s of Non-Flodgkia Llmrphona in 20!9).

Exhibit ?4.* NIII, C-ancer.Srs F.acr; Nadgkin Lymphoma {indicsting I,l lS acw
casns e,f H*dgki"n Lymph,oraa in 2Ol9).

Exhibit 25 - Caneer Dete*tisn *nd Prwention, Arttte infections w a meaw af
cenc$r pre$entian: fiTsposing efects t* r*ronic infections? {findiag tha{ exposurm
to febrile furlbctious childhood diseases, including rneasles, were asssciatd witlr
subsequently reducd risks far melanorn4 &rlrry, and nrultipla cancers eonrbined)-

Exhibit ?6 * I'IIH, fnncer',Strrt F*tts: {}rarian {'ancer {repo*ing ?2,53$ n€1v cascs
afovarian cancer in 2019)-
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Sxhibit 2? -Pediarricg Allergia Fi:rearr and Atopir.Sansficgltion in Children in

frelsti*n to -lldeirsfes llaccinatieu and Messles lnJbction {findixg that measles

isfectiofl nuy prCI,tect against allergic disense in childreni.

Exhibit 28 - Allergol et lmmunopatlral, Frequwry a{*llergir disecsrsy'olla*'ing
rneasies {finding that altergic dis*ss€s arc less frequent in children urift a history of
rneasles)-

nxhibif 2g-ArnericareJouranlofEpideniolagy" *{easles lnf,eetion andFsrh:rrcnk
trJisease {finding * statistically significant rcduced risk of Parkl'nson's discast fsr
th*se who bsd messls$ during ehildhoad).

Exhi& 30 - Menlq lt{MR M*nu!*cturers' Fachage trasert {"fu|-M.n il has nor been

evaluatd fcr*aleinogenic *rrnutagenic potential, or potential to impair fertility'.).

Exhibit3l -PloS Onc, ddterse E*e.*t.rfollawing 12 cnd I8 Mpnth Yattinati{xtt:
a Fopufation*Sirsed; Se$;grooolled Csse -Ser.ies Ana$sis {finding siprificantly
elenatd daks cf 6m6rgeilcy rtonr vitits onc lo two weeks ferllowing l? and lS-
month MMR vacci,aatloa),.

Exhibit 3? - FEA" Sapplemental Appro*'*l Lett*rfttr MMR {adding to lhe Adverse

Reastion* s€tliot pf rbe MMn package instrf irensvcrsc myelitis" in 2014 aad
*Heno{h-schonleier puqpu*" snd "acutf hernonhagic cdeina of infancy" in 2$17}.

Exhibit3S *Joutrlal ofTranstratisnal S*,ience, P{lot comparfitive study on the heattk

af vaecinated and uavsceinated 6- to i7-year-ald U"S" children {finding that
varcinateri individusls had a highs raLe of several fsrrns sf chmlric illness cnd

*eumdevelopmeatal disorde,rs).

Exhibit 34 - U.S. ltrouse of Represen{atives, Committee lrn Governnlent Refom,
ConJtricts af hterest in Y*t$ne Foliq, *fa*irg,, J*ne 15" 2000 {discussing &e
eo*Jlicts of inieresl that vacciae pclicy-makers have with pharmaceuticai

conrpartie*)"

Exhibit .35 - CSC, ltloticr ta Resders: R.ecanmendetl thildhoad lrnwunizalion
faheduJe -- {inited S{clcs, JfffS {reflecting that *.he MMR vaccine wss on the
chitdhood irnrnuniaati{}n schedule whrn rhe CnmndHec +n Government Reform
issucd its Majority StaffRrpcrr regardi*g conflicts of intere.st in Jeme zffifi).

Exhibft 36 - 4? US{ 3CISaa-27, Mrndare f*r s*fer chilfhox>d rccrrnes {statutory

"rection unrJerpinning vasciae ffifsry in this cCIuntty n'hich required the United
States .Dep*rtrnent of H*lrh aad Human Sen'icrs {"H}lS"} to submit a bisnnifll
r@r1 ta Congrers de*ailing irnprovemenls made regarding r-accine $ofetyJ"
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Exhibit 37 - Infonned Co*sent,{cfi*n ilatr}i'sr* r'- lfFlS, l8-cv-{J3215" Sriputration

& firder, dated July 6, 2018 (eviderrcing that HFIS hes aever once submitted a

reporl ts congrcss as rcqxind by 42 U$C SSSaa-2?").

Erhibit 38 - HtlS, fi.esponsc t$ F'rdsrn of Inforrnatiort Act Raquest tedmiuiltg
that the Task Force fcs Safer Childhsod Vaecines requircd by 42 U$C 300aa-37

wa* disbarrded in 1998)"

Exhibit 39 - Fhysieians for hr&mrd Consenq.&/ecsles Yhat Psrex*.ffced to Knsw,

{detailing lhe benefim d risks ofthe MMRvaccine}"

Exkibit 4S - Archiven of Pdiatrie & Adolsemt lvtedicine, Fe/sistence of Measlu
Antihodies Afier 2.Oe$er af &fr:ar;lex Ysccine in a Fasteiiminstirln Enviranmext

{firding that measles antibodies wane *ys time in the aibseace of circulating witrd*

tlpe mcasles].

exhibit 41 - ?he Lancet, Mwsles Yirus Infaetitsn lfithout Rs.l,h la Childh:ood Is
Relctsd To frisearie In Ad*ltlr$ {evideueiag as$ociatioff b€trreen a ncgativc his*oty
sf measles and develo'pmerit of immunorerctive diseases, sebaceous skin disases,
degenerativa disrasesof bsne and car*iiage, and certain trmors).

gxhibii 4? * CDC, Yaccise Adverse Eveot Reporting System {VA€RS) Rr$rlts
rssults of the nunrber cf irrdividunls rmciviag a measles-coirtainiag vac*ioe in

?013 that rquired a bospilat, svredical offrceo or emcrgsf,cy tpam v,isit after
v*ccir*ation).

Exhibir 43 *CBC" Yltal Ststistirr. af the {Inited States 1948-}960 (shoving that the
death rate frsm meesls in the United States declised by over 98 percent between
E9CI0and t962)"

Exhi il 44 - Brain & bevelopnent, Sponfaneoas improvement of intractable
tpileptit seizures fal{owixg urute virat in{ettiotts {sho*'ing that seiz:$:*s
disappared withirr two w*eks sfter viral infclions sueh cs aeasles).

?agt l8 af26
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lVl:rerr protided an npporfun:'ty to rebut rny of rhe foregoing evidence. lhe Pe.titisner dslined to

preffer any *videnc.e in rebutral. Addirionally. Mrl Fried zubmined suffrcisnt evidence that her

othgf children have suf{br'sd from ilcd**ate t* ssrere adve$e vaccins reections" Rtspond*nt-

Appellent r l{enring Erhibit 92, D*clsr{tiot of Judith Fried, Adverse Reaction.

Thus, tlre urdisputed *videncc rcflegts thsf the MMR vaccine {br the child was not

medically appropriate, as the risks of injecting &is prdurt ints the child CIutweigh the benefits.

v$I. TI{f,, SU*TITIOII$ SSOIJL} B€ DISIlflSSf,D BEfAUSE THg COMMISSISHER
AHI} BOARil}'$ ACTIOI{S VICILATE THg STATE AND UI{{TED STATES

CONSTITUTIONS

?he Tribx*al stprdd dinrniss the Sunrraons kause the Comrnissioner's Order snd

Resclurion violatc NCIp york cnd United Stats Crrlstirutioos. dlthough this tribunal is unable to

rule on i*ue* of Constitutional law,e Mrs. Fried rss&rves all issues and all Corrstiturional clai.ms

fcr appe*l" ir.:clading br$ nor linired to, the followiug:

First Amendmend Fr*e Ererc-ise sf R*ligion;
Fourreerlth Aareadnrer'lt, Substarrtive Duc PrCIcms and €qual Fxlt€ction;

Fou*h Arnendrilcnt, {Jnlan'ful Se*nh and Saizure;

Fifth Amendmsnt' Prefdural Dt* Rucms;
Eigflth Aper,r&nmt" Crud and Unus$at Funishnrent;
't'l intlr Arnendrnent; and

$ther Unenumeratd Righb"

Pgilr4Hp roR R[Llf,F

Th6 TribunaE shar.rld reverse &e Heariag Officer's decision to sustain the Strmnrsns fpr

the reas,ons stated above.

3 *Resg:ntlrnt't Conrtilutit:nal claiml tmder tbs Fiest Arnsndmcnl" the Commerce {lgus€- zubslantivr Chre Prpcess'

nnd Stare and Fcdcra! privacy rights are not properly adjudicaled by this Tribunal.- TLC. t'. Fsrntne Limousire-r, lEc.'

Appcal No. JR*lXjg?if {Uu*t A 2Sl9} {citing A{{ r'- "6tf.S Pre.snancy C*u€r" Appeal Ho. l?0@5HR $unc 29'

:iif *l {n"a;og that rhe Tribunal was:noi the pmper f,orurn for adjudicating First Amendmeni claims as a defe*se to a

,.*roiory r3i$ccgre schcmc);.to1'f r'. Aih*a Gang, Appeal Nos. 160l?34-41 {Jmuary 5, ?017} {firdirrg t}at the

Tribunal is nor rlrr proper frrum !o ad-iudicatc a clairn of Coasitutional rigbt to prirracy); lX--'l r'. tfr. C's Qr/es,
Appeal lis- 05390gj? {Fetrruary 38, 201 ?} ifinding that the Tribunal is *ot lhc pm,pcr forum lo adjudirate a Cornnr€f,Es

Clause challeng.el"

Page l9 of20
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DOHMH v. Judith Fried
30304-19L0

I. The hearing officer did not err in finding that the Commissioner's Order did not expire

on April 17,20Ig and Respondent was in violation

The hearing officer was correct in finding that the New York City's Department of Health

("Department") Commissioner's Order dated April9, 2019 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH
v. J.DOE., Appeal No. 30329-19L0 (December 20,2019) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30304-19L0's ("Summons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, o'only

allow[ing] the Board to continue the order 'as is" ..." (Appeal page 4). Respondent would like to

add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the 11205, 11206, II2ll and II249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg atea,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak. See e.g. Commissioner's Order (8th paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

York; and.."); cf Resolution (15th paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 4) that Petitioner conceded on page 58 of the

hearing transcript that the Commissioner's Order expired on April I7 ,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since

Respondent's child lived and resided in the applicable zip code,lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affirmed.

II. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(cX2) and (3), which states, in relevant part, that a "summons must

contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent

with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the
section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential

facts to constitute the violation: the date the records of the child were reviewed, that upon that
date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be
violated as the Summons states the requirements of both the Commissioner's Order and

Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent
from knowing the elements of the violation or being able to put on a defense to the allegations.

See TLC v. Shaikh Ali, Appeal No. 10105610C (April 5,2019) ("The identity of the vehicle is
not an element of the charge and is therefore irrelevant to whether or not Respondent received

adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is
not warranted. See TLC v. Tawfik Al Shammaa, Appeal No. 721403484 (November 13, 20ll).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presentitrg 44 exhibits concerning the measles vaccination and its medical

appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,
Appeals No. 10087317C (March 12,2018) ("Finally, the respondent prepared for the hearing by
taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed.

III. The hearing officer did not deprive the Respondent a full and fair hearing by declining
to order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "IJpon
request of either party, a Hearing Officer may grant an adjournment for the testimony of an
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Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a
fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing

officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordon v. Brown, 84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed.

IV. The hearing oflicer did not deprive the Respondent a fair hearing by refusing to allow a
reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the sufilmons. Clearly, counsel for the

respondent was able to inquire and receive responses on all questions relevant to the allegations.

The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

V. The Summons should not be dismissed because Respondent alleges the hearing officer's
decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(gXl) provides that "the Appeals

Unit within the Tribunal will determine whether the facts contained in the findings of the

Hearing Officer are supported by a preponderance of the evidence in the record, and whether the

determinations of the Hearing Officer, as well as the penalties imposed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony

provided as he cites to the arguments and evidence presented by each side. The issue here is that

Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse

the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is

based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld

since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.10112809C
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(November 15,2019), citing Berenhaus v. Ward,70 NY2d 436 (1987); Matter of Ifrah v.

Utschig,98 NY2d 304 (2002).

Accordingly, the decision should be affirmed.

VI. The Summons should not be dismissed because Respondent alleges it is arbitrary and
capricious for the hearing officer to sustain the Summons

Respondent provides no basis for their constitutional argument that this Tribunal cannot sustain a
suflrmons that requires a child under twelve months be vaccinated since the decision is arbitrary
and capricious and lacks rational basis. We agree with Respondent that constitutional arguments

are beyond the scope of the Tribunal (Appeal page 19, footnote 19) but the Summons does not
require constitutional conclusions to be decided.

The violation in the Summons is within the jurisdiction of the Tribunal as provided in Title 48, $

6-02, which states that "the Tribunal has jurisdiction to hear and determine summonses alleging
non-compliance with the provisions of the Health ... relating to or affecting health within the

City and any other laws or regulations that the Department of Health and Mental Hygiene has the
duty or authority to enforce."

Accordingly, the decision should be affirmed.

VII. The Summons cannot be dismissed pursuant to New York City Charter Section
10ae(sXa)

The ability for a hearing officer to dismiss a sufirmons in the interest of justice pursuant to

Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4Xb).

Charter $ 1049(5X". .. an administrative law judge or hearing officer may dismiss a notice of
violation/or a specifted violation, as defined by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ubdiv is ion")(emphasis added).

The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5)(a) is not applicable

and cannot be used to dismiss the summons. Further, even if Charter section 1049(5Xa) was

applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.

VIII. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As Respondent concedes in their appeal (page 19, footnote 7), Respondent's Constitutional
claims cannot be properly adjudicated by this Tribunal. See, e.g., DCA v. EMS Pregnancy
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Center, Appeal No. 170095HR (June 29,2018) (finding that the Tribunal was not the proper

forum for adjudicating First Amendment claims as a defense to a statutory disclosure scheme);

NYC v. Aihua Gong, Appeal Nos. 1601234-41(January 5,2017) (finding that the Tribunal is not

the proper forum to adjudicate a claim of Constitutional right to privacy); DCA v. Mr. C's
Cycles, Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper

forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.
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Appeal No.30304-19L0 DOHMH v. J. Doel April24,2020

APPEAL DECISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated

September 25,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to comply with an order of the Commissioner of Health to have an infant vaccinated

against measles.2 Having fully re.,,iewed the record, the Tribunal finds that the hearing officer's
decision is supported by the law and a preponderance of the evidence. Therefore, the Tribunal

finds as follows:

Determination
Violation

BACKGROUND

In the summons, on.May 13,2019, the issuing officer (IO) affirmed reviewing the records of
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on May 10,2019, and

observing that Petitioner's Citywide Immunization Registry (CIR), which collects immunization

records for all children receiving vaccines in New York City and which is required to be updated

by medical providers, had no record of measles immunization for Respondent's child, who was

at least six months otd and resided at a stated address in Brooklyn. The summons alleged that

Respondent's failure to vaccinate the child was in violation of a Commissioner's Order, which

was issued on April g,2}Ig,pursuant to Article 3 of the HC, in response to a public health

emergency, and which ordered that all persons who live, work or attend school within certain

specified ZIP codes in Brooklyn be vaccinated against measles within forty-eight hours of the

Order. The summons stated that the Order was to remain in effect until the next meeting of the

New York City Board of Health (BOH) scheduled for April 17,2019, "at which time it may be

continued of rescinded by the Board." The summons furlher alleged that on April 17, 2019, the

BOH approved a resolution (Resolution) continuing the public health emergency and

vaccination requirement and providing that the parent and/or guardian of a child who is not

vaccinated be fined unless they demonstrate proof of immunity or that immunization is not

medically appropriate the Board." The summons further alleged that on April 17, 2019,the

BOH approved a resolution S.esolution) continuing the public health emergency and vaccination

requirement.

At the hearing, held on September 2s,z}lg,Respondent was represented by her attomey. Petitioner was

represented by its general counsel, another DOHMH attomey, and a DOHMH physician. 'lhe lO did not

app.ar.' Petitioner relied on the summons and the DOHMH physician's testimony and knowledge of is
records. The pa(ies agreed that all the arguments made and evidence submitted in the hearing previously

t J. Doe is used here to protect the privacy ofRespondent's child.
2 The Health Code is found in Title24 of the Rules of the City of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing offrcer ruled that the IO was not required for

Aooeal Determination Penaltv
$1,000Affirmed - In Violation

Summons Law Charqed
10304-19L0 HC $ 3.05

DATE MAILED:

,ATTY:

to a fair and
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Appeal No, 30304-1910 DOHMH v. J. Doe p.2 of6

held for Docket No. 301 98- l 9L0 were to be incorporated in this hearing including the Commissioner's

Order and the BOH Resolution. Respondent did not deny the essential facts ofthe summons, specifically

that an emergency Order to vaccinate was issued, that the subject child lived in one ofthe targeted ZIP

codes,a and that the child was not vaccinated. In the prior hearing, Respondent argued that the Order had

alrcady expired on the date ofthe summons and Respondent could not be charged with violating an expired

Order. Respondent argued that because the BOH Resolution had terms that differe.d from the Order,s and

because the Resolution did not specifically strate that it was continuing the expiring Order, the Order was not

continued. Respondent fuiltrer argued that although Petitioner could have charged a violation ofthe BOH

Resolution, in fact the charging language was only for the Order. In addition, Respondent mgued that

Petitioner did not establish that it was medically appropriate for the subject child to be vaccinated.

Documents previously offered by Respondent regarding the efficacy and safety ofthe vaccination in general

were also incorporated in this record. For this hearing Respondent asked that the summons be dismissed

because it was served in person after 11:00 P.M., which Respondent argued was improper. In addition,

Respondent argued ttrat the measles vaccine was not licensed for children under 12 months of age, and

submitted declarations that the child's sibling previously suffered from moderate to severe adverse vaccine

reaction and that the parent has a religious odection to the vaccination.6 The declarations were taken into

evidence without obj ection.

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the

Commissioner of Health authority in an emergency to exercise the BOH's power to issue an

order, which would be effective until the next BOH meeting, and that the BOH continued the

Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.

Petitioner argued that Respondent was in violation of the Resolution, which itself constituted an

order under HC $ 3.05, for which notice was provided in the narrative of the summons; and that

the Resolution was byits terms effective immediately,thatis, on the date of issuance.'

Petitioner's previous submissions, incorporated here, included "Frequently Asked Questions"
regarding the measles vaccine, published along with the Order, and a copy of the decision in C.F.

v. The New York City Department of Health and Mental Hygiene, denying injunctive relief from

the Order, claimed on scientific, religious, and moral grounds.8 The DOHMH doctor testified

that the Advisory Committee on Immunization Practices,e which sets the national standards for
vaccination, states that during an outbreak, MMR vaccine may be used for children ages six to

eleven months and recommends vaccinating children in that age group prior to intemational

travel.l0 She testified that the Advisory Committee does not consider reactions in siblings to be a

a In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by

several sourcei, including health care facilities, but was not able to say which source provided the address ofthe
subject child. Respondent, however, did not assert that the subject child did not live within the affected ZIP codes.
5 Respondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,

preschools or child care serviceso the Resolution included those attending school, preschool or child care; and where

the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
6 In the audio record, these declarations are refened to as affidavits, but the record does not show that they were

sworn to.
7 As this summons was written after the Resolution's three-day publication period, Respondent did not pursue its

earlier argument challenging a summons that was issued during the publication period.
8 See 2019 NY Slip Op 31047 (April 18, 2019).
e As noted in an earlier hearing, the DOHMH doctor was referring to a committee of the Centers for Disease Control

and Prevention (CDC).
to'MMR'stands for Measles, Mumps, Rubella.
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Appeal No. 30304-1910 DOHMH v. J. Doe p. 3 of6

contraindication, and pointed out that the parent did not submit documentation of a medical
exemption for the child. Petitioner's counsel also noted that the claim for religious exemption is
not a legal defense.

In the decision, the hearing officer reviewed the arguments of the parties and found that the
BOH, by its April 17,2079, Resolution, continued the Commissioner's exercise of emergency
authority, which operated to continue the validity of the Commissioneros Order of April g,20lg.
He noted the record made and evidence previously submitted on Constitutional and scientific
arguments and found that they were beyond the scope of the hearing. He credited the testimony
of the DOHMH physician that an adverse reaction to the MMR vaccine suffered by a sibling is
not a medical justification to withhold the vaccine, and that a medical exemption was not
established because Respondent did not provide a doctor's note. He also found that a religious
objection was not a valid defense to the charge. The hearing officer rejected Respondent's
assertion that service was improper because it was made at I I : l5 P.M. as Respondent could not
cite any regulation or case law to support that argument. He credited the allegations contained in
the summons and found that they support a violation of the cited section of law. He found that
Respondent had failed to provide a defense and sustained the charge.

On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0
relevant to this and other cases regarding compliance with the emergency Order to vaccinate
against measles.ll Respondent urgues that she did not have a full and fair hearing because she
could not cross-examine the IO to establish whether the MMR vaccine was medically
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner's expert. Respondent argues that the summons should be dismissed
because the hearing officer's decision lacked a rational basis; in the interests ofjustice pursuant .

to New York City Charter (NYCC) $ 1049, found in Chapter 45-A; and on New York State and
United States Constitutional grounds, which in this case would include Respondent's objections
on religious grounds.

Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0.
Petitioner asserts that the hearing officer was corect in finding that the Order of April 9,2019,
was continued by the BOH Resolution, citing the Tribunal's decision in DOHMH v. J. Doe,
Appeal No. 30329-19L0 (December 20, 2019). Petitioner argues that while HC g 3.01(d) allows
the BOH to continue the Order as is, it does not limit BOH action to continuing or rescinding the
Order. Petitioner repeats the argument that the Resolution continued the Commissioner's
exercise of power as it repeats the Order's main directive, that people living in the specified, ZIp
codes be vaccinated unless they can demonstrate immunity or a medical exemption. Petitioner
asserts that Respondent was in violation whether the language of the Order or the language of the
Resolution is applied. Petitioner argues that the summons provided adequate notice of the
charges pursuant to $$ 6-08(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the
hearing officer did not deprive Respondent of a full and fair hearing by declining to order that
the IO testifu, as the presence of the DOHMH physician, who had knowledge of the records, was
sufficient.

lr As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New
York City Charter (NYCC), and, Matter of Blockv. Ambach,73 N.y.2d 323 (1989).
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ISSUES ON APPEAL

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the
hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW

HC $ 3.05(a) provides as follows: "No person shall violate an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an
imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such
emergency, the Commissioner may establish procedures to be followed, issue neoessary
orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedures, orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modiff any provision of this Code
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any
other power of the Board of Health to prevent, mitigate, control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the
Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power.

Code $ 17-I48(c) provides in pertinent part as follows:

Whenever the board shall have declared any conditiono matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any area thereof and that personal service or service pursuant to subdivision a or b ofthis
section of an order or orders requiring the abatement, removal or correction of such
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such
order may be served by publishing the same for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such
publication and such publication shall be sufficient notice of such order and of the
nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions of this chapter.

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part:

IT IS FURTF{ER ORDERED that the parent or guardian of any child older than
six months of age who lives, works or resides within [four specifiedZlP codes] and
who has not received the MMR vaccine within forty eight (48) hours of this order
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being signed by me shall cause such child to be vaccinated against measles unless such
parent or guardian can demonstrate that the child has immunity to the disease or
document that he or she should be medically exempt from this requirement.

48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the
summons by a preponderance of the evidence. The Respondent has the burden of
proving an affirmative defense, if any, by a preponderance of the evidence.

ANALYSIS

The Tribunal affirms the hearing officer's decision.

The hearing officer credited the testimony and allegations contained in the summons and found
that they supported a violation of the cited section of law. The Tribunal generally defers to the
hearing officer's credibility determinations and finds no reason not to do so here. See NYC v.

Michele Radolovic, Appeal No. 44124 (January 18,2007). The essential facts were not denied.
Pursuant to HC $ 3.01(d), an Order of the Commissioner of Health was signed on April 9,2019,
requiring that the parent or guardian of any child older than six monthso who was living in the
designated ZIP codes in Brooklyn, and who was not vaccinated against measles, have the child
vaccinated within forty-eight hours unless the parent or guardian could demonstrate that the child
had immunity or could document that the child should be medically exempt. The Order was

enforceable as of April 11,2019, and remained in effect at least until the BOH met on April 17,

2019. Respondent argues that the summons must be dismissed because it was issued after April
17, when the Order expired. That is not correct. The summons was based on an examination of
Petitioner's records that took place on May 10, 2019. That examination provided uncontroverted
evidence that the child was not vaccinated as of the inspection date, thereby also establishing that
the child had not been vaccinated during the 48 hours specified in the Order. As the BOH did
not rescind or disavow the Order, the Tribunal finds that Petitioner's authority to issue a

summons for failure to comply during the specified period was not limited by any subsequent
expiration date of the Order. In fact, a summons for a violation that took place during the
specified period could have been issued after that period even ifthe child had subsequently been
vaccinated.l2

Respondent's contention that Petitioner failed to show that medical appropriateness was

established was correctly rejected by the hearing officer. By the terms of the Order, Respondent
was to demonstrate that the child had immunity or to document that the child should be
medically exempt. This was an affirmative defense for Respondent to establish.l3 There is no
evidence in the record to show that Respondent offered any such proof of immunity or
documentation, such as a doctor's note, that vaccination was medically inappropriate specifically

12 In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide
Respondent with reasonable and accurate notice ofthe charges as required by 48 RCNY $ 6-08(c)(2), in part
because it did not inform Respondent of which order he or she was alleged to have violated. The summons was

clear I alleging that there was a violation of the April 9, 2019, Commissioneros Order, and the Tribunal finds that the

facts alleged in suppo( of that charge satis! the notice requirements of 48 RCNY $ 6-08(c).
13 

See DCA v. Best Kept Secret Airport Parking, Appeal No. 05426379 (November 2,2018) (after admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the
licensing requirement).
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for this child. In addition, the Tribunal finds the hearing officer's ruling that the IO's appearance

was not necessary for a fair hearing to b.e reasonable. Parties have only a limited right to cross-

examination in administrative hearings.'* Respondent did not offer proof to contest any of the

essential facts alleged, and the DOHMH physician, who was available to testiff, had personal

knowledge of the same vaccination records examined by the IO. As to Respondent's request for
dismissal in the interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that
provision is not applicable to violations of HC $ 3.05. It is also noted that Respondent concedes

on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the

summons on the date it was issued, that Respondent was not prevented from having a fair
hearing by not having the IO present for cross-examination, and that Respondent did not
establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to
comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit

ta 
See Gordon y. Brown,84 N.Y. 2d 574,578 (1994) (there is a limited, due process right to cross-examination in

administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,

and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony

where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no

claims of any defects or reliability issues with the test).
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PROCEE D INGS

H.O. DAVID LEUNG: Okay. Werre on the

record. Todayrs date is September 25, 201-9. f t's

LI:23 in the morning. We're here today on the

Department of HeaIth issued Summons No. 30373-19L0,

MMR Vaccination sunmons issued by the Department of

Heal-th. We have an attorney for DOH here.

MR. THOMAS MERRILL: Thomas Merrill-.

H.O. LEUNG: And we also have an attor-, frm

sorry, a physician from Department of Health.

DR. JENNIFER ROSEN: Jennifer Rosen.

H.O. LEUNG: Dr. Rosen, do you swear or

affirm the testj-mony you give wil-l- be the truth?

DR. ROSEN: Yes.

IWHEREUPON THE WITNESS, J E N N ] F E R

R O S E N, WAS DULY SWORN. l

H.O. LEUNG: Thank you. And for Respondent?

. MR. AARON SIRI: Aaron Siri.

H.O. LEUNG: Mr. Siri, do you waive the need

for translation? Do you understand the penalty

carries the cited section of law carries a penalty

of $1,000, that both sides have a right to appeal,

and that you have a right to have the summons read,

read out, which you waive. Is that correct?

MR. SIRI: Yes, Your Honor.

H.O. LEUNG: Okay. do you incorporate the

Gcncvo Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018

4
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evidence, testi-mony and documents provided in

previous hearing 30198-19t0?

MR. SIRI: I do, as well as the arguments

therei-n.

H.O. LEUNG: Department of Health, any

objection to that?

MR. MERR]LL:

efficiency relying on

record.

No objection for the sake of

the Iunintelligible] t00:01:091

H.O. LEUNG: Okay. Since Mr. Siri has

waived the formal reading of the sunmons, I'm going

to turn to Department of Health.

MR. MERRILL: Your Honor, we've gotten a

Board of Heatth resolution and the Commissioner's

Order were part of the totality of record. In this

case, the registering was checked at June 4th. The

infant chrild was Iunintelligible] 100 z01"z28l tj-me and

was not vaccinated despite the lunintelligible]

[00:0l-232].

H.O. LEUNG: Mr. Siri?

MR. SIRI: The only additional defense is

that this parent has a religious objection to

providing the measfes vaccine to their child.

H . O. LEUNG: f rm going to mark thj-s

religious exemption affidavit as Respondent's 96.

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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Any objection to this coming into the record, Mr.

MerriI I ?

MR. MERRILL: I have no objection to it

coming in, Your Honor.

H.O. LEUNG: Okay. And just on the record,

how wou.l-d you like to respond to this?

MR. MERRILL: I would just respond it does

not affect the order and violation.

H.O. LEUNG: fs there anything else you want

to add, Mr. Siri?

MR. SIRI: Can we just see the affidavit of

service ?

H.O. LEUNG: Oh, sure.

MR. SIRI: Thank you. Thank you. Nothing

further, Your Honor, on this one.

H.O. LEUNG: Okay. I have enough to make a

decision. Both sides will receive my written

decision within 30 days. Thank you.

IEND OF HEAR]NG]

Geneva Worldwide, Inc.
256 W 38th Street, 10th Floor, New Yorkn NY 10018
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CERTIFICATE OF ACCURACY

I Devin Turpin, certify that the foregoing

transcript of Department of Health & Mental Hygiene

v. Simon Josef on September 25, 2019 was prepared

using the required transcription equipment and is a

true and accurate record of the proceedings.

Certified By

,nry
Date: November 9, 2020

GENEVAWORLDWTDE, INC

256 West 38th Street 10th Fl-oor

New York, NY 1-0018

Geneva Worldwide, Inc.
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Srnc-E m lnurilrsrnfftrE Trorus *ilg HE*nnffi$ :"::::T3.:l "o"'
l'trlre Ohdsb|l 

B'ooklYr'' HY i{an

DECt$t0lt

DEPARTi,ISF{T OF FIHALTH &

MSN:TAL ilYGIF}{F-

*against-

stfttoil JosEF
21?KFAP STFIFET, #41-

SROSKLYH,NY 11211

{Re*ronden$

Violation/Surnrnons l{c. : 3037}1 SLO

Becision Date: 9tr511*19

Hearing Officer Leung Eavid

Respondenfs Rep.: Asron $iri, E*q-

Fetitioner's Rep.; Tbornas fderrjll, €sq., Loraine Pesn€,
, Esq" and Dr. Jennifer Ro*en, MD

Type of ,Hearing: ln Ferco#l

Sunrnary Disposilion: Susrain€d

UH€
fTEH

unL
CODE

c$fitrtTtOH
tsElrERtwl

cotr€
sf;cTloH

F t{Dl}'lcg DECtStOt
co$E

PEI,IALTY

1 N FI 3,SS The surnmons alleges *rat on Jun6
4, 2CI1 9, Respondent, the par*nt nf a
drild yrtro is at least S monlhs sld, {ailsd
io mmply vvilh the Cornmis*ioneCs
Order. in violation sf HYC l"lealth Coda
3.05-

Petiliryrer introduced a copy of ihe
Commission#s Order {P1} and the
Hea]th Bsard's Resolution {P2}. dsted
April 9, 3S19 and April 17, 38tg
res@ivefy, ufierein the Sofirnis$ioner
declared, and the Bsard re€otved, Srat a
purblic heafth e{yrergency exist*d
purzuant to NYC Hea$h Cs'de 3.01" The
Commissioner. by her Order, and the
Soard, by its Resoiution, dir+ded that
persons Eix rnonths tf age or dder txiro

live. wsrk or regide in cerlsin zip d*s

$ustrainad fi,s00-00

#{#-
Surnnrone#: 3CI373*19L0 09125€fi19

Pege 1 o{4

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 77 RECEIVED NYSCEF: 01/04/2021



in lMlliameburg, Erooklyn, uilrirfr
indudad zip code 1-1211 {raspordent's
zip,corl8], be ua€inatBd agsinst
measles, demonetr8te immunity tc
measies, of glEur proof of an
arcepta$e medical excep*ion.

'Petition€r relie.d upon ihe s$rom
statern8nts of the issuing inspector, and
tlre evidense s{rbmited at t}re heaing-

Respondent argued that the
Commissionds Order {P1}, exp{red on
Apdt 17, 2019, arid thst the stlmrHons,
whidr alleger an o&urrence dete of
June 4, ?019, must tfrsefbre be
disnissed because Reapondenl cafinst
be iiable forviolalirry am ery*red CIrder"
. ln suppu'tof ftis argumerd"
Respondenirc*ied uryr the last
paqagaph oltlre Order. wfrictr *deq

:-Ttt*s Order shall rsmain in afied until
tre next moeling of $ra NYC B€rd of
lleallh *chedded for April 17. 3BJS, at
ufiicft tirpe it rnay be continr.rd or
rescinded by the Board-'

I find that tfe t{YC H€a}*r Board, bg
its Apil 17. 2019 Resolution, eofllinrred
the Csmmissisnet's ex*rcise of
ernerg*EtrV a$hryity, wtri,eh ogerated to
cmlinue fw validlty of the
Commissionefs April g, ?0i19 Or:der.

Respordw$ r*ade s v;ldefy of
corstihniond and scientifie argunant*
and e*nllenges to the vdidty o{*w
strnfixrrs and the MMR wcrjne, tfe
eficacy and sabty of the iilliiR yeocirre,

and tha fundementalfaimess uf
raouiring lhe itrMR yacc*ne" ln suppwt of
thes* argumenta" Reaponderlt pravided
sr.&'dsntial #cumer'lation.
{Resnonderfs 'l lo 45}.

Felitioner espondd by staling Ftat
lho validity and effmy sf lhs ilrMF
vaceine and lhe Commisgionet's
authoiity ts issue an emerge*ey Srder
was setded in recent litigation {P4 is a
cryy of a dedeisn by Hon. Lau.rsnc€
Knipel" wfii*l ruled sn Sle.gE:iaeuae)"

I Fnd lhet Responde*t's
c$n*itutional end scierrtific argurnenti

Summons* 30373.1SL0 09/25/2019

Page 2 ol 4
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are bsysnd tre *cnpe of the hmring,
and eecordingh, I malte no fndirge ae
to ik velidtly of RasFs:tder*'s widsrce
srsrg[rmentr in these sreas"

On the merits nf F** ca*e,
Rryondanl auhrni*ad an affidavit
destirry to Resptrdfffs refqiaus
ot*edian to the iillitR vamtrc. {RS}
Fetitircner replied tH a raligbrs
sbiedtan ia nd a vdid #fetsa to fie
allqetiurt"

I srcdt *u Segnlisnt cry*afuud in
Bre surrrmonc w,d fird trd ftfy $Wryt
a v*otat*n sf ttr€ c*ed Eeclim af larlr. I
credt re*p#enfr witlence hctfird
&d it dcerrst erwie a dc,&n* h fte
€eagdiorm. Une lt*r'l t* ns, afud
and the sbtutuy rfvd penalty d $n,0&
b *l$b6*sd.

ffirfi; st,os8,0o

$ummon** 3037$19L0 &9/25n8rg

Pqe 3 ol{
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Yorr qryel blu$T bs r*mhmd by lhc OATH l*rfr5s Divisfut
ri&h !|t drvs of rl- &cirfun d&, u f5 dqrr if rbp &sickn ws
mdlod lD yon-

A"o qfFE t ytu *ft * pay rha firll pan@r:

r1,rc.grv*,,bdftryrk

flnrg$fdF rtpplis*kro, rllc

Ytrrt [t,rY
APFHaL IT r lf lror**m*otpnlrboc*w otr

tCIrld lrc-S*:r tg m&mining

Page 4 af 4
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CNTY OFNEW VSRK
DEPT. OF HEALTH AND

Simon Josef

Rryndemt-Appella*1,

D*rpt. ofllealrh & Mrntal tlygiene of the City of New
Ysr&

NOTTCE OF AFPSAL &
ITIEilf,O*ANDUM OF N.Altr

Surruaons: 303?3-I9L8

v

Patitirrner-AppeUce

r\sOTtCE OF APPS*L

Respoudent $.irnn* ft'$ef {*Mr" Joa$} bereby app€als the dmision on Summon* Hunaber

303?3-tql-0 {the'Eummons"). 
i

F*,EL$ilIHAnY $TATE$dENT

On Friday, April 9- ?819, Oxiris Barbol, the Ncw York Cily Commissiorrcr ef L{€atth *Ed

Mmtal Hygieme {*16 
*'Co'mmirsionerJ issud an ftder {the 

oConmissiouer'g Ordtr"} requiriag

that ccrt*in +ateg*ri* of perryIe iB cffiai& zip codes be iqiectd qritlr lvierck's product M-M-R-II,

also laprvs as thc measlm" rn{ilrrps; rubella {*MhIR:?, rvithirr foffiy-eigb{ hours sf the

Comrnissionrr's ffer. Pctitioner-Appellee's Hrering Erhibit l -

On Apri! 1?. ;&19. the Departma:t *f Health and Mentxl llygiare of the City sf Hew York

Soard of Healqh {1he 'iBonrd"} creat*d a resolutinn {the 
*Resolution"} which also requir*d

sdministration of the il{b4R vaccine* but defined *hat constituted a "nuisansen' c*ruplacly

di{Iermtly, apptied it ta different categories of irulividuats, had * di{Iercnt age rangq prcvidd for

: On Or"loher 35, 2S19, Mr. Jo*cf submittcd a Reguest for Ext*nsian a,f llime ro F{le ASryeat OATH appmv$ rbe

requss{ sn Novcmbci l* ?GI9. and set *rt dmdline ro file this agral for Wcdncsday,.Dectnrber 4, 2019-

Fagc I ofl9
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diftbrrrrt penaltirs, and contained other material differencs as detaild bclow, Peti$oner-

Appellee's lleari*g Exhibit 2"

On June 4, ?S19, Mr. Josef xras cited ns having viclutcd the Commissionerns r;dsrby aot

Fmvidi,ng ei&rrproofof immurrity orproofof MMR vaccinatioa for his child H"FJ- {the 
*child'}-

Exhibit"\ $u"nm6o*-

The Corsmissioaer mud caHiioustry rsserve tlrc use of hrr emeigsney powcr iu avoid

abusingrbataurboriry. WhentheCornmissioaerandtbe Bcarril flexerrslrrlsuspow€ra $re Tribilflal

must be eCImpr*ensive and me.tic,ulous inreviewi*g xhc Surnrrronf, healing, and dccisirx sf,,&e.

OATI{ Hcaring Sfficer. ?tr hearing lword rrlleet* thal the Srrmrnon should have bee, rti*rnissd

and tbat the flearirrg, Offic*r ileprived Mr. Josef sf a full and fair hearing" made emnrs nf law' aad

issud an arbitrary aad capricious decision-

4ACTS

OnJune420l9Mr-JosefwascitedaehavingviolatdtheCoramission#sHerby-failing

to vmeiaate his chitd with MhdR- Exhibif .As S*mmonr. fin Septenrber 25, ?St9, David L€ung

(the --Ileoring Offitcr") eond{mtd a heariug concerning the Summcns. Thc fimring Officcr

susiainsd the Srnnnous pcr deciiiom dated Septembcr 25" 3019" Exhibit S, H*aring ll*cl*ios-

All argrrmats and exhibirs erltelsd inr$ evidencc dr$ing tbc hearing are incorporatd by ref,mrcq

which includes altr argumerrts and exhibits entsed into evidcuee fur Summans Numher 30198-

lgL0.3

; ln the intmrs af j'tdicial ssrorayr the parties snd tbc Hcaring Sflicct agr*d to ifislrpornte the arguments and

exhibits fiam the haring on summsrrs number 30198-i9L$ inlo $e recsrd tg-r Mr. Joscfs b€arit1g. Rthihii C,
flrarirg Trrn**rlpt, pp l1Ll43z X{l-?42.

Page ? of t9
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STANpARp OF nEvrs_lY

*'!Yben an appeatr is frled" thn Appeals Unit will dstennine vrhetler the fast$ conlained in

rhe {furdingn of $e Hearing Officer *rc suppsrred by a prrynderance sf the e.vidence in tbe rc*srd

snd whdher *re detennirstione of the tlcarin,g Officer, as weltr as the pmalties imposcd, um

supported by l*w. Except a* providd in 48 RCI-IY $$ 3-15, 5-04 arld 5-05, tbe Appcals Uait bas

the pcwer to alfirn:, rev€r*q resand or rnodi$ the decisio* appealed hrn.' 48 Rnles of Neur

York $ 6-ie (g{li"

ARqu,ry.ffif{I

], TIIE SIIMITfOFIS SEOIJLI} BS DISIUIS$ED BECAUSE TIXE CSIHIITXS$IONAft'S
oRgga EXPIREI! ON APRrr. t?,2819, A!{D THE DATE OF OCCI}RRENCE (}}{
TEE SUN{A{ONS IS AF'?ER TIIE fXPIITATION AATE

The Sumrrions, issusd on Jtrnc 4 3$t9, alleges a viol*tion ihat occwred on Jure 4" 2019,

which is aftsr tl*e Cor,nrnissioner"s Order axpired- Therefore, the violation was untimely, and the

Tribunal rpust dismiss the $umnrons.

The Surnmoas is*ued to Mr" Jnsef aileges a violation ,sf the Commissioaer's CHer'

trxhibit fu grrmm66s. The last cenlenc€ of the "Violatisn Scscripion" section statf,s thst

"fi,espondent has fe:llrd t* ysccinats cnitrd il $r othenvise submit acceptebtre proof of irnmunity in

violation of *e Order,* Jd {ernphrsis added.) The Surntnons specifically defi*es the term o0def'

si th€ April 9, ?019, Commissinner'* Snder. The Cornrnissinner's Order cxpfuud ot April 17"

2,S19. Yet, the Summons alleges thst lvXr. .losef violated the Cornrnissioner's Ordtr on June 4,

?019. h rvaso lheref,oren gn Error of law feir the llearing Officer to alErcrr the Sutnm*ns bccatlse

ft* [ommissisner's Order ha*l expired by thc date +f the occutrence listed on the Sunmons- {Jn

tl:ir basis, the Tribunal musl dismi*s the Sumnrans.

Fage 3 of l9
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During the bearing Dn the Summons, Petitio*er-Appellee coacedsl that the

Ccmrnissianer's Order expiied on Aprii 1?, ?$19. Exhibit f, llearing Transcript, p 58. The

Ccmrnis*ioner's Order expircd because the New York City Healttr Cod* pmvides tlrat an

emtrgency action *shall be cl'fectivs o*ly rntil tre Rext meeting of tbe Board, which meeting shall

be held within fivc hsiness d*ys of the Comnrissioner's declaratio*{.1"' HY Ciry f{eatth Ccde

{NY Ciry l{Gatth Codc {24 RCNY}} $ 3.01 (d}" The Esasd convened cn April l?" 3Ot9; thus; the

Comnrissisnerns Srder expir*d on lfost date"

hering the hearing; Fetitio*er-Appellce ugued that dspite the #rder expiring an dpril 17,

2019, the Resolution conlinued the Commissiouer's Srder, and thr:s rhe Cnmmissiontr's Srdcr

w;rs still valid an th* date of ssr:rrcnct on the Surnrnons. Periticuer-Appellee's argurncat is

plainly inEprreet. The New York City Heatth Code provides that *the Board rnqy continue or

rmcird." NY Ciry Fieal& Code (HY City Flealth Code (?4 RCNY)) $ 3.01 (d) (emphasis added).

H*thing in that s*ction *atr$ &fit the Bsa d *ay amznd and eontinur the emcrgency srdsr, 0$

its f,ace, t?ral section only allo*'r the Bs,ard i* cslrtinue lhe crder.'as iE' otr to reseind the order and

issue anew order.

In rhis instarrce, the Board did not continxe the Commi$sioneros Order; Evcn &ougb the

Resolution acknaxle<lges the Cornrnissioner's Order in the preamble, ft$thing in the Resolurion

ststss it is eoatiauing the Comn:issioner''s Order. trn-stead, the Bsafil allsrved rh* Commissioner's

Order to expire and creared a ne1+' ordcr via its Resolution dated Apdl 17, 2019.

Ifflee{ the temrs of&e Commissioner's tlrder ars materially differenl fram the terms ussl

in rhs Resolution" This veriliss that the Commissioner's Order and tlre Resol,utior:. althotrg! they

bstlr address ths sarne topic, arc rrv-s difftreat directives, and as sucll nnc is not a continusti*n of

the oths. Frrs/" the Resoiutisn mtfuely rede{iccs *'ha consri*rtes a nuisanee. The Order defines

Fage,{ of 19
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the nuis*rlce *s flre prsserrcs of a person unvaceinatd with MMR.3 The Resolution defines lhe

nui*ance as the areasles outbreak.{

.lecond" the Rcsslution recategorizas individuals subject l,o the vicl*tion in several

impofiant wsys:

fl. The fsnunis$ioner's Order inckldes people who "liv& woth or rsides'* in ttre

affEetsl zip code, bur thc Res*lution only includw individuals who *livefi or

xo:kfl* in the aff:ncted zip codes. Fetitioae,r-Appeltrw'r ll**ring Exhibit* I & n.

The de*isiofl to nst islcfud* pe*ple :*.ho *reside!' 'in the xip code is im ortant.

Merrirn-Wrbster's dictionary d*fines *residd'to Ercna: *to dwell pennanentb or

cmrtinucr:slF ,CI€c:rpy a placc rs on*'s legai dornicile."' Merriam-lYcbstm's Online

Fictioxmry, *vsitra.ble dll http,s:llwww"merriam-webster.som/dictionn4dreside.

Conv.ersetry,lhat sam+ dictionaly defins *live" &s: "ls pass thlougb or speud the

durarios sf[,]'* Meniam-l,Vebslsr's *nline Diction*ry, orr.pilabla ,st

btgs:1/w*w.meriar:r-websic.r.cosddicliunary/Nite, Ttruq the Commissioner's

ffier includes prcple who wcrs nnt act*ally living i* rhs zip codes ar the time of

the Order, but wha nuintain rhelr }egal d*rniciNe there (e.9." people who werc awsy

far lhe sunmrr, nr who trive abroad for a period of time); in contrast the Resolufio*

only iaclud*s pmple who are physitally prf,sent in the area"

, 'WI{ERL4S" I also find rlirr $e pre*nre of my persnn in Willianrsburg l,acking thc MMR vxci*q uolcrs thal

vacrlnc is cthtrrr.isr medicalty €ofitra-indisatf,d or srrch permn has dcmoastratd ircmunity againsi measles, crcalcsi

an utrner€ssary asd ar,oid,ablc risk of continuing {he ourbrcakand is therr.f,orc a nuisarrr,c. as dcfi*eil in New York City
Atjmi ni srad'-c {'ode * l ?- : 43{ "J' Pt dtiouer-Appel}re't H*r ring Erhibit i "

1 *TTHER&{S" the Baard of }iealth rcgards the aforcsaid r€porrs rlf over -300 castc of rneaslcs als r-u-{fisicnt proof to
aurhorizc &e declararion thar an o$br€sk of nressle; i* oecurring ia Williarn>bprg that thratenr the hcaltlr and saSay

of Ne* Yorkeni and lr immediarcly dangrruuc to hurnan lifr and bcslth t$d ronititilIrs r putrlic nuisanee[-J"

Pelltloncr-Appellcr's Heering Erhibit I'

Page 5 of l9

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 77 RECEIVED NYSCEF: 01/04/2021



b" The Commissioner's Order includes children "older than six mofrlh.s," aad ttre

Rcs$Iil$CIn *ncludes childrer "six months of age and older." Pttitioner-Appellee's

Ileering fixhibia I & 2- Therefore, under the Commissioiler's ilrdet, chitdren

tpho rryere six months old were not required ts be vaecinated" wbereas, under *he

Rmoiution" six-month-old babies were rquirdta be vaccinatd.

c. The Cammissisnels Order doe$ not inchade cbildren wtrc attad school, preschocl

orchild csreir the Btrtrted zip eo<les, but the Resolutisn daes indude children whs

"a$endfl s*hool, prercimol or child *cre within $* affe+ted. zip coder"" Petitioner-

App*Ilen'r fle*ring 8xhibit 2,

d. The Conunissioner's Order exfepts children whose paffnts or guardinns provide

documentatiolt shorviog that Ulvfa is- not medically approptiete) whereas tbe

Resolrrtio* is rngr* Brerou$ and rquirc tlut *uch docerrnmtation meet *he

*atisf**tisn o,f, Fetitione,r-Appollee. 5

Tlrird,the pemlties are ertirely diffHffit- ?be Commissioner's Orrder includes a 'lraralRg'

&at *[ffailure to comply with this Ordcr is e violstion of $3-05 of the New York City Hcalth Cods,

and a misdeslearor for n't*ich ysu m,sy be subjacl to eivil andlor rrirninal fineq fgrfeitures atrd

pmalties, inclldiag impr,isoomeal." fttiti*ner-App*llw'r llt*ring Exhibit I. The ftroalution,

howcver, did nnt inslude this language a:rd opred ts eshafics &e civil pm*lty by adopting the

pmvision ofl-IY Cify H€alft fodc (?4 R,C:bI]/] $ 3.1 t (a) and subjeting violatorx lo fins for each

faurily rnember, and for ach day a per*on *oistes the Resolution. This *enhaned* civil penalty

: The terminology rnay sccrrr similar bcirleen the Conrmissioner's Order and the Resolutioq horvwer, it has a lqal
disrinction- O*crrvise, tlre Bocrd *r.ould rpt havc gcnc througfi the effort ofame*ding lh+ languagc ix irs Rc*oh,rtion"

F*ge 6 oftl
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did nct cpFear in the Cornmissioner's Order but is includd in the "resolved" lareguage of tht

Resoh*ion. f

!n sunl the Resalution *hange* ffunerous tregaIy pvtinent flsptrts of tbe Conrmissioney's

{Jrdff, iacluding rbe pmhibitd crxrducl* the populatiort subject to the ordes, and the penalty. This

is pr*iscly wby nowhere ir the Resolution dm* it evtr s[ate that it is eontinuing thc

Cr:rnrnissioner's *rder- Tbe R€ssluti$n ptainly ctsatsd a nsw and distinct ordern and pa the

rquiw.nreats nf HY f,ity Health Code p4 RCNY) $ 3-Sl {r$, the Cornmirsiofler's Order cxpired

on April l?, ?fi[g-

For these Feil$ons, it is eddent that the Spard did nst contiaue tbe Comrni*sioner's Order"

The Sumlnsns eites re dste of occtlfltr*cs rras Junr 4- 2fij9. ffmeilfr the Commissio*er's Msr

expired on April I ?, zOlE, prior tc the date sf occarence" the Tribunit rnnst disrniss the Summons

because it was an ernrr of,traw for-the Heuing Officer to stlslein the Summ*ns-

$. TIIE STTI'filfOH$ $HO{'I-D BE I}ISMISSEP BECA{JSE ?TIE SUMMSHS FAITEI}
TO pg,ovmg aEAS{INABLE NOTICE TS *!R, JOSIF AS RSSUIRED BY DUE
PRSCES5 AHD T[lH ffEW YORK CITY CTTARTER g 1046

Furtbsrnmr& thc Tribunal should dicrnif$ the Srmrmens bec*$se it ftild to provide

rgasonahlc notice to Mr. Joscf. Due pracess requires that Mr" Josc$b€ provided.prr nolrcx sf the

charges so thet she rnay prepar* aild prescst an adequate delL,nse and nppornrniry m be heard.

Matter *f ${ackv- Arnbach,T3 N.Y.:d -1?3 {1q89}. The New Yorft City Charterrequires tlut, *t a

minimrrm, ttre Sunmone provide an ilccur*{e stattrmsnt sf $e matter to be adjudicatcd. }IYCC $

Itl46" The Suxrm*ns {even rvith $e Commissioner's Order and Resotruticn attachod} faild ro

€ -EISOLVED, that anv per!6n required by this declararion to be immunieed agains measles, or any Patent er

guaxlian required by it rs irnrnunirc his or her child- shsll be riolating this otdsr snd bc stbjcct to thc fincs authorized

try applicablr la*, rule and regul*ions eaeh day thal hc, sln, cr suctr chiki continues to reside, work qr atrEnd school
pr*r*lt*t or child care i* any of tlte affrcted dp codes r*-ithsut haring bccn vaecinatc*i agains laeaslex until such

iime thatrhiE ourbrcak is deciarcd to be or'*rby the Commissioncr ef lhc {}tpartmert of Health sod Mental Hygiene .*

Petitioner-Appf,lhr's llerring Erbit{t 3.

Pagc 7 of 19
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met thes'e standerds.

Bec*use the Comrnissisner's Order and the Rrs*lution ffrc ss different. due process

requirm that Mr. Josef bs reasonab*y nnd mcurately lnfarmed ef which order sbe is allegd to hav*

vialated. Stherwise" Feritioner-Appellee has deprived trer of the ability {o rr}ourlt a viable ard

eflective def,ense to tbr allegetious. For *xample, the Csrnrrrissiorsr"s Order sftd th€ Resolutisn

de*isre the term .'nuixmcrj- differently; the isdirriduals srebjacted to th* wo orders are dissimilar;

and the Commis.sioncr"s Ordcrshe*possibleimpisonmenq whereas thefi.esolutienrnaxdarescivil

penalries for eacb Say tlee order is violated ?s furiher complicatc this isssre, &c Re*okltior

e*f,srces &ese civil penalties agninst perio.s who ooreside* in &e af[hctcd zip eodes, yet the

language of the Rcsolrttion itself does not nundate the MMR vaccine f,or individuals rryho'te$ide"

in tbe affscted aip edes - only forthose who *livefi or wo*,[i within the *ffectrd zlp ccdes" and

children rvho "llve[] or attendfi scho*l, preschool, or child care s/ithin the affected zip codes"-7

Pedtioner-Appelle+'x flffiritg Exhibit tr Therefore, ttre $urunsqs (cvein with the

Csmmissioner'* Order and Resolution a$schcd) dees r,{}t provida fair norice sf rhe order t}rar ryas

altegdly violatd and as rucfo prcveats ivfr, Josef liora lneuxring an effective de&nse.

Not only dsss the Sumrnous lail to pr:svid* fairasticq but it als+ fails provide ffi accrlrale

slai€ra*rlt of the matters to be *djudiffited- The "DefaiNs of Violstion" of, the Surnrnons, as sr\iorn

la by rhe issuing ofllcer, re{br to bsth thc Comrnissisner's Order and the R-csolution *s hes distit ct

orden- This section ststes thal the Cornmissisn€rns Order required "all persons who live, work or

an*nd schonl within ZIF codes !r2tJ5,112CI6" 1 tr?t 1 and I l?491o tle vaccinat€d againct measls."

? *RF5OL1{ED, thit aay person required by thfu dcclaatioa t* br immunized again* mcarlcs- or any parrnt sr
guadian requked b;- it to ir:rmunize his or her rhil4 shall tre violxing rhis ordcr and b.e subjret to the fifls aillbsf'zed
by applicablc kw, rule and regulaticns ecll day thu hr, slre, or srch child canriaues to rc*ide. r*'orle or attsnd school
prescho+l or child carc io any cf tb'c affectd zip codrs l*'ilhout having bcrn vsesinered against messlei until ruch
tirne thar Gis outb*ah it detlaire."' Petl"tionrr-Appdler'r trlering E*ibit l. {ernphasis added"} Ttr* distinctiroa
hen*'ern thr x-ords *livc'and'lre$de* are lrgally *ignificanr" See" argumcal at Section l" p 5.
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Exhibit rl, Summors. This repit$cntstir:n of thr Conrmissinner's Order is incorrect. The

Cclnmissioner's Order did rrot include individuals who utfsnd schocl in the affected eip cod*s bur

did incl*de people *.ho "reside" irr the efl'r.*ed zip codes - which the Sumnrons fails t* ir*lnde.

Petifioner*Appelle*'s tlering f rh'ibit L

Finaltry, lhe "htails s,f Vislatien" section of rhe srr,'orn Surnmons $r'nmarizes the

Resalution as mquiring vaccinati$rr, "un*Gss they demomtrate proof of immuaity or tfuat

kffntllrizstion is notmedf*oJfu aryraptiate.* Sxhibitdq Summons. {earpha*ir addnd.} }lowever,

tlre Comnrissio$er"s Sder sr,rd the Resllution bcth state that lvlr" J$sef mu$l dernons@te a

"medical exemptioR," Frsr$ a metlical pc.rspective, these trl's tsrns are vasdy different and cause

$nceilaiilt3/ as to what Mr- Josef is rqrlird to show in s$ler to establish thal the child media*lly

cannot receive the v**eination- See, gxhibit C, He*ring Tranxcrip{ pp t4&148 {discussing

Fdirionry-Apip+lNee's definiticr: ofa'"medicat *remptian" to the MMR vaccin*]. These ambiguor.ls

and con{?ictir'g $tatsrn€nts eonfuse the rtandff:S and deprived Mr. .Iesef o rnounting a viahlc

defens.e to the Sunxnans. Furthermore, Mr. Joscf was rlcar$ not pmvided 'o€ta aecurals stata.mcrif

of th* raattsr to tie edjudicaled- a* reqxired by NYCC $ 1046-

ln smm, the. Commirsioner's Srder and the Bo&d's Rcsolution are a total irnbruglio. The

Sumaerns does nsl provide an accurate $?alemsnt af the rnn{trt ro be adj*dicated ard dsss no{

pr*vidr: a laypemon rvith reasorrable notice af wbieh or,derwes violated. Therefore, it was fia er:rsr

of law for the Hearing Ofliccr !s sllstain the Sumrncns because Fetitioner*Appellee faild to

prcride Mr. Jrsef In accurate statrrn€nt of the rnatters to be adjudicaied as required 
'by the Nsw

Ycrk City Cbarter $ 104$ and fair *otice as required by due precess o{- law, and thus the Tribunal

rngst disniss the Sur*mons.

T}TE SUMMON5 SHOULD BE A]$b{ISSED BECAUSS TIIE HEAIIT.{G
OFFICER I}{PRI\TD MR. JOSEf OF A FULL AND FAIR TffANI]{G BY

HI-
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RIfUSNNG TO ALtOl# CRO$S-SXAII{I}IATION CIF TIIE ISSUIT{G OF"FICER.
\}HERE A DISPI'ITE SF FACT IVA-S PRESEfiTSD

The Tribu*al slrould di$niss the Sulrrmons hwause it was an error *t-law f*r the Hearing

Officer to deprive Mr" Josef cf a ftll and fair bearing by rrfi:.ring to atrlow cross-exarnination nf

tlre issui*g ot$*er whers a disputc *f fsst was presented.

*A respondurt may rrqu€st the [issuiag *fiicer's] appearance if, it nrakes an ,offer of proof

t0 refute the allcgatiOas sn 6 surlullorns and it pnnsrtad* &e Rea;ing'Offrcer thst cross-examiniag

the fissuiag oflicerJ about a diryud fuct wstk* bc hptpful"* "il|fif, r,'. Yantage Associ*tes, Int-

tAppeat No" I 10fi746, October 27, 201 I ). Counset for Mr. Jo*ef proftred '1$ smss-expr*ination

of the issuing o{Scer was ns€ssary in order to esfsblish whe.ther the MMR vaecine w*s medically

appropriale fsr &e child and whetber proof of s mdical exemptioa was rsgu*ted bc,fore &s

Summons w*si$Eud. TheH*adngOf&eetrdeclind&dr. Josefls appLicatiun to cro.cs-examin€ the

issuing oflic.€r, holdiag tfuat the doctor appeariirg on bdralf ofthe Petitioaer-Agpellee, Dr. Jtlnifer

Rssen {''Dr. floren*}" was svailab}e *rd fioilld finswcr any guestionx regardisg these dispr,rtod

faet*. Ex&ibit C" Hearing Tnrccrip{ p ld- tr{owevcro lvhen que*tionsd, Fr, Rosen lacked any

knowldge of ths ftcts lmding to tbe is$unc€ of the Sunmorr a*d was rursble to prscnt any

r€spon$es lo qucstions directd at thrye diryutd facts. For example- Sr. Rosen: did nol lmow

rvher* the child wes expasd {Exhihit C, Ileriag Tr*n*cripto p f0n; did not know where Se

child's address was obtsined {Erhlblt C, Ilearing Tr,*nscriptn p 1$9h did nor kno'rx if the child

had any mtxlical ssnlrsindi{a{ion to MMR bsforc the Swillnsns rvas is$und (}Iearing Transcript

p ll?l and did not know if any Ffr$on from the hefllth riepaitmerrt bad c*ntactcd Mr. Josef to

detr:'raine if the childhad bsen gi-ven MMR before the Summons w*s issued (tlearing Tr*nscripl
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p 1 t?-r18).8

Thus. it r*'as Ra e$or of le'sr f.f,r the Hearing Officer to refuse ildr" Jss€f fte ability ts eross*

exarnine the issuing ofllcsr and de,prive Mr- Josef sf a full and fair hearing, an'J tbe Tr{bunal must

dismiss the Summons.

f}r. TTIE SUMI!{OF{S SHSULO B.€ T}ISiTTISSND BECAU$E TITE HEARIHG
OTFICER, DSPRIYSI} ltTR. JO$EF Of' A FULL AND T'AIR TIEA*I3\'G BY
REFU$ITqC TO AI;LOI# A RAASONASLE CROSS.EXAMTIiATIO.I{ SF
PETIfi GNEN-APPELLSN'S fXPERT

The Tribunal should dismiss the Sumaons boe*usc ir wrs fin srrtr af lar* for tha Hearing

Sfliccr to deprive Mr. Js ef of a full aad fair hcariag by re sing to allcw * r*asoaable cruss-

exarnination of Petitioner-Apyrellee's expert, Dr" Ro*cn.

The Hearing Sffieer refirsnd tc allow Mr" Josef's counsr,l an spportunity tr: e*nduct a

reasoxnble cross-examinfltien $f Dr" Rosen. Exhibit C, Ht*ning Trauscrip{ pp l3t-I33;248"

In fact, atost af the fueariirg tinre was devoted ts lhe Hearing OfficEr unrrasanably cunailing the

cr6ss-examirmtisn *f Sr. Rssdn snd Dr. RCIsen refusing to provide rwpo'nsive ensr#ffs tc

quesrio$s. Erhibit C, Hanriag Tr*nstripf pp n52-153. Therefsre, tfue flmring Officer

cornmittd an #ror *f larv by preventing lv{r, "losefls counsel of rhe chanee to reasonably crpss'

exami*e Dr. R$sea md deprived lvlr" J*rcf of a full and fair hearing, and as such thc Tribunal mu$t

disgriss the Summons"

V. THE SUIi{MONS SIIOULD BE Nls$fiSsgtr BgCAUSE THE HEARING
OFFICf,R'S DECISISN LACKSD A R-ATTONAL BASIS AND IS NOT
FACTUALLY SUPPORTED

?he Tribunal shcruld dismiss the Summcn+ because the Hearing OfTicer'* decision lacked

, Thir line of querticning war rcgarding &c child ass{€iatfd with Sumnrpns }'{umber 30198" 19L0, }Io*'cvrr, in thc

inlerrst ofjudiciat econr:my" the parti* and thc t{earing,Offic*r agrcvJ it: inecrporate tbe argumentr and exhibirq frorn

the he*ring on Surnrnon:; Nunbtr 3SI9&i9L0 into the record for h{r- Joscls hcsring. Ethibil C. Ile*rtng
Trarr*cript, pp ltl2-I 43: X.tt-I42.

Page ll oi19

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 77 RECEIVED NYSCEF: 01/04/2021



a rational basis antl is n*i i:actuaily suppcrted.

1tr lle.aring OfEc*r slatcri ia his *'ritten decisirrn that Mr. ]osef "reJred rpon the last

paragraph of rhe Order. rtlrich ststes, '[t]iris Sder shall remain in effect until the nexl me€tlng of

the NYC Buard uf lleatth scheduld for furit l?" 20]9, at wl*ch time it may be continud or

rescinded by the *$ard"' to rnake lhe argunaeat that the Ordrr expired on April l?,2019. Frhibit

8, Haring Oetisiou" {emphasis addett"} However, Mr. Josef did :mt rely xpon this statement

madc in the fom:n ssioner's Orde-r" Irurta4 Mr. Josefs arguffienl lvas firmly pound*d in NY

City Health Code {24 RCNY-} $ 3.01 {d} and was rnerely reinforced by the language stat*d irr thc

Commissioner's Order" In fact csro$sl br lvtr. -Inssf ftad the ehrter provision oE the rocord in

suppcrt of this argl.rmsut. Exhibit C, Hearing Trxnrcript pp 36;39. Csrnsel for Mr. Jose-f

patrsed duri*g this arguraent b*ause it nppared. as ttrough the Hearing OJIicer was nsl paying

a-trsntion. Exhibit C, Ilearing Tmnreript, p 29" Thus, the Heari*g *fficer f*ild lo censider

rpplicable law.

Msrsovir, ctxrnsel f,orMr" Jorvef made an extensive argumest rhet upholding the vislation

as $ the child rarfls unjust, cntered 45 doEurnen8 into eviderrce tc support the csnclusicn, and citcd

r* and read into ihe rmord the Hearing Oflicer'* authnrity to disrniss I sumcrons bas€d upore the

inirest *f fairnesi anri jusrice fs,ond at NYCC $ 1049 {5} {a). Ex.hibit Cr Heering TrerrcripL p

tr51 p f 72; pl83. Fetitioner.Appellee presented no cos*ter*arg$nenr rqgarding *ris issue. Tlre

Ne.H.YnrkCityCharrer$ ie*9roquireslh*HearingO{Iicertocorrsiderninefactorswhenreorhing

a detfrmination on issues {rf f,airness and jusrice; yel the Heari*g f}fTicer failed ttl address any nf

thesc l-aetors *r reach a deiarmiaation on this is$rc i* his B.ritten de.eisioil

Fufhsrnore, ccunsel flor Mr. Josef rsade an extensive argurnenl rbat rhc hxblR vaccine

*'as rxedically inapprnpriate as to ttre child and entered 550 pages of documenu to support $is
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c.onclL.iion Exhibit Cr llearing Trnurcript pp f3&f39; p t7?; FI83" The llearir:g 0{Iicer

failed to nddrsss this issue or reach a determination in his r.vriner d*isioq even though the

S'urnm$ns states "nmdically appupriateio ,*s a reastln ro forgc MMR- vaccination. The Exhibits

pre€iltsd ssg snmmflrieed in Swtiss Xbelcw"

Finally, the ll*aring OfXicer held in hix written decision ttrat the *April 
I ?" 20 1 I R esolsti$-rt

eontittued rhe eon:rnr*ssioner's exercisc *f e*nergency autlror,ity, which operated to csrttirtre th€

validily of,the Comrnissio*ers April 9, 2019 Order:* Exhibit B, tteering llecisinn" This findiag

is nct s*pported by the fbcts b€eaure b6th parties agreed ort the rec.cd that thc Cornrnissioner's

Order expid on April fi7,7&19" Exlibit C, Ee*ring Trallscripg F. 5t. The Cammissioner's

Order sagnst simultansCIusly expirc ffrd continua tc be valid. In the alt*rnative, the lle*ring

*ffrccr's findingthatthe Conrrnissisner's "exercise {}fauthnrity" r+ras cn*titrued by r}re Reso*ution

is 116r d.ispositive of the issues preated at th6 hearing beause th* Sumrnons cits Mr. Jossf as

havkrg vislsted tlre Cornmi*siomr''s wrjttea order" not the Cornmissi*net's exerci$e of emergc*cy

authority" Thsrefsre, rht Hear,ing Offics's findlng rlrar thc Board esiltinufd thn Conrmissionet's

exercise of authority is irrelevanl.

C*nsquently, the Hearing Oifieer failed to ffinsiderthc applicable law and argr:rnent rvhsl

making his deci.rion. Fsr lhese reaaons, tbe Healing Olllc.er's de*ision imlied a ralionsl basis and

|s n<rr factgaltry sr.lppcned; henee, Mr" Josefwas dqprived cf a firltr and fair hearing. and the Tribunul

must dismiss the Sun:mons.

tT. TFIE SU*{fttANS SHOULI} BE DISilIIssED PURSUANT T0 NYCC $ lt]49 {5} {s}

The Sun'*nons should have b€*n dismissed puffiua*l to HYC{I $ i ti49 {5i ta} brcause the

und,isputed rvidene* al the hearing reflecfed the fnllorving;
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Exhibit ? * CDt, ,}filf* Ysccine lnfornwtion Stater'aent {listing some of lhe slde
*ilel:ts of the Ml\{fi. vacciRe. including seirrre, full-body rash, deafncss, long+crm
scirules, soma" lcnvered corrsci<rusrresq aad brain damage).

lxhibit 3 - FDA, Sunrmnry of Clinica{ frtartignfi'rrr Scrr&'e* of {'VMRJ for
Parposes *J Supptrt far [-i*nse {refle*rng that only asruad 8$$ children
participted in the underpowerd prrJi*ensing sfudy, no-placebo cGnlr$l grCIl,lp,

and a safety r*vielv perisd sf * msre 4? days)"

Exhibit 4 - FpA, t&idtsugrrnarizingthe 2l5-pages of Exhibil 3 and including chans
that show the hig! rate of upper rcspilatory infcctioc and gasmintcstinsl iilnessm
for trisl participanis),

Exhibit 5 - lnstitute ofh{er3icine fl&M'.},ldrryrse fficts ttPertussrr and fiu&slia
Ifae*iner {dernonstrating that the avfiilable science suppons a causal relatirn*hip
betwe*lr the rubella vacf,i*e atld chrsaic sd ncute arfhritis)-

Exhibit 6 - ISM" "4dwrse Sreals Ass{}cis.te.d *'fi,h C$ildAaod trlsccines {revealing
that f,or l8 of the 22 msst reporled ,adncr$e e1'ertrrs following Mlv{R in 1994, tLre

Cnf hed $st csnductsl the science to *lelsrmine if &e MMR. was eausally linkd
to the adve,rse eve$ts; t*orve'yer, the availabtre seiecce did show that MMR wa-s

c*usally ti$kd to anaphylaxls, throrlrbmytopenia" and death)"

Exhibil 7 - IOM" ".{dvsrre Efe*ls of Yaccixes, Evidm* and ,Causalif {showing
that in 20i2, the CfiC hnd flof cCInduo €d thp science t* detffrain€ if 23 *f the 3l
cornmonly claimeti injuries &om the MMR v,accine wer6 causnlly linked ts &e
vaceine).

Hxiribir * - Ic3lvt Adverse Evsnts ,4ssa$at*d v,ith thildhgg,d Ysaxines {{ittdicg
scant science researehing rvbJ sofile Fesplt reaet negetive,ly ts vaccinss 6rrd
encouraging CDC ts sonduct tlre scienc.e)"

Exhibit 9 * trOfuI, lc\'erse ESe*s af Yaccinav, Et idexce and taasality {st*ting that
the CSC s*il} has rrot conductcd thc scie,nc,e ts drternine qrtrich childran rlray bc
injured by vaccinaticn)-

Exhibit l0 *Natr:rs Csneticq Comnton r.rr:snf'l *r,l,r*cisrred v'ith generol cnd MMR
ttttine-rel{rled tehri{e ser-zrrrir {identifting speific genetic markers for ryhen a
child rvill have seizures after MMR vaccinalion).

Exhibit I I * $JgJ fulillion A*'ard !*r Encephaktpathy S'on MMR v'accine

{r,eporti.*g pa}mrerrt of 5101 nrill.ion to par*nts r:f a c}rild in-furerl by thc MMR
vacci*e)-

Exhibit l? - CDC, focsine Excipient & Media Swwla,ary {tisting &c cxcipieirt and
rnedia contaired in ths }d?\4n vaccine. including but not limitd to, cn'iek embryo
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cell culfurr, WI-38 hurrran d$luid lung fibrublasu, hirman albuuli{1, bovine c*}f
srrum. and neomycin).

Exhibir 13 - ATTC, Mfif-S {shsnring that ti}c MRf-s cell line i-s dsrived from the
hmg tissue of a l4*week-old malc felus)"

Sxhibi{ 14 -.A?TC, ffJ-3S {descrihing that the Wl-38 cell iine was derivd a J-
rrrp*th-*ld {brrale fttus}-

Exhibit t 5 - Thc Natibml Catholic Bioetbics Quanerly,I Erief History af ffiman
friplaid feJJ Sfrsins {dessribing hsw d*e$rs uf fetnse* llere used tc dmrelop fetal
cell line$ fsr use in vacci:ret).

Exhibit td - Frncsdiryg of the S*cicty *f Expi:ncntal B,iologry end Medicfule,

Cytr,l*giral Ytrot*gicat snd thramasomal Stadies *f Cell Slrar'ns from .Aborted

Hunan fbtarses (rcvealiug thflt F0 eborted fettrses were us# to create lhe rubtlla
csmpo$€nt of the MMRvaecjne).

Exhibil I? - Sou*d Cbeice Plrarmaceutica! lnstitule* ften Letter to L€gislatars
Regtrding fttal Cell frNA in Yaecines {discussing fetal DNA contarnindnt$ in the
h,[MR vaeciae],

Extribit tB * "Frtherosclerosis, Association af measlas swl ilrumps p'rr*

mrdr$vdrscxtrer disewe: The Japan Colloboratiye Cakort ffAtCj slrrdy {finding
rhat mw-rles sndlor ffiumpc infecticn sa* associatd rvith sigrrilicantly lower risks
of morlaliiy f,rom c*rdiovasc{rl*r disease}.

Exhibit 19 - CDC, He*rt frisease Fs*ts & SrcRirrb,r{inditating that 6n0,CIS$peaple

die of htart di*easc in &eUnitfd States eve{y yetr}

Exhibit ?S - I-eukunia S.sssassh,llo rftild&ood di.resscs affert NIIL antl f{L risb?

A c*"rs**tntro| study ft*m northenr and s*utheyn ftc{r (firrding thar participants

rvho did nol have a history of rneanles infsction hnd a 66 percetlt increased rate sf
Ncn-Ftodgkin's Lymphom* and 233 p*rcent insrease of tiodgJtin's Lynrpharna).

Exhibit 21 - Mcdical Hypothes*, Febrile kistary infecriotx of wncer thildhw
drseanes in thr patients ond mnrcfued eontrtfis {finding a history of febrile infectious

childhord disease, such ss rnetsles, laurers the iisk for canc.eri'

€xhibir 2? - Brilish h{cdical Jounral. l4f*ntifu l{odgkin's Dise'rse.' fttntissian afier
Measle,c {describing rernission of caficgr aftc.r a m*asles infwtinn)-

fxhibit 23 * NIH, Cilncer St$t Facts: Non-Hodgkin L;v-mpharna {rcporting 74,?0S

rle*- rlasos of Nan-Htdgkin Lymphorna irr 2019)"
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Exhibit 24 * NIH, Cancer.Jkof F*cff.' Hodgkin Ltmtphama (indicating 8^110 new
cases of Hodgkin l-ymphom* in 2019).

Exhibit 35 * Cancer Detection and Prcventiort, lczre infecti*ns ns a merans o.f
t$nter pr€ventio.t.'C)pp$tring efects to c*raxis inferriow? {findir:g that exfrosurss
to febrilc infec.tious childhsed disease. including measles, were ass*ciated rvirh
subsequmtly rduced risks f,orrnelanoma, orary, and nrultiple caficsts co,mbinad).

Exhib'it 26 - NlH, Caxcei" .3tsr .Fncd$: Over"r"fln Ccrcer (repnting 32,53S rtaw cases
of ovarian canc€r in 2019).

Exhibit 2? -Fndiatric& dtrIrrgrs l)isrcr,se and Atopir,Sen;sfiriariaa fn Cftildrcr ia
Relatinn rir rlferslff Y{arinatieln sirJ Ms$J€$ In{*ctia* {fircding that n:eastrrs
inf*tisn ffiny protect agninst allegic disease ill cfiildrcn).

Exhibit 28 - Allergol et Im:nrulopatlrol, Frequenry of c{lergic disensex f,*{la*ring
meesles {finding tbat aileigic diseases are less @uent in children uri& a hir*ory of
rneasles)"

Exhibit 29 * Asnerican J*ur:ral ef SpidemiclogSr, "i{*crhs Infection snd Psrkins$n's
Disease (fir*ding a rratistictlly *igni{icant r,cdu*d :risk *f Parkinson's diseax f,or
those rvhn had taeasl€s during childhoad).

trxbitrit 30 - h{erck, MMR l*{emr&clvrel's' Fscf'age trixert {"M-h,[-R lI has not beffr
evsluatEd for carcinogeni* or mutagsnic potential, or potential to irnpair frrtilit'J,

Exhibit 3I - Flo$ One,,{d,ersr E*.wn:tsfuIlanr*rg JJ and 18 Month Ycccinations:
a Population-Based, Seff-Crtntrolled C*se ,Sene* Analysis {linding significantly
elevatd risks of,emcrgetrcy rooil visits ons ls tiryo wrc,ks f*llowing 12 aod l8-
rnonth Mfu{R vaceination},

Exhibit 32 - FDA, Supplemeatsl l.pprnwl l*trwtor fuIM.R {adding to lhc Advsrsa
ReaetiCIns sdction o'f the MMR package irlsert *lransvars€ myelitiso'in 2014 and
-'flenoch-Sc.honlein purpua'" attd'"acut{ hcmorrhagic odrm* of infancy" in ?0i7}-

Ex.hibit ]J - J*'uraal ofTranslatisnel $eien€€" Filot corrlzcrative sntfu ot the ltcatlh
r$'vatdna{ed and unvaccinated * to l2-year'-oJd {i.-9. childr* {finding that
vaacinalerJ individuals had a higher rate of several f*r*rs of chronic illne*s and
neurcder.elopmental disorders].

Exhibit 14 - U.S. flouse of Representafives, Committee on Covernrnent Reform"
{.i:rf?ir-ts af tnttrest in I'ariine PCItic"v Making, Jr,rne 15. 2il00 {discussing tbe
co*Ilicts ol' interesi that vaccine policy-makt'rs ha.ve with pharmaczutisal
companies).
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Exhibil 35 -- CDC, Notice to Read*s: R*axn*wuded thifulhoatl I'alma'nisat.ion

Sch*:rlule -* f-fnired $fatds, 3S0S {refircting that the MlvlR vaccine *'as on thE

r:hildhqrud immunization schdule r+"he* the C*rnrni*rx on Covernment Rel'orne

issued irs Majority StaffRepsrt rcgarrding canflicts tf inferest in June ?000).

Exhitrit 36 * 4? U$C 3{*ae-27, lu{a*dste lor sa{er.dtildkwd vcccine"r {$tahrt{ry
s€etion undeqpianing vaccine saftry is. this coLltrtry which requircd the United

Statcs Fepartment of Heslth and ltilrnefi Services f'ffi}I5") to su,bmit a biennial
r€port tc Congrms detailirg irepral:emer*s made r,egording vaccine safety).

Edhib;i 3'7 * trnform;ed C*rnent A*tian lfetrvor* v, IIfIS, l8-cn'03215, Stipulatiora

& Onder, dated jlly 5, 2SlS {evidmcing that HflS hs.f never snce submined a
rs,Bort [c c$agre$s as ryuir-ed W €2. USC 300a*-2?].

Exhibir 3S - !lH$, Reryon*e ts Fre€d$nr sf Infsrmatisr? Aet Request {*dnitting
fiat the Task Forcc for Sa&r Childhsod Vactinm rrquir*d by 42 USC 3ffiaa-2?
wasdisbandd i$ 1998].

Exlii ir3E- FhysieiansforInforrnedCon$f,nt, &/s.&rJ*r W'hst Par.entsA/eedloKr*rv
(detailing thb be*efits and risk* tf the MMR vaccine}

Exhibit40- Arubi.r'esof,Fediafrics& Adolescent M*dicins,Fersislence a{fr{easles

Antibodies Afier 2 ^Socas of Me*slcs Yasine in * Ja+sfeiinrfirafisn Enrirrrnment

{finding that rnea*le* antibcdie* wanc 6vff tirce kr the abss,nce rf circulating wild-
typc memles).

Exlrihit 4l - Ths Lancet, Measl* Yirus llrlfe.r:tion lfithsul Rash ls thildhaod ls
&elated Tofrisefise ln Adaft !-rfe{widerleing associationbetween anegative history
of measles and dcvcl*pent of inanruns,ractiv* diseasag, sebacmus skin diseases,

deg,enerative disense* of,bans and cwtilag6 and ccrfida tt'rnrors)-

Exhihit 42 * CDC, Vaccirrc Adverse Event Re.p+rting System f/AERS) Results

{resetlts of the nurnber of individuals rmeiving a measles-ccntaining vaccine in
2013 that rcq*ired a hospital, sldical offrce, sr emfrg€:trey roorn visit affer

vaccination),

Exhib} 43*f*C,Yitut Statisticsafthe UnitedStares I94*-t960 {shouring thatthe
deattr rat* from measles in tbe United *tarrs dectind by aver 98 pre*nt betrsctn

1900and l96?j.

Exhibit 44 - Brain & Devalopment, .\Poilrtileous intprow:mcnt e! intractable
epiltptic seizures f*llott'ing ar,lrte viral infertions {*howirag &at ssiz.ures

disappeard within trr'& w*ek* after viratr infections zuclr as rneasles)'
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llhen prcvided an irppa*unity to ffbui any nt'the f*mgoing evidence. the Petitioner declilled to

proff'er any evidsnce irr rebultal"

Thus, the undisprt*d evidence rnllwls that the MMR vaccine for the child was nor

rrr*iically appropriate, as the risk* of injecting &h pr:oduct i.nto the child nutweigh &e bemefirs-

WL THE SUill}VICIT{$ SHOULD BE AISild.SSEF BECAl'Str T&E CO}IMISSIONER
AND NOARD'S .q.CTISNS VIOL.{TB TI.IE STATE ANF UNI"8D STATES
CONSTITI.I[ISfiS

The Tribunal slloutd disnis* th* Silmfftns beause the Commissioner's Srder and

Res*lution violste New Yor* a:rd Unitd St*ts Cmstitutiorls. Aklmugb thie tri$$sal is unabln to

nrle on issues nf Constitutional l*lr,e Mr. Jnsef rrssnres aNl imues and.aE Csnstitu:iofial cleirgs for

appeal, including but nor limited tc, the follawing:

First Amendrnenl" Fr* Exarcise of Religioa;
Fouaesrth Aneirdment $lbsraative Due Frssess and Equal Protsction;
Fsurth Arnen&$en1 Unlawful $earch and Seizure;
Fifth Amendment" Frscdural Due Fro**ss;
Eighth Ameirdmmr, Cruel add Unusral Pudshmeot;
Ninth Amer:&nsnt; *rtd
Othsr U nemlrrlersted Rigill

g+lf+Np FilR nsrrcF

The Tribunal sbould rrl',srsfi the Hearing *fhcer's decision tn sustain ilrc Summems for

the rrasons $ats! abovc.

* 'Respondenl's Constilutipnal claims under *re First Amtrdm*t. *e Comm*rc* Clausr. substantivr Due F,roces"
and Srxe and Fcdcral privac;* rights are ncl properly adjudicatcd by this Tribuna!.* ILf- v. Farhme Li'a,alrrrrrrs. Inc..
Appeal No. JR8000737 ftlarch 6. 2Ol9) {citlng Df{ r'. .&V$,lbegaanry teater, Appee} Nr:. 17ffi95}IR {June ?9,
2018) {finding $rat the Tribqnal lvL.i not rhe propcr forurn for adjudicating Firsl Amrndrnent ctaimc as a deferre tc e
statutort di:clo:;urr xheirre]; ,!lf "-. Aih*a {wng" Appeal !{os- l6ttl?}4*{l {January 5, 301?} {furding that the
Tribunal is not rhe prupcr forum ro adjudicate e claim of Ctngitulion*J right to pnvacy); DCX r'- Mr ('s {rt'les,
Appcat l3o. *5190932 {Februnry 28, 2Sl O tfinding thst t}rt Tribunal is not the proper forum to ad_ludicare a Comrnsre
(-[ause challengc].

I.
)
:.
4"

5.

6.
t-
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Dated: November 30, 2Sl9 S$tI & SLIMSqA.D LLF

A*rcn Siri
?00 Pajk.Av*rutt
lTth Flocr
Neur Yorlq N*rr Ys* 1S166
?el; pl?) 532-lffil

A ! t arxeys for Respo n dml 4 pp eI Ia nt
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DOHMH v. Simon Josef
30373-19L0

I. The hearing officer did not err in finding that the Commissioner's Order did not expire
on April 17r2019 and Respondent was in violation

The hearing officer was correct in finding that the New York City's Department of Health

("Department") Commissioner's Order dated April 9, 2019 (Commissioner's Order?') and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH
v. J.DOE., Appeal No. 30329-19L0 (December 20,2019) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30313-19L0's ("Summons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, o'only

allow[ing] the Board to continue the order oas is" ..." (Appeal page 4). Respondent would like to
add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the 11205,11206,ll2II and 11249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsburg area,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak. See e.g. Commissioner's Order (Sth paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

York; and.."); cf Resolution (15th paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent incorrectly asserts (Appeal page 4) that Petitioner conceded on page 58 of the

hearing transcript that the Commissioner's Order expired on April 17,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since

Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affirmed.

II. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(c)(2) and (3), which states, in relevant part, that a'osummons must

contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent

with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the

section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential

facts to constitute the violation: the date the records of the child were reviewed, that upon that

date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be

violated as the Summons states the requirements of both the Commissioneros Order and

Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent

from knowing the elements of the violation or being able to put on a defense to the allegations.

SeeTLCv. ShaikhAli, AppealNo. 10105610C (April 5,2019) ("Theidentityof thevehicleis
not an element of the charge and is therefore irrelevant to whether or not Respondent received

adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is

not warranted. See TLC v. Tawfik AI Shammaa, Appeal No. 721403484 (November 13,2017).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting44 exhibits concerning the measles vaccination and its medical
appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima FaIl,
Appeals No. 10087317C (March 12,2018) ("Finally, the respondent prepared for the hearing by
taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed.

III. The hearing officer did not deprive the Respondent a full and fair hearing by declining
to Order that the issuing officer testify

There is no requirement for an OATH hearing officer to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon
request of either party, a Hearing Officer may grant an adjournment for the testimony of an

Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a
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fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing

officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing. See Gordon v. Brown, 84 NY2d 574 (1994)

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed.

IV. The hearing officer did not deprive the Respondent a fair hearing by refusing to allow a

reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the.respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the sufllmons. Clearly, counsel for the

respotdent was able to inquire and receive responses on all questions relevant to the allegations.

The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

V. The Summons should not be dismissed because Respondent alleges the hearing officeros

decision lacked a rational basis and is not factually supported

Title 48 of the Rules of the City of New York Chapter 6-19(gX1) provides that "the Appeals

Unit within the Tribunal will determine whether the facts contained in the findings of the

Hearing Officer are supported by a preponderance of the evidence in the record, and whether the

determinations of the Hearing Officer, as well as the penalties imfosed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony

provided as he cites to the arguments and evidence presented by each side. The issue here is that

Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse

the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is

based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld

since he or she observed the demeanor of the witnesses and weighed the evidence presented in

the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.10112809C

(November 15,2019), citing Berenhaus v. Ward,7O NY2d 436 (1987); Matter of lfrah v.

Utschig,g8 NY2d 304 (2002).

Accordingly, the decision should be affirmed.
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VI. The Summons cannot be dismissed pursuant to New York City Charter Section
104e(5Xa)

The ability for a hearing officer to dismiss a summons in the interest of justice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter section 1049(4Xb).
Charter $1049(5X"...an administrative law judge or hearing officer may dismiss a notice of
violation/o r a specffied violation, as defined by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ubdiv is ion")(emphasis added).

The specified violations stated in Charter section 1049(4Xb) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5Xa) is not applicable
and cannot be used to dismiss the summons. Further, even if Charter section 1049(5)(a) was
applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.

VII. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As Respondent concedes in their appeal (page 18, footnote 9), Respondent's Constitutional
claims cannot be properly adjudicated by this Tribunal. See, e.g., DCA v. EMS Pregnancy
Center, Appeal No. 170095HR (June 29,2018) (finding that the Tribunal was not the proper
forum for adjudicating First Amendment claims as a defense to a statutory disclosure scheme);
NYC v. Aihua Gong, Appeal Nos. 1601234-4I (January 5,2017) (finding that the Tribunal is not
the proper forum to adjudicate a claim of Constitutional right to privacy); DCA v. Mn C's
Cycles, Appeal No. 05390932 (February 28,2017) (finding that the Tribunal is not the proper
forum to adjudicate a Commerce Clause challenge).

Accordingly, the decision should be affirmed.
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Appeal No. 30373-19L0 DOHMH v. J. Doel Aprtl 24,2020

APPEAL DECISION

The appealof Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated

September 25,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failing to comply with an order of the Commissioner of Health to have an infant vaccinated
aoninqr meacles 2 Ha*rino fir!lv reviewed the record. the Tribuna"l flncls that the hearins offieer'sqilqir:rL " e ---''

decision is supported by the law and a preponderance of the evidence. Therefore, the Tribunal

finds as follows:

BACKGROUND

In the summons, the issuing officer (IO) affirmed reviewing the records of Petitioner, the

Department of Health and Mental Hygiene (DOHMH), on June 4,2019, and observing that

Petitioner's Citywide Immunization Registry (CIR), which collects immunization records for all
children receiving vaccines in New York City and which is required to be updated by medical

providers, had no record of measles immunization for Respondent's child, who was at least six

months old and resided at a stated address in Brooklyn. The summons alleged that Respondent's

failure to vaccinate the child was in violation of a Commissioner's Order, which was issued on

April 9, 2019, pursuant to Article 3 of the HC, in response to a public health emergency, and

which ordered that all persons who live, work or attend school within certain specified ZIP codes

in Brooklyn be vaccinated against measles within forty-eight hours of the Order. The summons

stated that the Order was to remain in effect until the next meeting of the New York City Board

of Health (BOH) scheduled for April 17,2019, "at which time it may be continued or rescinded

by the Board." The summons further alleged that on April 17, 2019,the BOH approved a

resolution (Resolution) continuing the public health emergency and vaccination requirement and

providing that the parent and/or guardian of a child who is not vaccinated be fined unless they

demonstrate proof of immunity or that immunization is not medically appropriate.

At the hearing, held on September 25,2}l9,Respondent was represented by his attopey. Petitioner was

represented by its general counsel and a DOHMH physician. The IO did not appear.3 Petitioner relied on

the summons and the DOHMH physician's testimony and knowledge of its records. The parties agreed that

the arguments made and evidence submitted in ttre hearing previously held for Docket No. 30198-19L0

were to be incorporated in this hearing rrcluding the Commissioner's (Jrder and the BUH Resoiution.

Respondent did not deny the essential facts ofthe sufiImons, specifically that an emergency Order to

' J. Doe is used here to protect the privacy ofRespondent's child.
2 The Health Code is found in Tit\e 24 of the Rules of the City of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

Summons
I

LawCharqed iHearinq Determination Appeal Determination Penaltv

30373-19L0 HC $ 3.05 lln Violation Affirmed - In Violation $1,000

DATE MAILED:

ATTY:

to a fair and
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Appeal No. 30373-1910 DOHMH v. J. Doe p.2of5

vaccinate was issue.d, that the subject child lived in one ofthe targeted ZIP codes,a and flrat the child was not

vaccinated. In the prior hearing, Respondent argued that the Order had already expired on the date ofttre

sunmons and Respondent could not be charged with violating an expired Order. Respondent argued that

because the BOH Resolution had terms that differed from the Order,' and because the Resolution did not

specifically state that it was continuing the expiring Order, the Order was not continued. In addition,

Respondent argued that Petitioner did not establish that it was medically appropriate for the subject child to

be vaccinated. Documents previously offered by Respondent regarding the efficacy and safety ofthe

vaccination in general were also incorporated in this record. In this hearing, Respondent submitted a copy

ofthe parenVguardian statement prepared in connection with his request to the State Education Departrnent

for religious exemption from immunization. The statement was taken into evidence without objection.

Petitioner's arguments, incorporated from the prior hearing were that HC $ 3.01(b) gave the Commissioner

ofHealth authority in an emergency to exercise the BOH's power to issue an order, which would be

effective until the next BOH meeting and that the BOH continued ttre Order in its Resolution by continuing

the finding of emergency and the requirement to vaccinate. Petitioner argued that Respondent was in

violation ofthe Resolution, which itself constituted an order under HC $ 3.05, for which notice was

provided in the narrative ofthe- summons; and that the Resolution was by its terms effective immediately,

ihat is, on the date of issuance.u Petitioner's previous submissions, incorporated here, included "Frequently

Asked Questions" regarding the measles vaccine, published along wittr the Order, and a copy ofthe

decision n C.F. v. The New York Cily Department of Health and Mental lIygiene, denytnginjunctive relief

from the Order, claimed on scientific, religious, and moral grounds.' Petitioner' asserted that a religious

objection was not a defense to the Order. Petitioner also noted that the subject child was non years old.

In the decision, the hearing officer reviewed the arguments of the parties and found that the

BOH, by its April 17,2019, Resolution, continued the Commissioner's exercise of emergency

authority, which operated to continue the validity of the Commissioner's Order of April 9,2019.
He noted the record made and evidence previously submitted on Constitutional and scientific

arguments and found that they were beyond the scope of the hearing. In addition, he found that a

religious objection was snot a valid defense to the charge. The hearing officer credited the

allegations contained in the summons and found that they supported a violation of the cited

section of law and that Respondent's evidence did not provide a defense to the allegations.

On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0

relevant to this and other cases regarding compliance with the emergency Order to vaccinate

against measles.8 Respondent argues that he did not have a full and fair hearing because he

a In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by

several sources, including health care facilities, but was not able to say which source provided the address ofthe
subject child. Respondent, however, did not assert that the subject child did not live within the affected ZIP codes.
5 Respondent noted such differences as follows: Where the Order included people who resided in the affected area

and who were over six months of age, the Resolution omitted residents and included children who were six months

of age; where the Order declared the people who had not received the MMR vaccination to be the nuisance, the

Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,

preschools or child care services, the Resolution included those attending school, preschool or child care; and where

the Order encompassed criminal fines, forfeiture, and imprisonment as punishments, the Resolution did not.
6 As this summons was written after the Resolution's three-day publication period, Respondent did not pursue its

earlier argument challenging a summons that was issued during the publication period.
7 See 2019 NY Slip Op 31047 (April 18, 2019).
8 As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New York
City Charter (NIYCC), and Matter of Blockv. Ambach,73 N.Y.2d 323 (1989).
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Appeal No.30373-1910 DOHMH v. J. Doe p. 3 of5

could not cross-examine the IO to establish whether the MMR vaccine was medically
appropriate for the child and because the hearing officer did not allow a reasonable cross-
examination of Petitioner's expert.e Respondeni argues that the summons should be dismissed
because the hearing officer's decision lacked a rational basis; in the interests ofjustice pursuant
to New York City Charter (NYCC) $ 1049, found in Chapter 45-A; and on New york State and
united states constitutional grounds, which include religious objections.

Petitioner repeats the arguments incorporated from the hearing in Docket No. 3019g-19L0.
Petitioner asserts that the hearing officer was correct in finding that the Order of April g,20lg,
was continued by the BOH Resolution, citing the Tribunal's decision in DOHMH T. J. Dor,
Appeal No. 30329-19L0 (December 20, 2Ol9). Petitioner argues that while HC $ 3.01(d) allows
the BOH to continue the Order as is, it does not limit BOH action to continuing olr rescinding the
Order. Petitioner repeats the argument that the Resolution continued the Commissioner,s
exercise of power as it repeats the Order's main directive, that people living in the specified ZIp
codes be vaccinated unless they can demonstrate immunity or a m.dicul eximption. petitioner
asserts that Respondent was in violation whether the language of the Order o. th. language of the
Resolution is applied. Petitioner argues that the summons provided adequate notice of the
charges pursuant to $$ 6-08(c)(2) and (3) of OATH rules, found in 48 Riwy, and that the
hearing officer did not deprive Respondent of a full and fair hearing by declining to order that
the IO testiff, as the presence of the DOHMH physician, who had knowledge oith" records, was
sufficient.

ISSUES ON APPEAL
The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the
date it was issued; (2) whether Respondent was prevented from having a fair hearing by the
hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW
HC $ 3.05(a) provides as follows: ooNo person shall violate an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an
imminent or existing threat, the Commissioner may declare a-public health J-".g"n.y.
Upon the declaration of such an emergency, and during the continuance of such
emergency, the Commissioner may establish procedures to be followed, issue necessary
orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedureso orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modiS, any provision ofthis Code
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any
other power of the Board of Health to prevent, mitigate, control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the

n *MMR" stands for Measles, Mumps, Rubella.
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Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power.

Code $ l7-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any conditiono matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proof to authorize a declaration that such nuisance is widespread throughout the city or in
any arcathereof, and that personal service or service pursuant to subdivision a or b of this
section of an order or orders requiring the abatement, removal or correction of such
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such
order may be served by publishing the same for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such
publication and such publication shall be sufficient notice of such order and of the
nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions of this chapter.

ORDER OF THE COMMISSIONER, April 9, 2019, provides in pertinent part:

IT IS FURTI{ER ORDERED that the parent or guardian of any child older than
six months of age who lives, works or resides within ffour specifiedZlP codes] and
who has not received the MMR vaccine within forty eight (48) hours of this order
being signed by me shall cause such child to be vaccinated against measles unless such
parent or guardian can demonstrate that the child has immunity to the disease or ,

document that he or she should be medically exempt from this requirement.

48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the
summons by a preponderance of the evidence. The Respondent has the burden of
proving an affirmative defense, if any, by a preponderance of the evidence.

ANALYSN

The Tribunal affirms the hearing officer's decision.

The hearing officer credited the testimony and allegations contained in the summons and found
that they supported a violation of the cited section of law. The Tribunal generally defers to the
hearing officer's credibility determinations and finds no reason not to do so here. See NYC v.
Michele Radolovic, Appeal No. 44124 (January 18,2007). The essential facts were not denied.
Pursuant to HC $ 3.01(d), an Order of the Commissioner of Health was signed on April 9,2019,
requiring that the parent or guardian of any child older than six months, who was living in the
designated ZIP codes in Brooklyn and who was not vaccinated against measles, have the child
vaccinated within forty-eight hours unless the parent or guardian could demonstrate that the child
had immunity or could document that the child should be medically exempt. The Order was
enforceable as of April II,2019, and remained in effect at least until the BOH met on April 17,
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2019. Respondent argues that the summons must be dismissed because it was issued after April

17, when the Order expired. That is not correct. The summons was based on an examination of
petitioner's records that took place on June 4, 2019. That examination provided uncontroverted

evidence that the child was not vaccinated as of the inspection date, thereby also establishing that

the child had not been vaccinated during the 48 hours specified in the Order. As the BOH did

not rescind or disavow the Order, the Tribunal finds that Petitioner's authority to issue a

summons for failure to comply during the specified period was not limited by any subsequent

expiration date of the Order. In fact, a summons for a violation that took place during the

spicified period could have been issued after that period even if the child had subsequently been

vaccinated.ru

Respondent's contention that Petitioner failed to show that medical appropriateness was

established was correctly rejected by the hearing officer. By the terms of the Order, Respondent

was to demonstrate that the child had immunity or to document that the child should be

medically exempt. This was an affirmative de-fense for Respondent to establish.ll There is no

evidence in the iecord to show that Respondent offered any such proof of immunity or

documentation, such as a doctor's note, that vaccination was medically inappropriate specifically

for this child. In addition, the Tribunal finds the hearing officer's ruling that the IO's appearance

was not necessary for a fair hearing to b.e^ reasonable. Parties have only a limited right to cross-

examination in administrative hearings.12 Respondent did not offer proof to contest any of the

essential facts alleged, and the DOHMH physician, who was available to testiff, had personal

knowledge of the same vaccination records examined by the IO. As to Respondent's request for

dismissal in the interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that

provision is not applicable to violations of HC $ 3.05. It is also noted that Respondent concedes

bn appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the

summons on the date it was issued, that Respondent was not prevented from having a fair

hearing by not having the IO present for cross-examination, and that Respondent did not

establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to

comply with the Commissioner's Order in violation of HC $ 3.05'

By: OATH Hearings Division Appeals Unit

10 In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide

Respondeniwitl reasonable and accurate notice ofthe charges as required by 48 RCNY $ 6-08(c)(2)' in part

because it did not inform Respondent of which order he or she was alleged to have violated. The summons was

clear I alleging that there was a violation of the April 9, 2019, Commissioner's order, and the Tribunal finds that the

facts allegJd in support of that charge satisfr the notice requirements of 48 RCNY $ 6-08(c)'
t, 

See DiA v. Besr-Kept Secret Airport Parking, Appeal No. 05426379 (November 2,2018) (after admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the

licensing requirement).
t2 See G-ordin v. Brown,84 N.Y. 2d 574,578 (1994) (there is a limited, due process right to cross-examination in

administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,

and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony

where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no

claims of any defects or reliability issues with the test).
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THE CITY OF NEW YORK
OFF]CE OF ADM]NISTRATIVE

TRIALS AND HEARINGS

P R E S E N T: DAVID LEUNG

Hearing Officer

In the matter of:

DEPARTMENT OF HEALTH & MENTAL HYGIENE,

Petitioner,

Summons No.
30328-1 9L0

against

CHANIE FULOP,

Respondent.

September 25, 20L9

Office of Administrative Trial-s
And Hearings

100 Church Street
New York, NY 10007
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H.O. DAVID LEUNG: Okay. We are on the

It's September 25, 201-9, 11:35 in the

4

record.

morning.

name is

today on

We have

We are at the Brooklyn OATH

David Leung, Hearing Officer.

sunimons 30328-19L0 issued to

Iocation. My

We are here

Chanie

a representative from the Department

Fulop.

of

Health here, the attorney. What is your name, sir?

f rm ThomasMR. THOMAS MERRILL: Thomas

Merr j-ll, General Counsel- .

H.O. LEUNG: We also have a physician from

Department of Health?

DR. JENNIFER ROSEN: Jennifer Rosen.

H.O. LEUNG: Dr. Rosen, do you swear or

affirm the testimony you give wil-l- be the truth?

MS. ROSEN: Yes.

IWHEREUPON THE WITNESS, J E N N ] F E R R

o s E N, wAS DULY SWORN. l

H.O. LEUNG: Thank you. And for

respondent ?

MR. AARON SIRI: Aaron

H.O. LEUNG: Mr. Sj-ri,

need for an interpreter?

penalty for this violation

understand both sides have

you waive a formal reading

Do you

Siri.

do you waive the

understand the

is $1,000? Do you

a right to appeal and do

of the allegations?

Geneva Worldwide, Inc.
256 W 38th Street, 1.Oth Floor, New York, NY 10018

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 78 RECEIVED NYSCEF: 01/04/2021



1

2

3

4

5

6

1

I

9

10

11

I2

13

L4

15

L6

L1

1B

L9

20

2I

22

23

24

25
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MR. SIRI: I do, your Honor.

H.O. LEUNG: Do you incorporate the

evidence and arguments that you made under sunrmons

number, I forgot the number, if you remember it,

30198-19L0?

MR. SIRI: I do.

H.O. LEUNG: Any objection Lo those

documents and arguments in evidence coming in,

Department of Health?

MR. MERRILL: No, Your Honor. For the sake

of efficiency, we agree to use the Saturday record.

H.O. LEUNG: Okay. And Mr. Merrill, f 'm
going to turn to you now.

MR. MERRILL: Okay, your Honor. Again, the

Board of Heal-th resolution and the Commissioner's

order are part of the consol_idated record. In this

case the immunj-zation registry was checked on May

22nd as the child was not immunized as of that date

and was 1j-ving in one of the infected measles areas.

H.O. LEUNG: Mr. Siri?

MR. SIRI: I have three additional_

defenses. One is that the child was under t2 years

of age and there was no license

H.O. LEUNG: Twelve months, 12 months.

MR. SIRI: Twel_ve months, excuse me, thank

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018

5

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 78 RECEIVED NYSCEF: 01/04/2021



1

z

?

4

5

o

1

oU

9

10

11

L2

13

I4

15

I6

L1

1B

19

20

2L

22

23

24

25

PROCEE D T NGS

of age and there is no licensed

for a child under 12 months

6

you, l-2 months

meas]es vaccine

stated while the

of age.

AdvisoryThe doctor has previously

Committee on Immunization

an outbreak that a child

Practices recommends during

receive it despite the fact

it's not l-icensed but I point out again that that I s a

recommendation. It does not say mandate.

H.O. LEUNG: Do you have an affidavit as

you are testifying so I can mark it?

MR. SIRI: Yeah, absolutely. And then I

also -- second is a religious argumenl and we have a

declaration from the respondent regarding their

religious beliefs against provj,ding a measl-es vaccine

to t.heir child. And the l-ast one is, it's, it's a

service issue and in fact the, the cl-ient did have

the sunrmons taped to their door. So, they did the

nail- part but they say they never received a copy j-n

the mail. And so, we have a declaration on that

point.

H.O. LEUNG: Any objection to 98, 99

MR. MERRILL: No objection.

H.O. LEUNG: -- and 100 coming in?

MR. Merrill: No objection, Your Honor.

H.O. LEUNG: Okay.

[Respondent's Exhibits 99, 99 and 100

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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PROCEE D INGS

admitted into evidence. l

MR. MERRILL: So,

hand up now the Affidavit of

mail- service and there is an

1

Deputy Sheriff

he tape it. to

5rh.

H. O.

]-n response,

Service, it

one, I I II

is mail in

affidavit from the

sayl-ng attesting that, not

the door, but he also mailed it

LEUNG: Okay.

Is there

I'm going to mark this

only did

on June

as Petitionerrs 26.

Affidavit of

evidence. l

MR

any objection to this

Service coming in?

SIRI: No, Your Honor.

H.O. LEUNG: Okay.

lPetitionerrs Exhibit 26 admitted into

MR. MERRILL:

exemption, dsr

i.t's just not a

requirement and

l-ast defense.

In response

already said

to this, to

to the reJ-igious

j-n other cases,

this order or

. Rosen in the

as ftve

defense

f I l-l turn over to Dr

DR. ROSEN: So, with regard to the

vaccinating between age six to 11 months, the

Advisory Committee on fmmunization Practices which

sets t.he national recommendations for vacci-nations

recommends vaccinatj-on at six to 11 months prior to

international travel, for all infants travelling and

Geneva Worldwide, Inc.
256 W 38th Street, 10th Flooro New York, NY 10018
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PROCEED INGS

reconmends that MMR be considered during an outbreak

in addition to the Commissioner's order which

mandated vaccination for this age group.

H.O. LEUNG: Okay. I have enough to make

decision as to this case. Hearing nothing further

from both sides, this hearing is closed. Thank you.

IEND OF HEARING]

Geneva Worldwide, Inc.
256 W 38th Street, 1Oth Floor, New York, NY 10018
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true and accurate record of the proceedings.

Certified By
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Date: November 9, 2020
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in Wlliarnsburg, Brsoklyn. whi€fi
induded .lp sds 1 13OB {respond*nt'e
aip code), b€ yffiinat€d egalBst
ffessle$, demontfate i*rnunig ta
me*sles, or $rour proof of an
acepiade medk;al excesLm"

Palitioner rel}ed upan the smn
dgtamanis of lhaissuing inapocior, ard
fie tvfujencE a&mitted d*re bearing.

Rspondant arg$Ed th.t $e
Gorr$l*sdsnef s Order f 1 ), gftad sn
April tr7,2019, snd frat the Eummm,s,
$tl'tk*t A$eg€ gnsrrcrxrerlce date af
May ?2, ?$19, musl therefore be
dsrnisdbecauu+Re*pon lcannn{
be liabhforvildaling an erpired Ord€r,

ln suppod. ol tris rgument,
Re*po:dwrt r#ied ryon theld
puagratrr of the Order, wfricfi sblss.
This Ordershdlrermin in efiEd ur*f,
t?n neoctmee@6tU€ !{YC Board a{
Heeffi ecgrethtledforApr* 1?,2019, S
n{rieh {ime it may be eantryrd or
rescin&d by tta Botrd.'

I fifd thattE NYG ltedth:Foerd, by
itu ASr{ 1?. 2019 Reshdion. continuEd
lfs Crynmis,:imsfs txsciE+ d
emsrgoncy euflority, wfiich operaeed ie
,Corili:xrc ths vaffidty af the
, Consni5ionsf* April g, 20lS ffi.

Reeporxient m* a uariety of
I csmfiiedald,*rd sciirfr'fic argwrerlt$
i wrO Arafertges tc tm udi@ of 8ra
j rurnmons and t*n MftR Yaffine, ffre

ietreacy and **ty of fu MlJlRvsoeins,
I *rC 

-U,re 
*rUctnefltal ffi-nes$ of

, requinrq $o MMR nscciflE ln eupport of
i trege grgum€nb, Rerponer* prrided
i subdhdsl &$lmeffitsrr.
:{Re*@erft 1to45}.
; Pedirtrerrespondedbg*tdirgihat
the vali*lity ard efficacy 0f fre MMR

,vaccins strd Uls Cgmmisioncr'r
eJd1srity to iasus an annerganey Or&r
u€a esHsd in racent[tigatim. {F4 ie a
copy of a dacisbn by Hon" Le!#rer rg
Xnip6l. uilrk* nrlad on thaee isstiss).

I find thet Reryo*dsrt's
comtikrtional and *cientifrc argranente

wtu
Summon* 0g/25/2Cls
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sr€ b€yord ffra scop€ of the hearing,
and *cordingly. I r$ek6 no findingr as
io &e vdlkJaty of Respordaflt'e evidenca
sr s$fiB€rrls ln tlese anaas.

On tlte merits of the case,
Respan#nt pradded an afidavil statirq
that the €hild is under '12 months o{aga
tR98) and agu€d that tlre MMR vamine
isnt li€ns€d fer chiHren under Sn age
of 12 rnon$rs-'ln response, Ba Rosen
tdif Fd that tr? emargeficyloutbreBk
sitmtione. an MMR vmine is
appropriate for a cfttr o6ar &an gix

rftordhs. I rrstFt Sr Rosen'ateslirnony
as it pertains to $ls isstle cf the saiety
ard efficacy sf ths ;tilR vaccin* fsr a

urder tfr a# sf 1? mBnths-
R*ryorr&nt prwided an gffdsiit

s*ailirg fiat dliough a copy of trte
summotu k:sa tsp€d to Responde*ts
apftnent eor' stle .navsr received a

mpy inthe *ail" {R100} In respanse"
Felilisner prrvi&d a ry of the
Gplt'ltcEte of $srviee $rd htailing. {P E}
I ctadit Perti'$onefe Cerdficate of Service
ard find $at a sopy of th€ gumriofig
rras property rnailad to Respo*rd*nf*
addrErs"

Reapondsn{ slso gubmittad an
efftlav4t ettosih{n ts ResFrded's
re#giq"ls o$a&n to tne U*tR vscrrin€.

tRl{l{, Petitiss sied that a rdigiors
obledim is nd E vdid defense !o the
deg*ioru- | find nut Reaponderfs
religiff$ $biedton to l}l€ ilil*tR vaxine
it nota val-fri defunsa tc lhe alleg,alions"

I rr#3tthea$ega{iors oontained in
the *umrnons and find thd they suprt
a violalion of the cited eedion ol|ry" I

ftld &!t Rasponder#s cvidenm and
tedir*ony doee noi provide a d*fene€ t*
8t€ etlegsdons- Lino lt€nr 1 is zurfained
and ths staurtu:y eivil penalty of $1,000
ia

TOTAL: s1,000.s0

#w.-
Surnmons*h 3S328-19L0 091251?o19
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CITY OF NEW I'ORK
OF I{EAL?H MENTAI HYGIENE

Chanie Fulop

R,espo ndenl-Apoellant,

Dept" *f ll*ahh & Mcntal lfygiene of &e City ef Nerry

York

NOTICE OF APPEAL &
ITffiMOELdNI}I]ITT CIF LA}ry

Sumrnnns: 303?E-!9L0

Fetitio*er-Appe31ee

ilo?r{E CIF APf,#,**.

Rwpondent Chqnie Fulop f'*Irs" Fnlop') fterreby appeak the deision on Strrr,uncns

Nurnber 30328-1 9L0 {the'summots'3. }

fFET,IltdIHAnlll $- A-T$I/IEHT

On Fridan Aprrt 9,2ele ftxiris Bffbot, tk New Ycrk City Commissioner of Health aod

Mmtal llygrer* {thc 
*Commim$oneii} iesued an Order {rbe "eommissi$aerrg Order"} roquiring

that wrtain eetgg*riex ofpmplc in cerrain zip code be iqirutd srith Merck's product lvl-h{-R-,il,

alsa knavm ss the rnrasl.c*, mruqps, rubella {";HMn*}, uiilhin fo*y-eight hours of tbe

Csrnrnissi{msr's Order. Petitirner-Appellee's lleering E$ibit f .

CIn April I 7, 2Sl 9, the Deparnuent of l{ealth aad Menlal Hygrcne of the City of New York

Ecard of Health {the 
*B**rdnn} crrat*d a rc*slution {the "Rcolution-} which aiso rcquired

administmlio* of the MMR vaccine, but defined *'hat eonstituted a -nuisa*cc" completely

diffcr"cnrly. applird it to diffeient catrgorics of individ$als, had a dilIsrcnt age fiurgq pravided tbr

I On October ?5, ?CI19, hfrx- Fulop srbmittrd a rtegue-rr_/or Errrlrrion of fine ro Fde ;lpSte.at- OATH approved the

requesr on Hovcmbcr l, ?019. and sct the dcdlint to fiie thir appeal f*r Wrdrusdry. Decsnber 4. ?019.

Page I o[10
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different penalties, and centained otlrer material differe$es as detaild belaw. Pctitionsr-

,4,ppell+e"s ile*ring f,xhibit 2.

On May 23, 2019, Mrs" Fulop was citd as having vialatd the Cemmissioner's Order by

not providing eithu praof of immunity *r p:nof nf MMR vaccisation for her child D.F- {the

*chlld]. Exhibit A, Summons.

The Comneissioner musl cautiously rescrve rhe. use of her efir€rgsscy pow{r to avtrid

abusing that authorily" When the fipmmissiooer snd xbe E&ad flEx mrmous psw@ thc Tribuast

must be comprchmsive and aeticuloug in revieviag lhe Srtr,rnonq hering and decision o,f the

OATII Hraring Officer. The hearing record ra8ects that the Ss'nmoo should hav* besr dinmissed

and :hat the *l*aring Oflicer deprivd Mrs. Fnlop of a ftll snd fair bearir& mad* errors cf [aw,

and issud an a*itnary and capriciousdmisie*"

FACTS

On May 23, 2019 Mrs. Fulop was citcd as having violated thc Commissioneds ffier by

failing to vnec.inste her rhild R'fu.t& b{MR" Exhibit A, Summonr. On Sryttrnber 25, 2S19, $avid

lxung {the 
*Heering Offircr"} conductd a heariag corroerning ilre Summons. Tbe Flearing

Officer silstained the Surnmons per decision datd Septeaber ?5, ?0i9" Erhibit B, Haring

Decision. All argumerus md exhibits entcred intc cvidrnce during the he*ring aru incorporated by

r*lf*rence, whielr includes ali argrrr:nenb asd exhibirs ffitersd into evidence for Sumrnsn$ Numbs

30198-t 9[-0.3

: In tJre interesr of judi*ia} oc$niim!" thc partics,*nd thc Hearing ,Offrccr a€rd to incorporate thc arguments md
c*ribits from the hearing on summors number 30198-19!-ti ints tb€ rec,ord far l'lrs. Fulop's hearing. Erhi$lr f,
Buring Treoscript, yp I 47-143i 741-3A2.

Page 2 *f20
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ST.AND.A.RD OF REVIE1V

"Wherl nrr appcal i* Iiled, the App*als Unit urill deterrni*e rvhetber the facts contained in

*e findings of the Etrearing Silieer ar€ supported by a pr'rpond,erance of the evidence in the rmord

and whether the detenninatirns cf tte Hearing Officer, as well as the penaltim irnprse{ arc

zupporrcd by le*". flxcryt as providrd in 48 RCNY $$ 3-15, 544 and 5-S5, the Appeds Unjt htrs

the pewer to affinn, lEV€rsB! rmland or modifu the dwixian appenld fum,- 48 Rals* of New

York $ 619{gXI}.

AR,GUMENT

I. TIIE SIJIV:IHONS SIIOUT,D SE DLSMISSED SECAUSS TI{E COI}IIUISSIOITER'S
CIRBER gXFIREP O!{ APRTI- I?" 2SI9" AH} TIT€ NATE ST OCCURNEilCS SIt{

TITE SUPIhilON$ IS AFTER THN &XTTRATIOI* PATA

The Su:nmons, issud on May 23, 38f 9, allege* a vietatioll tl,rsa eacuatrl on ldny 72,2&19,

which is afier t|x Cornmissiarief's Order expir,ed. Tberebr,e, rh* vislation tras untiffrely, alrd ihe

Tribunal must dismiss thc Sursmors.

The Spn:rnons lseued to Mrs, Fulop ailqges a violatioa sf the Corffuissioner's Ordcr.

Exfuibit Ao Surnmone. The last selltence af thc "Violation Dcscriplion" section stetcs that

"Rrspondent har failed ts vacciilatc child fi or olhcrwisc submit *cceptable proof of imneunity in

violation of rbe &d€r." fd, {ernpbasir addd"} The Sumn}or*s specifically defines tbe term 'ffier''

as rhe April 9. 2*19" Conrmissione,,r's Order. The ConmissioneCs Orde expired oa April l?,

201g. Yct, the Sunn.moas allegns tfra: Mrs. Fulop violated the C*mmissionet's Order on May 2?,

ZA:!. ttwas" thsefors. an ermr of law lbr the Haaring ffftlcsr to affinn the Summons ktause

rhe Comrnigsioner's Order had expird by the date of the occtlrrellce listed on the Summor$. On

thi* basis. tbe Tribunal srust dismiss the Summone-

Pagc 3 of20
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During the hcaring on ths Sumrnons, Petitioner-Appcllce *oneeded that tbe

Commissioner's Order expird orr April l?, 2019. Exhibit C, Ilearing Transcript, p 5f. Thc

Cornmissioner's Order expircd because the New York City Hralth Code provi{lm &at an

entergency aetion "$hsll be effwtive only unlil the nert meeting of the Bgard, whieh lrleeting sbal!

be held withi* five busin*ss tlays of the Cemais$ionefs declaratian{.J" NY Ciry }Ieatth Cde

{NY City Health Code {24 RCNY'D $ 3.0I {d}. ?h* Srard c.snvened on April 17,20f9; rhus. rhe

Comrnissio*er's fuer expired on thatdate"

During the hearing Petitica*Appellee argud that deryie tbc Onder expiring ou April tr ?,

?819' the Ressluticn coiltinued the Corrmissionet's Onder, asd &us the Coffiinissioner's Order

was still valid trn the date of, scs$rrffe sn lhe Summoui Prtitioner*Appelle*'s argurnent is

plainiy inconect. The New York City ll€ttth Code provides *xr .thr Board nc,ry, conrinue or

rsscind-* NY City Health eode {NY City tlealth Code $4 RCNY}} E 3.01 {d} {emphzai* added}.

Nothing in lhat sectien states that the Bsad mry amend and continue tbc emergeuey ordcr" Oa

i{s face, thst ssstion cnly a{l+rrs the Eoard to gantinue lhe *rder'as is* or $ rrscind the ordcr qnd

issue a new onden

ln this irrstarce, thr Bossd did not cgntinse the Corarnissioner's Order. Evea thongh the

Resolution acknowledges rhe Comm,isslor**r's Srd$r in the preamble, narhing in the ltsolution

staf€.s it is eontinuing the Comrnissioner's Ordeg. hst€ad the Board allowed the Csffirnissioner's

flrder to expire a*d creared fl asw order via its Resolurirrn datd April 17, 2slg.

Indeed, dre terrns of the Cornmiesioner's {}der arc matcrially differcnt frorn the terms usd

in the Resot*tion. This vtrifies rhar *re C*rnmissioner'* Order and rhe Resolution, although they

bolh address the same l*pic, are two ditTerent directives, and as suclq one is oot a mntireuation of

the nther. Firsr. the Rsolurion entirely redellines *"hat *onstitu{Es a nuisar,rcs. The f}der defines

Page 'l of 2O
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thc *l.lisance as the presenc€ of a peruon unvac*inatd rsith MMR-I The Reson$ion defines the

xuimnce as the measles outbrtak"a

Second, *le Resolution rmtegerizes iadividuals subjeet ts the violation in several

important ways:

a. llte Cnm.nrissisncr's CIrder inc,lud€s people wtrc *live" wor*, sr residesn' in the

affected zip,tod€, but the Resolution only include individuais rrho "ilive[] or

w*rkfl" ia the affectsd rip codes Peddoner-Appelle's lleering Exhibitr I & 2"

Thr deision k, not iErclude pecple rvho *tesideo' in the zip code is important-

hJerrias-lryebster's dictionary detifles "r€sidtr- lo mean: *to dwell pcrma*errtly or

eontinu*usly: ,ffcclryy aplnce *s pue*s legal domicile,"' Merr,iam-Webster's CInline

Fictiouary, svailoble st https:/fwww-nneffiam-wefoste.camldieti*narylreside.

Conver,,sei6 that saue dictiouary def,lnffi *live" a$ 'ito p*s* through or ryend the

durstion e{.lo Merriam-lVebstet's OnlinE Sirtionary, svoitshls st

htpsliwww-msriasr*ebster.com/dictiomry/live. Thus, rhe Commissioner"s

Order ineleldcs pmple wbo vere att actually living in ths zip codes at the rime ef

the Mer; but rvho traintsin their legal domicile thsre (e.g," pmple whc were away

for the smmer, or wha live abm*d. for n period of timr]; ia mntrasq lhe Resolutien

einiy includes people who are pbysicatly preeent in the area

:r -\WIEREAS, I abo fiad thar thc pre**er gf any pc-r*:n in tilfilliamsburg lacking rhc MMft, vaccine. unle*c that

vascinr ix otlrcrrt'ise nredirplly contra.irdicafed or ssch persorl has denonstatcd irnmuniry* ageind meadcs, crcstis
arl uRnec€s.\ary an* avoidnble ri* sf continuing the outbreak and is thercfort a ntrisance. a.t de{ined in ltit'r*' Yor} d5ty
.t&ninislraiive f:ode $ I ?- l 4:{l* Petitiocrr-Appelltt's llcarirg Erhibii I .

I *WIIERF,AS" the Eoard of Hcal$ rcgnrds the aforcsaid r€portr sf over ISS cases of mcsles as srrfficient proof to
auibsrize the declalati*n thar arl outbrcak of meanlm is ocanrring i* ri{ilXiamshrg thal *reatem the hmlth and saf'ety

of Ncrt' }'orkcx snd is imnredialely dangenous ts human life 6nd health ard runstitutes a public nuisante{-f
P*itioaer-Appdle's H*rring trrhibit ?.

Pagc 5 of?B
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b. Ttre Cnmmissioner"s fuer includes children "older than six months,"' and tlre

Resolulion includes childrcn *'six m*nths r:f age and older." Petitioner-Appellee'*

He*rlng Erhibits I & ?. Thaef,*re* under the Commi'ssio,ner's Order, child{eri

who r*ere six ra$atl$ ald werr rrot req*.lhed ia be r.'accinated, wheltsas" under the

Re*olution, si.x.month.sld bsbi* were rquirud ts hs vffifulared.

c. The Commirsionet's Ords does ast i.ncludc cbildres whs attend s*haal, preschoal

rr child csre in the s{fcc.{d aip codm, but tbe Rffeluticn does inslude childrcn whs

'anendfi school, precchol or ehild care'erithin the *flect€d zip code*"" Pctitiouer-

Appelle*'s f{e*rlng Erbtbtt 2"

d" The Cornrnissisncr's Ordar rxempts chiidrea whose parcats or guar'dians provide

dacrrmefit$tion slrerring tbat MMR is not medicatly apprqpriale" vhereas the

R,e$slution is more orrgqrlt and r,equir* tbat such dscufileatatisn meet th*

satisfac gion of Petitioner-Apgrell ee. 5

Third,&e penalries ar-c antirely differsnt The Cornmissiongr's firde' ineludes a '\rarning*

that "'[f]ailure to cCIilply with this Ordsr is * viointisn of $3.SJ ef the New York Ciqy ltealth Ced€,

and a misdernsan*r for which you nay bc subject lo civil aa.dlor cri*irlsl fineq f,orfeirute$ arld

pe'naltie*, including inpris*nmeil,'" pctitisner-Appellee's ffcarlng Erhibit I. The Resolution"

howrver, did *ot include thi* langt*ge ard optrd la enhance rhc civil pcnalty by adrytiag the

pmvision oflttY City Henlth Code {?4 RflNY} $ 3.l1 {a} and subjmtiag violators to frnes fsr each

family mer*ber, and firr *ach day s prrs$a vioiatcs the Rcsolution. This'oe{lhaneed" civil penalrl

: Thc terminology may seenr rin*lar beirr*sn the L.o.'rnrrlicsis:ler"s{)trd€r and rire Resolutio4 hsx*vsr, it has a lcgal

di*inclipn. Otherwire, ttle g@rd rvorrld not have gonc tlrto,rgh thc effort of amcrdicg thc languagc in ils Rcsolution.
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did not appffir in the C*mmissioRer's Onler but is r'nclr.rded in the "resolvrd" language cf the

Re*olution.6

ln sucr. the Resolution change* mrffiErnus legaliy pr.rrinent aspscts ef the Csnlm.issione/s

Order, ineluding the prnhibited conduct, thepopularicre zubjeet to the order, and thepenalty- This

is prrcisely wfry nawhere ifl the Resolutisrl doss it Evcr $tate that it is corrti*uing the

fnmmissioneros Srder. Thc Resolution plainly creat€d a rreu. and dicrinet order, md per the

nrrryuircmcn{s nf NY Ciry Hsalth Csde {24 Re5{Y} $ 3.01 {d}, the Comrnissi*nsr's Ordsr expi*d

rn April 17,2*19.

For these reasons, it i* evidat *hat the B$ard did not coatinue the Commissioner's Onler.

The Summow cites th* dat* of*ccrrrrencc wxs May ?;7",2*19- Bw*r.rse tbe Csmaissioncr's fuer

expirred an April I ?" 2S19, prior ta lhe d*te of occurrence, the Tribunal must dismiss rhe Sumsnns

brcause it wss an effo-r of trarv for the Hearing Ollicer to sustain the Sumrnsns.

H, THE S{JI$I}[ONS SHOIJLD BE I}ISMISSEI} Btr,CAUSE TI,{RS, FULSP WAS I{$T
PROYtrDHD TRSPER SSRVICE OF THE STIMMOHS

Another irdepeadent baeis for dimisring the Sununans exists btrau$e Mrs. Fulop was rst

providd prop€r senrice of the Summors. ?bc Surnmors w*t laped to Mr.$" Fulop"s epertmsni

doon harryevdr, a coFy wss R$t m*iled to her via United States Po*ta} $erroice. Kespondut-

Appellant's He*ring Exbibit l0{1. Tberefbre, it wrr.r an Enqr sf trnw for the Hearing (}fficer to

s{rstein the Sr:mmons beeaus* Mrs^ Fulnp lva* $st provided F.nop€r tregal service, and r}re Tribural

must dismiss thc Sun:rnons.

Itl- THE SUhIITIO?TS SHOULP BT DI$'}TIS$E* SECAU$A TH* {iIJIVIMT}NIi FAILED

i *RESOLyED" thet any grrson rquired by this declarati'Jn to be immusized against rnea-cles" er any parent +t
guardian required by itto irnmunizc his or hcr chil4 shatl bc violeting thi* srdfferrd bc subjcct to $c fincr suthorizcd
by *pplicable lar,v, rule and regulation* wh day tirst hr, slrc, or.such child contirares ts rcside, wsrk or atlcnd school
prcscbonl or child carc in any ofthe affected zip codes *'ithsut having been vaccinated again* rncagles qntil such

time thar this ou&rrat is deslarcd to b{ overby ths Csmsnirsionerof thr De,partrneot of Hsslth arrd Merrrai H1'gicne."
Petitiooer-.rlppdtrt"s H*a ring Dx bitril '}.
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T$ PROYIDI REASONABLE I{OTICE TO MRS" FULOP A$ NEQI.JIRIS BY
rluE PRocf,ss AND THE h'EW yORK CITY CITARTER $ 10,t6

Furtheraore. the Tribunat should dismiss the Sunmons because it fsild to provide

reasonable il&tice tn Mrs. Fulop. Due process rquira thar b'lrs. Futrop be pravidcd/cir notirc nf

the charyes so that she may Fr€pare and present an adqpats defs$se and opportu*ity to be heanl"

Msttrr o{Blork v. Amb*<:h, ?3 N.Y. 2d 323 {19*9). TheHew York City Charter requires that, Bt a

minirrrum" ths Sunrmoer,r provide w nccvl'cte stats,fl!€nt of rhe rratter to be adjudicated. NYCC $

l*4S" The Smrmons {even with the Cornmissirner's (}r&r snd Resolution attech€d} failod to

rfi e,ct these sfandsrds.

Becauss the Csmrnissiofter's Order and the Ressluli,on are ss different" due process

rquires thar Mrs" Fulnp be rsasonnbly and aw.uratetry inf:onned of rrrhich ordef she is all*ged to

have violated. Gtherwise* Petitioner-Appellep has deprird her sf the ability te srpunt n vlable and

*ffcctive defense to the a{l*gatiom. For exanrptren fhe Comrnissicner's Od€r and the Resslution

define the t*rm "'nuisanci'diffcrmtty; tbe individnals zutj*eted to th* two erdsr$ are dissimilar;

and the Commissirlner's Order cites possiblc imp'risonnreat" *he,renrs the Resolution msndates civil

peaaltics {br each day the onler is vialat€d" Tc firthcr complicat* this issire" the Re*olutiorl

enforces these civil penalties against persons who *rcside' in the affected zip codes, yet the

language af the Resohltion itsclfdoes not mandate the MMR vec*ine for individuals who "'rs$ide"

in the a{fected zip cndes- onls* fnrthose wtro "livefi or work[] wi&in the affetted zip cotles" and

children wl:o "live{l or atlenrl{l schcol, preschool, or child care rrithin the sffected zip codes."l

t 'RfSOLIEB, that any prrr:orr requjrarl by this de*laration tc be funfiunized again-sr mcasles, or any parent or
girardian required by it to irnnuaiz-e his rrr ber child shall bc violaring rhir ordcr and bc subjcct to the fnes authorized
by applicablc lax. irulc *nrJ regulations eaeh day that ha she, or sreh child cnr,rrinues lo rslde. t'ork or attcnd schoal.
prexhool sr child care in any of rhe alTerted zip codm ryitbor* having be*n vaccinlecd agaitx mcasle until such

time thar this ourbreak is declarr.= Prtitioncr.A,ppelltt'r H.ering f,rlibit 2- {rrnphasit added.} The diginciion
bct*'ren the rvon{r *lir-e" and *r*side" tre legally siprilircanl. Se, argumart at Section I, p 5,
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Petitioner-Appellec'* Itrearing [rhibit 2. Therefore, the Surnrnons {*ven ryith the

Cammissioner's Srdcr and Resolution ntrached) does not providc fair notice of the order that *,ag

allcgedly violald and as such pr*vents Mrs- Fulop frr,m mounting an effective defsffie"

Nor only does the $ummone fhil t*provide ff,ir$otice, but it also fails pr*vid€ $n ascumte

statement of the matters tc be adjudic*fsd. Tbe *ktaits o Vielation" of the Sumrrrons, ils sworn

to by rl:e issuing officer, retbr to both tbc Ccrnmissioner'* Ordsr flnd ths Reso[uiion as tw'o disffna

orders" This section states that the Csmlni$sionsrus Order rxquired *flll pexsons who liven work or

atte$dschoolwithinZlPcodes 11205, ll?*6" lI2I: and Il249.tobevaccinatedagainstrxlessleo-'"

E*ibit d Snmmons. Tlris representation of the Camn:issione,r's Order is incoruect. Tha

Commissioner's &rder did not lneh"tdc indir*idaals whostterld srhoul in the aff,cctcd zip codcs but

did irrsludr people rvhn'ureside" in thr sffsctsd zip codes - r#bich thc Summsrrs fhitrs to include.

f'etitioner-Appelleels trIe*ring E*ibit I.

Finally, the "Drtails of Violf,tior" stqtisn cf the ss$rn $arnrr,mns summarize* the

Resolutipn as roquiring vaccinatioe, *unless they dernenslrflte proof of imnuudty or that

imffruaieation is lrrrt medica{ly appropriate.* SxbibitA, Snmmo$s, {tmphasis sddd"} However,

the fonrmi:sio*er's Ordsr and the H.esolution both s,tate tbat Mn" Ful*p arusl demoistrate s

"'rn*dic.al exempfion-" FrCIm a rnedical perspe{dve, lhese twe tenns nre vastly differcnt a*d cause

uneertainry as ro *'hat Mrs- Fulop is required to shsw in order to sstablish tbar thc cbild mcdicslly

canpor receiye the vaceirration, ,!ee, Erhibit C, Ilearing Tran*cripL Pp t{tr148 (discr:*ting

Pedrisn*r-Appellee"s def-r*ition of a 
-'rnedical exeirption" trr the futM*. vaceine)" These ambiguous

and conflictitlg ste{s$en15 g$sfuse the standard and deprived }v{rs. Fulop of rnormtiag a viable

dsfense to thc Sammons. Furthermare, Mr*" F'ulop was clearly not provided "ail accurste statsment

of the rnatter to bt ad.iudicaled" as requirrd by NYCC $ i046.
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In sum. the Cammissioner's Oyder and the Enard's Resnlution are a {.CItal imbroglio. The

Sumnrons does nst pr*vide an accufate statem€nl sf &e rnat{er to be adjr*dicatd and does not

povide a laypersan *ith reasonable notice *fwhich ordsr was violated. Thercfbrr, it wss an srror

sf law for the Heari:*g Of5cer t$ sustain the Sutrftoas bceause Petitisn€r-Ap'pellee failed to

prordde tv{rs. Flrlop an accurate statsment of tt*e $rntt€rt ta be adjudicatd as reqnirtd by the Ncw

Ysrk City Cbarter $ 1t146 and fair r*otice as requir$ by dueproccs*ofl*rr, d tfuls ttm Tribllaal

musr dismiss the Summons.

ry. TgU S.UI}{l}TCIltiS SHOIJLI} BE DIS*IISSfP *ECAUS$ THE HEA*IIIIG
OF?'ICER BI}RNTEI} SINS. F{ILOP OF A rt}tl. AND FAIR IIBARTITIG BY
REFUSII{G TO ALLOW CROS$*EXAII{INATION OF TgG ISStEilC OFFICER
WHERS A I}XSPITTE O:r FACT WA$ T*gSENTSb

Tbe Tribuna! should disrnisfi the Swnrnon* bmause it was arl ermr of lsw for ths Hearing

0{ficcr to deprive hdrs" Fdo; of a fidl *nd fairh*aring by refirsing tc aliow crcss*examinatioa of

thc iszuing oflicer where a dispute of fsct w*s prmentd-

"A responde$t may request tlre ,[iseuiag officer's] sppeersscs if it malcrs an sffer *rf pro*-f

to refi.{e thr allegation$ oil r srrmrnsrls aad ir per*uades the }fearing Officer that cross-e.trmiuing

thc {issrring cfFcerl about a disputed f*t woul* be belpful." lfl€ v. Y,antage.,i{.r$cc*des, Jnc.

{Afipeal No. I10c746" Oetokr 27, 2*11}. C.nrmsel for Mrs. Fulop pnefu thst cross-

examinatian af the issuing eifficer was neees$ary ir srder ts esf*blish urhether the MMR vmine

was m*dically apprcpriate for the child and whetber prcof af a medical exempti*n :virs requested

bef,ore lhe Summon-s was issu*d" Tbc Hearing OffIcer dectind Mrs. Fulop"s *pplication io cmss-

examine the issuing officcr, hnlding ttral the dsctor fippeariag on behalf oflhe Petitinnsr-Appellee,

Dr. Jen*ifer Rosen {"Dr. Rosen''), *ras av*ilablc and could ar}srrer any questions rcgarding these

,dispured facts. Erhibit C, Hearing Trrnscript p 14. llowevtro whsri questiond, Dr. Rssen

lackd aay knonledge of t}re fac* leading ta the issuance uf the Sumrnons and ryas unabtre to
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pressnt an-y responses to questiCIns directsd sl the$e dispuled f,acts. For example, Dr. Rosen: {iid

nor knor*' where rhe child *,as rxposod tExh:bit Cn Hearing Transcriptn p l0il; did not knpsr

u,here the child's *ddress was obtainrd {.Exhibit Co *Iearing Tranecript p lS9}; did nat krrow if

&e child had any medical contraindication t* h.{MR befsre the $urnmons was issned {Hea.ring

Tr*nrcript p f f?); and did rlot kaow if;any person from the health depamnmt had con:actd M"rs"

Fulop to detsrrrine if the ehild ha* bmr givur MMR befort tfuc Summsns wa.s itsusd {He*ring

Transcript, p I l?-l l$l.s

Thus, itwas a* tltor ot-law forthe Flearing OfficErro refuse Mrs- Fulopthe ability to ctoss-

examine the issuing nffi,c*r rnd deprivc Mrs. Fulop ef a firll aad fnir kearing, and rhe Tribunsl

must dismiss the Summom"

v THE SUTIThIOIIS SHOUil,F BE T'ISMTSSED BSCAE]SE TI{IE H]EAR$TG
OFTICIR DEPRIIIEI} MRT. F'{'LOP $T A FULL AI{S FAIN HfrA*ING SY
R,EF'[-'SING TO ALI,OW A REAS$NA3LE CR$SS.EXA]I{II.IA?ION OF
PETITIONER-A??SLLEN'S NXTERT

Th.e Tiihsnnl should disrniss the Srmntpns b*cusp it was an frrsr sf iaw for the Hearhg

Officrr to deprivr Mrs. Fr.rlop of s ful! afd fair hearing by r,efusing to slkrur s r€Esonable cros$-

exarsinatisn of Pctitioner-Appellee"s expert Fr. Rosen.

The He.sring O{ficer refirscd to allorv.Mrs. Futop's eoun$el an Dppfioraiqy trt conducl a

reasonable ctross-sxanlination of Dr- R.osen. Exhibit C, Hearing Transcript, pp f3l-l33; 140.

ln fcct" mo$ of, the hearing time was devoted to the Heariry Officer unreasonably cutailing the

cross-examiaarion nf Dr. Rnse.n Bnd llr. Rosen refi:sing ta prulide resSronsile answer$ to

quesl.ione. Erhibit Co Herirg Tranreript, pp X52-I53. Theref-offi, the Hearing Officer

t This line of qoestioning r*.as regarding ttrc child asgiciatcd r+-ith Summsos Nurnber ]tll98-19L0. Hoxever. in rhe

intrrr.:1 ofjudicial econgfi]y. tbe parries and rhe Hearing Officcr agrccd lo inco{poretc th* argunents end cxhibir$ frtrrn

itn hearing on Summonr Numbrr 30198-19LS isto the rec,crd fsr llrs. Fulop's heariog" Erhibi! C, fleeri*g
Trrnsedpt, pp l4?-I43; t'{l-242-
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coffmitl*d aa e{ror of law b-v preventing Mrs. Fulop's coun$cl of the chence to r,easo*ably *ross-

examine Dr" Rosen ard deprived lv{rs- Fulop of a full and fair }rearing, and as such ths Triir*nal

musl dlsmiss the Surannoru;.

VI THE sti?rIM$NS SIIOIJLD BE DISI'IISSED BECAUSE TflE HtrARilqc
OFFIC€R'S DNCI$IOH LACKES A N.ATIOT{.{.L BASIS AND 1S HT}T
FACTUALTY SUPPORTTD

?he Triburtal shsrdd disrrriss the Suuunons becsus the Hearing Officer's decision leck€d

a rational basis and is not factually supported"

The Head$g Officar stated in his srrittes dmision tbet Mrs. Fulap *relied rrpan the last

parsgraph of the Order, which states, "ftlhis Ouder shall rcrfiain in *ffecf until the nrxi n-leeting of

rhe NYC tsoard of H*alth schoduld fcr Aprit 17, 2019, at which time it nay be c$ntinud or

tcscinded by the *osrd"' to make the *rgament tlue the Orderexpird on April i?, ?019, grhibit

B, Hmring D*eision. {emphasis edd€d.} Hovrev*r, Mrs. Fulop did not *Iy *pon lhis statment

nrade in the Cornrnissioner's *rdet. Instead, Mrs- Fulop's argument w*s firmly gmuaded fut NY

City Hcalth Codr {2a RCN$ $ }"Sl {d} and was raerely reinfercd by tbe langirage statd in the

Comrnissit:ner's Order. 
.ln 

faei, comwel for h,I*- Fulop read the chan-er provi*isn an rhe record in

suppofl cf tbis Brgumcnt" Exhibit C, Hearfug Transcript pp ?F29" Counsol for Mrs. Fulop

pausd during'this argument because it appmred as though the Hearing #fficer was sot pal''ng

attentio:r. Exhibit C, -tXearing Tr*nscript, p ?9. Ttrus, &e Hearing CIfFcer failed to corsider

applicable larv.

h{oro*ver, co*nsel for Mrs. Ful$p matle an r::{te,Gsive aryLtm€nt that upbolding the r.ig,latiou

as la the child *'as unjust, ernered 45 deelunents into evidence to support the conelusion, and ciled

to and read inta the rec*rd the Hearing Officer's autbority to disrfiiss & s$filmoni based upn the

interest of fairnrxss andjustice found aiNYCC $ 1849 {5} {a}. Exhibit C, Hering Trnn*ripf p
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l5l p l?2; p183. Feiitioner-Appellee prsentsl rx) count{lr*Brellrn€nt regarding this issue" The

Ncw Yark City Charter $ I CI-{9 requirc* lbe ldsaring Offiicer'ls csnsider nine factars wken reaching

a deternrinatios o$ issueE af fa=ir*ess alrd jusricc; yet, tht lteariag Officer failed to addses.s **y of

these fsctors o-r re"ach a d*teffnination on this issue in his wriften decisiotl.

Furtherrnore, counscl for fulrs. Fulop made an €xtensivc drgpffiedra that :he h{MR vaccine

wax medically inapprupriale ns to the child and mtsrsd 55fi p*ge* sf dscuments to support lhis

conclurion- Exhibit C,Ileari*g Transcript, pp l3S-I39; p I72; pI83. The Hesring Sfficer

failsd ro .eddr€ss this is$ue or rmch a deterrnination i* hir vr,itcen decision" wen lhtx,rgh the

Summcrns statrx ""m*iically apprupriate* a5 a reason ro I@o MMR vaccinatisn. The Exhibits

presented are summarized in Seetion X below.

Finally, thc Hcariag *fficer held in tns written decision that the *April 17" 20tg Rrsolution

continued the Commissioncros exorcise of eraergcncy authori,ty, which nperatcd le csnlinuc thc

v*lidir.v of &s Cornnrissioner's April *,3019 Order,"n" Exhibit B, trtrrrring D*tslon. This finding

is $ot suppsrted by ttre facts because both parties agtecd <rn tke reced that the Conrmissioner.s

Order expirqd on April 17, ?0t9" Hxhibit C, Htarlug Tren*cript, p, 58. "[ihe Cor,nrniesioner's

fuer cannot simlrltannously expire and csetinue tc b8 valid. In the altesrativg *re Hariag

Of5cer's finding that the Llornmissicner's "sxef,cise of authsrify'" lvas continued by the Resolution

is not dispositive of the issues pr*s*atd at tlc hearing berause the Snrnrnons cites lvts. Futop as

having virlatsd rhe Commissioner's written order, nol the Commirsionc'.t's exc.rcise of e.ruergency

autfiorify. Theraforeo th* Hraring Officer's finding thal ttre Bonrel c$ntiniled t]re Cr:mmissionet'e

exrrcise of ar"lthoriry is irrelevant-

{onsqurnrly. rhe Hearing Oflicm failed to consider the applicable law and arg$ment *'ben

making his dwisiein. Fsr these ressons, the HearingOfficer's deci*ian tracked a rational basis and
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is n<rt factually suppofled; herrce. lr{rs. Fulop was deprived of a fi.r}l and la-ir heari*g* ar:d *le

Tribunal ruust dismiss the $unrmoru.

YIL THE SUiIfi}IONS STIOULIi Bf, }I,STTTI$SSD BECAUSE IT WAS ARSITRARY
AND caPxJcrous FoR TrrE HEAR,THG Or.FICER To susTAIN A gubrittoN$
IIIAF{SATINC A VACCINATION FOR, A CHTLN UHDER T\YfiLVtr *IONTITS
OLN I}T{ENE THf, FOOD ANg DRUG AI}I$IT{ISTRATTSN }TA$ NOT
LICf,NSEI} TRAT VACCIT{ATIOI{ }'OR CI{TLPREN I.INDER TWSLVE
L{OI{TITS OLD

The Tribunal should dismiss tbe Sr$nmons kause it was asit"ary and capricious for the

Il*ring Officer to custain ths Surffnsns mandnring &e MMR- vaccine for s child less tban trvelve

r:rpnths old. On tlre dat* *f occurrence, tlre child s.as less than ts.elve msnths old, Rerpandent-

Appcllant's fleering Exhibit 98, Detlnr*dcu of ehanie Fulop, Child'r Dttr of Birth. Th*

Fso{tr snd Drug Admini$rarion t':FnA'J has not lisensed MMR f,or shildren lss thnn twelve

montlrs old. M,m" Fulop presentd rndisputed sl/idince at tlre hearing thal the MMR vaccine ir

not licens€d lirr this age group and that the "safcty rnd efTmdvcness of unumps and nrbella vsccine

in infanrs less than 12 months of age have not been esablishd.' Re*pordent*Appellnnt's

ffuring Exhibit 30. Therefqrre, lhe Summons an*l the He,aring Offieer's order are both saying

rhat Mrs. Fulop's child rrurst receive a v*eein.qtioa svfrtr though the FBA has Got deterninsd rhat

it is safe and tfI*clive for the child- This is p*lently a*itrary and capricieus bwause there is rro

reasonable basis for the liearing O,fficerto uphold a violation fur failff€ to vaceiaate a child with

MMR where the vac*ine is not licsrsed fer use in the child-

wll. TIIE suhLlt{}N$ SHOIILD SE DISMISSED PURSUANT TS NYCC $ l${9 (5} {r}

The $ummons sh*ul{tr hate been disnrissed pur$Hnt ts NYCC $ lMg {5} {a) becarrss the

undisplterJ eriderrce at th* h*aring mllected rhe foilcwing:

Exhibit 2 - ClC, *{NR lfaccine fnforwation Statement {iistillg some of the side
eff,ccts of the Mfdfi. vaccineo irrrcluding seizil{*, f,tll-body rash" deafness, long*terrn
$eirursn coma' lowerod csnscirrusness, aad brai* damage).
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Erhibit 3 - FDA, Sunntary .af {linical l*,estig*tirsn Sruclr'r.r ol {M*{ftJ Jbr
Purposx; of Supytort for Liwnse {reflecting that only around 800 children
participated in the nndcrporvered pre-licensing $tudyr no-p,laceba ssn*lrl group.
anrl a safely rsview p€risd cf a rrlere .{2 days}.

Exhibit 4 - FD.S", *id{slr*rnarizingthcSl5-page* ofEx}ribit 3 and includingchans
*rat shcw the high r€tc of upp€tr respiratory infactirn ad gastrointsiixal illnesses
for trial pa*icipanu).

Exhibit 5 - lnstitr*esfMedicine{"I*M},ldvrrse .S$?rr afPera*slr and Rvbells
Yarcis* {dmonstr*ting t}.st the avai}able,*ciepce supports a causal relatior kip
betrve,en ttle rubella vaccine and cbrooic and*cute afihritis)-

Exhibir 6 - ISM, ,{dvtrse Events Asswiar,ed ryith Chttdhoad Yaeciner {revealing
&at for l8 of the 2? most re,pond adve$e ess$ts fellorving Mh{R fur lgg4, the
CDC had Bot ffisductfd the mi.ence m dstermine if the MMR was csusally linked
to the adverse everrts; however, the ava;.lable scic$cs did show that MMR was
catrsally lirkd to anaphylaxiq rhrnmbocytnpcni4 and death).

gxhibit ? - IOM, Ad*erse Efficts of T*acines, Evidence and Cnusnlit"v {showi:rg
that in ?Sl?r ttre CDC had llot es$d$cted the science to dptersnine if 23 c the 3l
commanly claimed injuries fronr ths MMR vncei{re w*rr causa}ly linkd to the
vaccine).

Exhibit B - :0lv{, *1dverse.Ersnls ,{ss*eistsd with Childhood Yaccines {findiag
scant seierica rsearching why ssrne Fesple remt nqatively to v*ccines asd
s:rcouragilg CDC te c$nduct *e science).

Exhibit 9 - lOM, Adverse fiffects af ifarcirlx, Evidencesnd fcrr*scfqy {st*ting tlhat

thc CDC still has mt condueted tbe scierce to detcrmine rryhich children may be
injured by var:cinati*n)"

Exhibit l0 - NatrmGenetics, Comtnon vsrigrl*s.ssrflbfcd with general *nd MA{R

twccine-r*lsted febrile seraures tldenti$ins sp*ific gcnetie markers f*r ryherl a

chiid ,riltr have s€isurffi all* MMR vaccination)"

Erhitrir I t * SJSit Millian Atgard f*r Enxephalopathy .fr*rn MMfr. Ya*ine
(reporting payment of $iOl mitlion to Plrscits of a child injurcd by the MMft
vaccias).

Exhibir I ? - CDf, Yacrine Exripient & ,L{e.dfdl .Samrmrj (listing the excipienl. anri

r:rdia contained in th* b&\,tR yacciae, inciuding blt npt lirniled 1o, chick e*tbryo
eetrl culture, WI-38 hurnan diptoid lung fibroblasts, hurnan albumin bavine calf
s€nun, and neomycini"

Page 15 oll0
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Exhibit l3 - ATTC. nfftC-s {rhowing that the MRC-5 *ell line is derivd frsm rbe
iu*g tissue of a l4*week-old male fetus}.

Exhibil 14 - ATTC, Ifl--'8 {describing thst the Wt-38 r:d1 line was derived a 3-
rnoath-old fernale fet"s).

Exhibit I 5 - The l'l*tional cathofic Bioerhics Qua*erly, A Brie{ Hls'tory af Hunwn
Diplotd Ce-lJ $irnns (dreribing bow doeens of fetrrsss were usd lo develop feraN
cell lines tbruse in vaccines].

Exhibit 16 - Proce*diags of rhe Smiety of Experimenlal Bi,olory and Modisine,
Cytclogit*l Yirologic*l and dftvrlTylcsenrst $tdie$ af, Cetrl Srains from Aborted
Hvman Fa&iyf,.r {revealing that 8S aborted f€Urs6 vse used to crest€ thc nabell&
compon€nt of&e MMR va*eine)"

Exhibit t? - Soand Choice Phannasdrttiaal kwtitute, @en later ta Legislatars
&egattling Fet$l Csll DNA in Vaccines (diwr.sine fetal DNAccnlamirns$ls itr ills
MMR vaccine)"

Exhibit 1S - Atlrernsele+osis, Assaciiltian af *easter nnd munnps w,ith
cardiovasatlar diseasc: The lap*n Collobarative Ceho'l" g*t{J srr@',(finding
that measles and/or rsur-sp$ infecti*n was sssociatsd wi$ significsntly lnwerrisks
ef mortality frtlm cardisvarular disease).

Exhibit 19 - CDC,llecrt D.kec.ce Fsrr* d Stcrisrrcs {indi*ati*g that 61$,ffi prcple
dieof hcart disease in tlre Unit€d Statss el€ry year)"

Exhibil ?0 - I-eukecnia Res*ar*[ Do childhood dlrscrs$ sffeet Nf#. ond I{1, rtsk?
A case-cantrol swdy frora northerw *nd soathtm J;cty,(findlng that p*rticipants
who did nof hcye a hisrory of rceasls inf*erion bad a 66 pcrceat increased ralc of
Non-Hodgkin's Lyrnphoma arxl ?33 prrcerrr incr,rase of Ltodgkin"s Lymphom*).

Exhibit 2l - M*dieal Hyptrthees, Febrile histary infectirirts of caxcer ehild}r1od
rlrseases in r*epatierrts snd mstxhed contrCIls {Sndingahistoryof febritre infestisrrs
childhood diseasq suc.h as measles, lowers the risk for caac*r).

Exhibit 2? - British Medical Jourrrnl, h{ontile H*d,g*in'g Drsess*: Jtelrlr'ssr:on nllirr

'He*s'/es {de+critring remi$$ion of cancer affer a meas}cs infection).

Exhibit 23 - N[H, Csncer 5r{rl Facr.t-' Non-l{dgkin ,Lpvnph*m* {rcporting 74,2W
new cases of ]{on-ldadgkin Lymphom* in 2*19}.

Exlribil 24 - NIH, Cancer.Vst f;{rerr.- Hcdgkin Lvwtphont;a {itdie*ring 8,1l0 aew
caser of Hodgkin Lymphoma ln ?019)"

Pagc l5 ofl0
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Exhibit 35 * Cancer Eetection and Frsvc*tior4 -4rltr infettions ns * rnemrs qf
cailter prcvention: Appasiagi eSeets is c,hronic ixfettitnzs? {finding tlrat exposures
to febrile ixfc*tioers childhood diseases, in*lurting measle,s" were assnciated with
*ubsquently reduced risks for rnelanoma, ovflry, and rnlrltiple caficers cornbired].

Exhibi? ?6 - NlH, C*n*r Stat Facts: &,,snbn Ccrcer{"reponing ??,510 nsw easss
of ovnrian csrcer in ?*19)-

Exhibit 2? -PertiatricE lJlereic Sls'e*se and Atopir Serwirrsatrr"en in thildren in
frelsrfoa to l{easlcs Elarrr:instio,n ard $/ecstrrx lnfection {fnding that measles
infectisn lrrsy protsct against a[ergic disease in children].

Erhibit 28 * Allergol nt Imrnunopathal, Freqreary of allergi* dis*asar;&lfoxug
measles tlinding tlrat al"leryic disenses ar lws @uent in childree rvith * history tf
measles).

Exhibit 29 - American Jounral ofEpid*raiology, iHec [es Xtrfectian and Psrkinson's
Disease {frnding a statistiaally *ignif:canf rc-dtrcrd risk sf F*rkinson's disease for
thosc who bad rneasles dtring childhood).

Exhibit 3S : Merek nfff& lb{anafarturers" F*r*age lnsert f*M-M-K }l has tror beffl
evalualed fcr carc'inogenic or rnutagrnic poteirtial, cr p*tenti*l to irnpair kility'l).

Sxhibit 3l - PloS Onq ldverse frwnfs$lJo*mg II *dd l& *lostk Yoccinations:
* Populatfan-Bused" Se{f-Cantrollecl C.rrsc .5er.!dr ,&nalysis {find;ng si€nific€ntly
elevated n-sks sf smrrgency r*sm visit$ cne to trro weeks following 12 snd I S-
rxo.nth Iy{MR vn*cinarioa}.

Exhibh 32 * FDA, Supplemental Apprava|r Lrtterfor MMt{adding to rhe Ad1'e{*e
fi.eaetions se*ti*n trf $e MMR pae&age insert 'transvrrse my*litis" in 2014 end
"tlenorh-Schonlein purpua" *nd *acare hernonhagic erleina of inf,a*cy" in 20l7).

gxhibit 33 * Jorrnal afTranslatianal Sciens€,Pilot tampatstive study on the health
*f v*ctixa'ted and unvlc'ttinllted 6- to l}*p,eor*ld U.,9. s$rTdren {finding {hst
vacciflEted indir:idunls bad a higher rate uf seveml f,prms of chrsnic illnes$ aad
neurodevelopmental disondersl.

Exhibir 34 * Li.S. Hous€ of Reprwerrtativss, Csrnnlitfee rn fiovernncrrt Refcmr"
Coxflicts af lnterest in tfarcine Pilicy il{akiag, Ju*e 15, 2000 (discussing the
canfiicic oi interest that vaceine poliey-rnakerx have with pharmaceutical
c*r*paniesJ.

E-rhibit 35 "'"" CDC,,$adre to Resders: fit*tnwrcnded Childhood lrnmunizstion
Sc&erluJe -- Linited.S'lales, J$S(} (refieclfurg that tbe Mh{R vsccinn u,as on the
cbiSdhootl imrnunirari{rn schedule rvhen lhe f,"srnmiltre rn Sovernms'nt Rcfbrm
i*sued its blajcrity StaffReport reg*rding confiicls cf intmest in June 20*0i"

Fage l? r:f ?B
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Exhibit 36 - 42 U$C 3fi0a4-27, t*{andate for safer thildhotxt rcccrrss {stanrtary
section underpiruring varcine saf€ty in this cs{ntry which requird rhe Unitcd
States D€pflfimenl of llealth and flurnan $elrisss d"IlHS') ro *ubmit a bienmial
rerrorr t$ congrss detailing improvernmts raade regarding vaccine safety).

Exhibit 37 - lttfurrned forrsenf ,{r$or rVe.rrraor* rr" IliF{$, }8-cv-S3315, Sdptrl*tiou
& order" datd July 6, 3018 {evidercing that HHs has nwrr once subrnitrcd a
repCIrr kr congr€sE as required by 4? USC 30ffa{-?7,}"

Exhibit 38 - HHS, Reqponsc n Frccdom of Inforrnatisn ,tet Rqrrest {adrr,d.tting
that the Task Force fur sa&r childhood Vsecinss reryrired by 42 USC 3fl0aa-?i
rvae fisbilnd€d in 1998)"

Exhibit 39 - Physici*ns f*rlnfurmed Consent, ilerrsles Yhat Prrrenls Nesd t* tr{naw
{derailing the benefig and risks sf,the MMR vaccine}-

Sxhibit 40 * Arclrives of Pediatrim & Adolescent Medicine, Per-s istenw of Meas!*
Antibetdies Afier 2 Sases of h{e*slef Yaccin;e in s Pasiclim:ination .Envirarrment
{ftnding that mta:les cntibodie* wa*e $v*r tirne iB the abseme of circuEating wild-
type measle)"

Exhibit 'll - The Lancrl, Measles Yirus Infeetion Without *ai# Ia Chitdho& ls
Relsted Ts {)isease trn ld*Jl *l$ (widewiag asscciation harueen a negalive hisrcry
of measls and development nf immuuoreantive dissgt6, rebac,*u* rkin dismses,
degeuerative discases ofbcne and cartilage, and c€rJain trrnors]-

Exhibit 42 * coc, Yrceiree Adrrerse Event Rryorrfung system {vAERs} Results
{results sf the nunber of individusls reeciving e meisls*sonr*idng vaccine in
2013 that rquird a haspit*i, mdical office, or €rn€rtgeffiy rcorn nisit afrer
vaccina*ion).

Exhibit 43 - CDC, Yital Statistics af the {inited Stotes 194B-1960 {stiowing rhat tlm
dea& rate from measles in the united Sta:s decliaed by over g8 percent betym
1900 and 1962).

Exhibit 44 - Brain & Developmrn! ,Spontdn€{}u.&: irnprorerxent af intractable
epileptic stizures Jbllo*:ing a&tte viral infeetions {sho'wing that seizires
disappearyd within tt*'$ w,eeks a$sr y,iral i*fecrions .such as rrreasies)-

Pagc lE af2B
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liy'herr pmvided an opporfu$ity tCI rcbut nny of the forngoing evidence, the Petirioner dcclined to

prcffer any evidence in ribunal.

Thus, the undisputed evidence refleets that the lvIMR" vacci-ne far tlre child was nol

nrodicanly appropriare, as the risks clf injecting this pr,oduct inte the child outweigh the b*nefits.

IX- THE SUI}IIVIONS SI'OULD BE DI$I}T3SSfiF BSCAUSE TIIE COMMISSTOITIIR
AND BOARI}'S ACTIONf; YTOLATE Tffi STATE At{D UI{ITED STAT"SS

CCINSTITUTIOilS

?ha Tribunatr shauld dismiss the $umrnon* b*ause the Commlssioner's Order gnd

Be$alution violate Nrw Ycrk and United States Constifiiticns" Altlxilgh this tribln*t is uilablc to

nrle on issu€B of,Constittrtio*al law,e Mrs. Fuiop re$etves all issues and atl Congirtrtiond elaims

for appeai" including but *ot linitnd [o, thf; follewing:

Firur Am*ndrnent, Free Exercise nf RcElgion;
Fnu*e€rilh Amendmert, Su:bstantive Due Frocess and EWaN Protertioq
For:rth Amendmeat" Unlawful Searuh snd S€izrrc;
Fiflh Aaiendment" Prscrdural Dte Prcc*s*;
$€hth Arnendruunt" Cnrel and U$$$ul Prrrishr:mq
hlinth Ameadmen{ arrd

*ther Ullfiiulnsratd Rig,hts.

DE-MANP FSR, 3E'LIET

The Tribu:ral should r*l,'crse the Hrsring SfFcer's decisi'Jtl tc sustain the Surnrnons for

:ths rcssons stat€d above.

,r -Re*pondent': L'onstitstional claims uader ths F&sr Amcndment" the C*mmerce Clause- subetanlivt Dt$ Frrxess.

and S11re and Fcdsal prirac5 rights are not properly adjudieared by this Tribuna} .* n'C. t'- Fortwne Lintotrsinrs. lnc',

Appeai No^ JR800073? {Maph 6, ?019} {citing ffln r'. f,l/S Pr*gnawr- Center, Appcal No. 1?0095}IR (June 29'

:tiiq lfinni"g rhal thd'Iribunal $'as not the propcr fomm for edjudicating First Amsn*$6n1 ,glaims as a riefense rs a

*r"tu,oty disclozurc schcmc);,1'/C r'" Aihae Gortg, Appcal Nos. 16{1334i1 i}anuary 5, ?017) {finding lhat rhe

Tdbunal is nrrt ih€ proper farum tr ad.ludicate s claiff of Con*itutional right lo privacy! il{A v" 1{r- C's t-Jr/es"

A'prsl Nq" 05-3g0gj? {Fcbruary 28, 20i il {finding that the Tiibunal is mi iirr proper forum to adjudicate a Lloramerc{

flause challcngt).
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DOHMII v. Chanie Fulop
30328-19L0

I. The hearing officer did not err in finding that the Commissioner's Order did not expire

on April I7,2019 and Respondent was in violation

The hearing officer was correct in finding that the New York City's Department of Hpalth

("Department") Commissioner's Order dated April9,20l9 (Commissioner's Order") and was

continued by the Board of Health's Resolution dated April 17, 2019 ("Resolution") See DOHMH

v. J.DOE.,Appeal No. 30329-19L0 (December 20,2OIg) (finding that Board of Health

Continued Emergency Order). Additionally, both the Resolution and the Commissioner's Order

are referenced in the Summons No. 30328-I9L0's ("Summons") violation description as the

requirements violated by Respondent and therefore both are applicable in determining the

violation.

Pursuant to Health Code section 3.01(d) the Commissioner may declare a public health

emergency and issue orders that "shall be effective only until" the meeting of the Board,

whereupon "the Board may continue or rescind the Commissioner's suspension, alteration,

modification of Health Code provisions or exercise of power." Contrary to what Respondent

asserts, Health Code section 3.01(d) does not limit the Board to, as Respondent states, "only

allow[ing] the Board to continue the order 'as is" .. ." (Appeal page 4). Respondent would like to

add onto Health Code section 3.01(d) a limitation of the powers of the Board of Health to

continuing orders only 'as is', 'expiring' or needing to 'issue a new order' but these limits are not

in the plain language of the section.

It is apparent in reading the Resolution that it continues the Commissioner's exercise of power

asserted in her Order since the Resolution repeats the main directive of the Commissioner's

Order, which is that people living in the lI2O5, 11206, tl2ll and II249 zip codes who have not

been vaccinated against measles shall be vaccinated against measles unless they can demonstrate

immunity or a medical exemption. The Resolution also reiterates the main findings of the

Commissioner's Order such as the declaration of a measles outbreak in the Williamsbutg area,

the threat of measles to public health in the City of New York and the need to vaccinate to

control the outbreak . Sei e.g. Commissioner's Order (8ft paragraph)("Whereas, I find the

ongoing outbreak in Williamsburg to be an existing threat to public health in the City of New

York; and.."); cf Resolution (15th paragraph)("Resolved, that the Board of Health herby

declares that an outbreak of measles is ongoing in the neighborhood of Williamsburg...").

Respondent inconectly asserts (Appeal page 4) that Petitioner conceded on page 58 of the

hearing transcript that the Commissioner's Order expired on April 17,2019. The Department's

General Counsel made no such admission. While it is true, as Respondent points out, that there

are a few differences in language used in the orders, the differences amount to semantics and do

not affect the applicability of the Commissioner's Order or the Resolution to the Summons or

Respondent's violation. Whether the language of the Commissioner's Order or the language of
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the Resolution is applied to the Summons, the Respondent will still be found in violation since
Respondent's child lived and resided in the applicable zip code, lacked immunity and did not
have a valid medical exemption, which indicates in operation the Resolution continues the
Commissioner's Order.

Accordingly, the decision should be affirmed.

II. Respondent was properly served the Summons

The hearing officer was colrect in concluding that Respondent was provided proper service as
was evidenced in the submitted certificate of service that stated the Summons was mailed.
Improper mailing is not proven simply by a declaration of Respondent she did not receive the
mailing. See DOHMH v. Joan Moriello, Appeal No. 1801264 (December 12,2018) ("Her mere
denial that she received the mailing is inadequate to overcome the presumption that properly
addressed mail is received, absent any evidence or testimony demonstrating the mailing would
be unlikely to arrive.") (citing DOB v. Banyer Place Development LLC,Appeal No. 1800075
(April5,2018)).

Accordingly, the decision should be affirmed.

III. The Summons provided reasonable notice to Respondent to satisfy due process

The standard for the contents of a Summons is provided in Title 48 of the Rules of the City of
New York sections 6-08(c)(2) and (3), which states, in relevant part, that a "summons must
contain, at a minimum: ... (2) A clear and concise statement sufficient to inform the Respondent
with reasonable certainty and clarity of the essential facts alleged to constitute the violation or
the violations charged ....; (3) Information adequate to provide specific notification of the
section or sections of the law, rule or regulation alleged to have been violated...". Here,
petitioner clearly met the burden of adequate notice because the Summons states the essential
facts to constitute the violation: the date the records of the child were reviewed, that upon that
date the Respondent's child was found not to be vaccinated against measles, have immunity or a
medical exemption. The Summons also provides adequate notice of the orders alleged to be
violated as the Summons states the requirements of both the Commissioner's Order and
Resolution.

The discrepancies pointed out by Respondent between the Resolution and the Commissioner's
Order do not prejudice Respondent as none of the differences have prevented the Respondent
from knowing the elements of the violation or being able to put on a defense to the allegations.
See TLC v. Shaikh Ali, Appeal No. 10105610C (April 5,2019) ("The identity of the vehicle is
not an element of the charge and is therefore irrelevant to whether or not Respondent received
adequate notice."). In the absence of any demonstrated prejudice, dismissal based on notice is
not warranted. See TLC v. Tawfik Al Shammaa, Appeal No. 72140348A (November 13,ZOI7).
Respondent plainly had notice of the elements of the charge as Respondent presented a full
lengthy defense by presenting44 exhibits concerning the measles vaccination and its medical
appropriateness in response to the orders vaccination requirements. See TLC v. Ibrahima Fall,
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Appeals No. 10087317C (March 12,2018) ("Finally, the respondent prepared for the hearing by

taking a video of the traffic lights along the route, showing, together with his testimony he

clearly remembered the incident, that he was sufficiently notified of and understood the charge

against him.").

Accordingly, the decision should be affirmed.

IV. The hearing oflicer did not deprive the Respondent a full and fair hearing by declining

to Order that the issuing officer testify

There is no requirement for an OATH hearing officer-to grant a request for the issuing officer to
testify. According to Title 48 of the Rules of the City of New York Chapter 6-15, "Upon
request of either party, a Hearing Officer may grant an adjournment for the testimony of an

Inspector if the Hearing Officer finds that the Inspector's testimony is likely to be necessary to a

fair hearing on the violation(s) charged and/or the defense(s) asserted." The hearing officer
clearly has the authority to use discretion to determine whether to grant a request for the issuing

officer to testify.

Additionally, it is well established that there is no absolute right to cross examine a witness in an

administrative hearing . See Gordon v. Brown, 84 NY2d 574 (1994).

In this case, the hearing officer heard arguments by the petitioner and respondent as to whether

the issuing officer should be required to testify and properly used his discretion to determine that

issuing officer was not required to testify for the respondent to receive a fair hearing. The

testimony of Dr. Rosen, a physician with the NYC Department of Health, was enough to ensure

the respondent received a fair hearing.

Accordingly, the decision should be affirmed.

V. The hearing officer did not deprive the Respondent a fair hearing by refusing to allow a

reasonable cross-examination of Dr. Rosen

Counsel for the respondent was given a full opportunity to cross examine Dr. Rosen about the

allegations in the summons. In fact, the respondent has failed to produce any evidence that

counsel for the respondent was prevented from asking questions directly related to the

allegations. To the contrary, the hearing officer permitted the hearing to go on for hours

adjudicating and covered topics well beyond the scope of the summons. Clearly, counsel for the

respondent was able to inquire and receive responses on all questions relevant to the allegations.

The hearing officer acted appropriately and fairly throughout the hearing.

Accordingly, the decision should be affirmed.

VI. The Summons should not be dismissed because Respondent alleges the hearing officer's
decision lacked a rational basis and is not factually supported
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Title 48 of the Rules of the City of New York Chapter 6-19(g)(1) provides that "the Appeals
Unit within the Tribunal will determine whether the facts contained in the findings of the
Hearing Officer are supported by a preponderance of the evidence in the record, and whether the
determinations of the Hearing Officer, as well as the penalties imposed, are supported by law."

The hearing officer decision is based on the preponderance of the evidence and testimony
provided as he cites to the arguments and evidence presented by each side. The issue here is that
Respondent disagrees with the hearing officer's findings, however, that is not grounds to reverse
the decision. It has been held that "[w]here evidence conflicts and a Hearing Officer's decision is
based on the credibility of the evidence presented, the Hearing Officer's decision will be upheld
since he or she observed the demeanor of the witnesses and weighed the evidence presented in
the first instance." TLC v. Irshan Mohamed Sufiyan Mohamed, Appeal No.101L2g09C
(November 15,2019), citing Berenhaus v. ward,7O NY2d 436 (1987); Matter of Ifrahv.
Utschig,98 NY2d 304 (2002).

Accordingly, the decision should be affirmed.

VII. The Summons should not be dismissed because Respondent alleges it is arbitrary and
capricious for the hearing officer to sustain the Summons

Respondent provides no basis for their constitutional argument that this Tribunal cannot sustain a
summons that requires a child under twelve months be vaccinated since the decision is arbitrary
and capricious and lacks rational basis. We agree with Respondent that constitutional arguments
are beyond the scope of the Tribunal (Appeal page 19, footnote 9) but the Summons does not
require constitutional conclusions to be decided.

The violation in the Summons is within the jurisdiction of the Tribunal as provided in Title 48, g

6-02, which states that "the Tribunal has jurisdiction to hear and determine suflrmonses alleging
non-compliance with the provisions of the Health ... relating to or affecting health within the
City and any other laws or regulations that the Department of Health and Mental Hygiene has the
duty or authority to enforce."

Accordingly, the decision should be affirmed.

VIII. The Summons cannot be dismissed pursuant to New York City Charter Section
10ae(sXa)

The ability for a hearing officer to dismiss a summons in the interest ofjustice pursuant to
Charter section 1049(5) is limited to specified violations listed in Charter secrion 1049(4Xb).
Charter $ 1049(5X" . . . an administrative law judge or hearing officer may dismiss a notice of
violation/or a specified violation, as defined by paragraph (b) of subdivision 4 of this section,
when dismissal is appropriate in the interest of justice, within the meaning of this
s ub div is ion")(emphasis added).

The specified violations stated in Charter section 1049(4)(b) do not include the violation of
Health Code section 3.05 at issue here. Therefore, Charter section 10a9(5Xa) is not applicable
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and cannot be used to dismiss the summons. Further, even if Charter section 1049(5Xa) was

applicable, the summons cannot not be dismissed on such basis, as none of the compelling
factors, considerations, or circumstances enumerated in Charter section 1049(5)(a) were
presented at the hearing or in Respondent's appeal.

Accordingly, the decision should be affirmed.

IX. The Summons should not be dismissed because of any alleged violations of State and
United States Constitutions

As mentioned above, Respondent concedes in their appeal (page 19, footnote 7) that

Respondent's Constitutional claims cannot be properly adjudicated by this Tribunal. See, e.g.,

DCAv. EMS Pregnancy Center, Appeal No. 170095HR (June 29,2018) (finding that the

Tribunal was not the proper forum for adjudicating First Amendment claims as a defense to a
statutory disclosure scheme); NYC v. Aihua Gong, Appeal Nos. 1601234-4I (January 5,2017)
(finding that the Tribunal is not the proper forum to adjudicate a claim of Constitutional right to
privacy); DCAv. Mr. C's Cycles, Appeal No. 05390932 (February 28,2017) (finding that the

Tribunal is not the proper forum to adjudicate a Commerce Clause challenge).

Accordingly" the decision should be affirmed.
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Appeat No.30328-19L0 DOHMH v. J. Doel April 24,2020

APPEAL DECISION

The appeal of Respondent, parent of a child who is at least six months of age, is denied.

Respondent appeals from a hearing decision by Hearing Officer D. Leung (Brooklyn), dated

September 25,2019, sustaining one violation of the New York City Health Code (HC) $ 3.05 for
failins to comolv with an order of the Commissioner of Health to have an infant vaccinated

againi mearl.s3 Having fully reviewed the record, the Tribunal finds that the hearing officer's

decision is supported by the law and a preponderance of the evidence. Therefore, the Tribunal

finds as follows:

28-19L0 HC 3.05 Violation , Affirmed - In Violation $1,000

BACKGROUND

In the summons, on May 23,2019, the issuing officer (IO) affirmed reviewing the records of
Petitioner, the Department of Health and Mental Hygiene (DOHMH), on May 22,2019, and

observing that Peiitioner's Citywide Immunization Registry (CIR), which collects immunization

records for all children receiving vaccines in New York City and which is required to be updated

by medical providers, had no record of measles immunization for Respondent's child, who was

ai least six months old and resided at a stated address in Brooklyn. The summons alleged that

Respondent's failure to vaccinate the child was in violation of a Commissioner's Order, which

was issued on April 9,2019, pursuant to Article 3 of the HC, in response to a public health

emergency, and which ordered that all persons who live, work or attend school within certain

specified 2IP codes in Brooklyn be vaccinated against measles withing forty-eight hours of the

Order. The summons stated that the Order was to remain in effect until the next meeting of the

New york City Board of Health (BOH) scheduled for April 17,2019, "at which time it may be

continued or rescinded by the Board." The summons further alleged that on April 17, 2019, the

BOH approved a resolution (Resolution) continuing the public health emergency and vaccination

requirement and providing that the parent and/or guardian of a child who is not vaccinated be

finid unless they demonstrate proof of immunity or that immunization is not medically

appropriate.

At the hearing, held on September 2 5,2}lg,Respondent was represented by her attomey. Petitioner was

represented by its seneral counsel, anottrerDOHMH attomey, and aDOHMH physician. The IO did not

upp.ur.' petiioneirelied on ttre sunmons and the DOHMH physician's testimony and knowledge of its

ricords. The parties agreed that the arguments made and evidence submitted in the hearing previously held

for Docket No. 301 93- I 9L0 were to be incorporated in this hearing including the Commissioner's Order

t 
J. Doe is used here to protect the privacy ofRespondent's child.

2 The Health Code is found in Titlez4 of the Rules of the City of New York (RCNY).
3 Respondent did not waive the appearance of the IO. The hearing officer ruled that the IO was not required for

I DeterminationDeterminationeariSummons Law Charged

DATE MAILED:

ATTY:

to a fair
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Appeal No. 30328-1910 DOHMH v. J. Doe p.2of6

and the BOH Resolution. Respondent did not deny the essential facts ofthe summons, specifically that an
emergency Order to vaccinate was issued, flrat the subject child live.d in one ofthe targ etedzp codes,a and
that the child was not vaccinated. In the prior hearing, Respondent argued that the Order had already
expired on the date ofthe summons and Respondent could not be charged with violating an e_xpired Order.
Respondent argued that because the BOH Resolution had terms that differed from the Orde.,t *d b."uu."
the Resolution did not specifically state that it was continuing the expiring Order, the Order was not
continued. Respondent further argued that although Petitioner could have charged a violation ofthe BOH
Resolution, in fact the charging language was only for the Order. In addition, Respondent argued that
Petitioner did not establish that it was medically appropriate forthe subject child to be vaccinated.
Documents previously ofered by Respondenthg*Airg ttr" efficacy and safety ofthe vaccination in general
were also incorporated in this record. In this hearing, and in several earlier hearings, Respondent asserted
that the vaccine was not licensed for children under one year ofage, and in this hearing noted that although
Petitioner follows a recommendation that the vaccine be given during a measles outUo.ut , such use is not
mandated. Respondent submiffed the parent's declaration of a religious objection to the vaccine.6 ln
addition, Respondent submitted a notarized statement that she did not receive the summons in the mail
although she admitted that it was posted on the door. These declarations were taken into evidence without
objection.

Petitioner's arguments, incorporated from the prior hearing, were that HC $ 3.01(b) gave the
Commissioner of Health authority in an emergency to exercise the BOH's power'to issue an
order, which would be effective until the next BOH meeting, and that the dOU continued the
Order in its Resolution by continuing the finding of emergency and the requirement to vaccinate.
Petitioner argued that Respondent was also in violation of the Resolution, which itself
constituted an order under HC $ 3.05, and for which for notice was provided in the narrative of
the summon-s; and that the Resolution was by its terms effective immediately,thatis, on the date
of issuance.T Petitioner's previous submissions, incorporated here, included-,Trequently Asked
Questions" regarding the measles vaccine, published along with the Order, and a'copy of tn"
decision in C.F. v. The New York City Department of Health and Mental Hygiene,s denying
injunctive relief from the Order, claimed on scientific, religious, and moraigrounds. The
DOHMH doctor testified that the Advisory Committee on Immunization Practices,e which sets
the national standards for vaccination, recommends that the vaccine be given to children age six
to twelve months in an outbreak setting and routinely prior to international travel. As to the
argument for a religious exemption, Petitioner noted that a religious objection was not a defense

a In the hearing for Docket No. 30198-19L0, the DOHMH physician testified that addresses were provided by
several sources, including health care facilities, but was not able to say which source provided the;ddress ofthe
subject child. Respondent, however, did not assert that the subject ctritA OiA not live within the affected ZIp codes.' Respondent noted such differences as follows: Where the Order included people who resided in the affected area
and who were over six months of age, the Resolution omitted residents and included children who were six months
of age; where the order declared the people who had not received the MMR vaccination to be the nuisance, the
Resolution declared the outbreak of measles to be the public nuisance; where the Order did not apply to schools,
preschools or child care services, the Resolution included those attending school, preschool ot 

"1iiA 
ru..; and where

the Order encompassed criminal hnes, forfeiture, and imprisonment as punishments, the Resolution did not.
" Respondent asserted that her reiigion did not permit putting foreign substances into the body and, in addition, that
this vaccine derived from a non-kosher species.i As this summons was written after the Resolution's three-day publication period, Respondent did not pursue its

:Tli.l gqr_T_.nt challenging a summons that was issued during the publication period.^
"-See2019 NY Slip Op31047 (April 18,2019).
'As noted in an earlier hearing, the DOHMH doctor was referring to a committee of the Centers for Disease Control
and Prevention (CDC).

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 78 RECEIVED NYSCEF: 01/04/2021



Appeal No. 30328-1910 DOHMH v. J. Doe p. 3 of6

to the Order, and as to service of the summons, Petitioner provided a copy of the deputy sheriff s

affidavit of mailing.

In the decision, the hearing officer reviewed the arguments of the parties and found that the

BOH, by its April 17,2019, Resolution continued the Commissioner's exercise of emergency

authority, which operated to continue the validity of the Commissioner's Order of April 9,2019.
He noted the record made and evidence previously submitted on Constitutional and scientific
arguments and found that they were beyond the scope of the hearing. He noted and credited the

testimony of the DOHMH physician that in emergency/outbreak situations, an MMR vaccine is

appropriate for a child between six and twelve months.'' He credited Petitioner's certificate of
service and found that the summons was properly mailed to Respondent's address. In addition,
he found that areligious objection was not a valid'defense to the charge. The hearing officer
found that the allegations in the summons supported a violation of the cited section of law and

that Respondent's evidence did not provide a defense to the allegations.

On appeal, Respondent repeats by incorporation the arguments raised in Docket No. 30198-19L0
relevant to this and other cases regarding compliance with the emergency Order to vaccinate

against measles.ll Respondent argues that she did not have a full and fair hearing because she

could not cross-examine the IO to establish whether the MMR vaccine was medically
appropriate for the child and because the hearing officer did not allow a reasonable cross-

examination of Petitioner's expert. Respondent argues that the summons should be dismissed
because the hearing officer's decision lacked a rational basis; in the interests ofjustice pursuant

to New York City Charter (NYCC) $ 1049, found in Chapter 45-A; and on New York State and

United States Constitutional grounds, which include religious objections.

Petitioner repeats the arguments incorporated from the hearing in Docket No. 30198-19L0.
Petitioner asserts that the hearing officer was correct that the Order of April 9,2019, was
continued by the BOH Resolution, citing the Tribunal's decision in DOHMH v. J. Doe, Appeal
No. 30329-19L0 (December 20, 2019). Petitioner argues that HC $ 3.01(d) allows the BOH to
continue the Order as is, but does not limit BOH action to continuing or rescinding the Order.

Petitioner repeats the argument that the Resolution continued the Commissioner's exercise of
power, as it repeats the Order's main directive, that people living in the specified ZIP codes be

vaccinated unless they can demonstrate immunity or a medical exemption. Petitioner asserts that
Respondent was in violation whether the language of the Order or the language of the Resolution

is applied. Petitioner argues that the summons provided adequate notice of the charges pursuant

to gg 6-0S(c)(2) and (3) of OATH rules, found in 48 RCNY, and that the hearing officer did not
deprive Respondent of a full and fair hearing by declining to order that the IO testiff, as the
presence of the DOHMH physician, who had knowledge of the records, was sufficient.

ISSUES ON APPEAL

The issues on appeal are (1) whether Petitioner had the authority to issue the summons on the

date it was issued; (2) whether Respondent was prevented from having a fair hearing by the

to *MMR" stands for Measles, Mumps, Rubella.
11 As part of these arguments, in connection with notice, Respondent references Chapter 45, $ 1046, of the New
York City Charter (NYCC), and Mqtter of Blockv. Ambach,73 N.Y.2d 323 (1989)'
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hearing officer's ruling that it was not necessary for Petitioner to produce the IO for cross-
examination; and (3) whether Respondent established a defense to the charge.

APPLICABLE LAW

HC $ 3.05(a) provides as follows: "No person shall violate an order of the Board, Commissioner
or Department."

HC $ 3.01(d) provides as follows:

Where urgent public health action is necessary to protect the public health against an
imminent or existing threat, the Commissioner may declare a public health emergency.
Upon the declaration of such an emergency, and during the continuance of such
emergency, the Commissioner may establish procedures to be followed, issue necessary
orders and take such actions as may be necessary for the health or the safety of the City
and its residents. Such procedures, orders or actions may include, but are not limited to
exercising the Board's authority to suspend, alter or modifu any provision of this Code
pursuant to subdivision b of section 558 of the New York City Charter, or exercising any
other power of the Board of Health to prevent, mitigate, control or abate an emergency,
provided that such exercise of authority or power shall be effective only until the next
meeting of the Board, which meeting shall be held within five business days of the
Commissioner's declaration if a quorum of the Board can be convened within such time
period. . . . At its next meeting, the Board may continue or rescind the Commissioner's
suspension, alteration, modification of Health Code provisions or exercise of power.

Code $ 17-148(c) provides in pertinent part as follows:

Whenever the board shall have declared any condition, matter or thing to be a nuisance, .

. . the board may also take and file among its records what it shall regard as sufficient
proofto authorize a declaration that such nuisance is widespread throughout the city or in
any arcathereof, and that personal service or service pursuant to subdivision a or b of this
section of an order or orders requiring the abatement, removal or correction of such
nuisance would result in delay prejudicial to the public health, welfare or safety . . . Such
order may be served by publishing the same for a period of not less than three days in the
City Record and in a newspaper circulated in the area or areas mentioned in such order.
Service of such order shall be complete at the expiration of the third day of such
publication and such publication shall be sufficient notice of such order and of the
nuisance therein mentioned to all persons having any duty or liability in relation thereto
under the provisions of this chapter.

ORDER OF TI{E COMMISSIONER, April9,2019, provides in pertinent part:

IT IS FURTHER ORDERED that the parent or guardian of any child older than six
months of age who lives, works or resides within [four specifiedZIP codes] and who has not
received the MMR vaccine within forty eight (48) hours of this order being signed by me shall
cause such child to be vaccinated against measles unless such parent or guardian can demonstrate
that the child has immunity to the disease or document that he or she should be medically exempt
from this requirement.
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48 RCNY $ 6-12(a) provides as follows:

Burden of Proof. The Petitioner has the burden of proving the factual allegations in the

summons by a preponderance of the evidence. The Respondent has the burden of
proving an affirmative defense, if any, by a preponderance of the evidence.

ANALYSIS

The Tribunal affirms the hearing officer's decision.

The hearing officer credited the testimony and allegations contained in the summons and found

they supported a violation of the section cited. The Tribunal generally defers to the hearing

offi.r.trredibility determinations and finds no reason not to do so here. See NYC v. Michele

Radolovic, Appeal No. 44124 (January 18,2007). The essential facts were not denied. Pursuant

to HC $ 3.01(d), an Order of the Commissioner of Health was signed on April 9,2019, requiring

that the parent or guardian of any child older than six months, who was living in the designated

ZIP codes in Brooklyn and who was not vaccinated against measles, have the child vaccinated

within forty-eight hours unless the parent or guardian could demonstrate that the child had

immunity or could document that the child should be medically exempt. The Order was

enforceaLle as of April 11,2019, and remained in effect at least until the BOH met on April 17,

2019. Respondent argues that the summons must be dismissed because it was issued after the

Order expired. That is not correct. The summons was based on an examination of Petitioner's

records that took place on May 22,20L9. That examination provided uncontroverted evidence

that the child was not vaccinated as of the inspection date, thereby also establishing that the child

had not been vaccinated during the 48 hours specified in the Order. As the BOH did not rescind

or disavow the Order, the Tribunal finds that Petitioner's authority to issue a summons for failure

to comply during the specified period was not limited by any subsequent expiration date of the

Order. 
-In 

fact, a summons for a violation that took place during the specified period could have

been issued after that period even if the child had subsequently been vaccinated.''

Respondent's contention that Petitioner failed to show that medical appropriateness was

established was correctly rejected by the hearing officer. By the terms of the Order, Respondent

was to demonstrate that the child had immunity or to document that the child should be

medically exempt. This was an affirmative deiense for Respondent to establish.l3 There is no

evidence in the record to show that Respondent offered any such proof of immunity or

documentation, such as a doctor's note, that vaccination was medically inappropriate specifically

for this child. In addition, the Tribunal finds the hearing officer's ruling that the IO's appearance

was not necessary for a fair hearing to be reasonable. Parties have only a limited right to cross-

examination in administrative hearings.'o Respondent did not offer proof to contest any of the

12 In this regard, the Tribunal also finds no merit to Respondent's contention that the summons did not provide

Respondenlwith reasonable and accurate notice ofthe charges as required by 48 RCNY $ 6-08(c)(2), in part

because it did not inform Respondent of which order he or she was alleged to have violated. The summons was

clear in alleging that there wai a violation of the April 9, 2019, Commissioner's Order, and the Tribunal finds that

the facts alleged in support ofthat charge satisfy thi notice requirements of 48 RCNY $ 6-0S(c).
t3 See DCA i. Best Kiit Seqet Airport Parking, Appeal No. 05426379 (November 2,2018) (after admitting that it
was operating a parking lot, Respondent failed to establish that its operation fell under one of the exemptions to the

licensing requirement.
,o See dordin v. Brown, g4 N.y. 2d 574, 578 (1994) (there is a limited, due process right to cross-examination in

administrative proceedings, based upon the nature ofthe evidence, the burden in producing the requested witness,

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 78 RECEIVED NYSCEF: 01/04/2021



Appeal No.30328-1910 DOHMH v. J. Doe p.6of6

essential facts alleged, and the DOHMH physician, who was available to testitr, had personal
knowledge of the same vaccination records examined by the IO. As to Respondent's request for
dismissal in the interests ofjustice pursuant to NYCC $ 1049, Petitioner is correct that that
provision is not applicable to violations of HC $ 3.05. It is also noted that Respondent concedes
on appeal that the Constitutional objections it raises are beyond the jurisdiction of the Tribunal.

In view of the foregoing, the Tribunal finds that Petitioner had the authority to issue the
summons on the date it was issued, that Respondent was not prevented from having a fair
hearing by not having the IO present for cross-examination, and that Respondent did not
establish a defense to the charge.

Accordingly, the Tribunal affirms the hearing officer's determination that Respondent failed to
comply with the Commissioner's Order in violation of HC $ 3.05.

By: OATH Hearings Division Appeals Unit

and the potential utility in confronting that witness on the record; there was no need for a lab technician's testimony
where the supervisor familiar with each step of the test at issue was subject to cross-examination, and there were no
claims of any defects or reliability issues with the test).
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NEW YORK CITY DEPARTMENT OF

HEALTH AND MENTAL HYGIENE

Oxiris Barbot, MD

Commissioner

Health

2019 Health Alert #26: Update on Measles Outbreak in New York City

Distr.ibute to All Primary Care, tnfectious Diseose, Emergency Medicine, lnternal Medicine, Pediotrics,

Family Medicine, Laboratory Medicine, and lnfection Control Stoff

o Community transmission of measles in Brooklyn has ended.
o Maintain a high index of suspicion for measles in persons with a compatible fever and rash illness.

o Routine recommendations for administration of the measles, mumps, and rubella (MMRI vaccine are

now in effect.
o Vaccinate all children with the first dose of MMR vaccine on time at 12 months of age.

o Vaccinate children at 6 to 11 months of age prior to international travel or travel to areas with active

measles transmission.
o Ensure all older children and adults are up to date with MMR vaccine.

September 3,20t9

Dear Colleagues,

Community transmission of measles in Brooklyn has ended. This is the largest outbreak of measles in the
United States since 1992. A total of 554 cases were confirmed, with rash onsets between September 30,

2018 and July 15, 2019. Serious complications included hospitalization (52), intensive unit care (19) and

pneumonia (34). Multiple international importations of measles introduced into a community with
prevalent delays in vaccination among young children propagated this outbreak.

Although community transmission associated with this measles outbreak has ended, international
importations of measles pose a continued risk of outbreaks in New York City. Further, measles cases

continue to occur elsewhere in the United States, including in New York State, posing ongoing risk of
reintroduction of measles into NYC neighborhoods where there are pockets of unvaccinated individuals,

thus re-igniting community transmission of measles. To achieve high population immunity and prevent

future outbreaks, providers must ensure that patients receive their first dose of measles, mumps, and

rubella (MMR) vaccine at age 12 months and a second dose at age 4 years. lmmunizations should be

administered on time, with no delav. Providers in previously affected communities no longer need to
administer the first dose of MMR vaccine to infants ages 6 to 11. months. However, all children aged 6 to
11 months should receive an early, extra dose of MMR before internationaltravel; this dose does not

count towards completion of the routine MMR schedule.

Religious exemptions for all vaccines required to attend school, including MMR vaccine, are no longer valid

in New York State. Children should be vaccinated according to state requirements in a timely manner to
avoid interruptions in school or day care attendance. Medical exemptions to immunizations are still

allowed for children with valid contraindications to immunizations in accordance with the Advisorv

Committee on lmmunization Practices and are subject to review. Visit this paee for more information.
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Persons suspected to have measles should be reported immediately to the New York City Health
Department at (866) 692-364t. Reports should be made at time of initialclinicalsuspicion. Do not wait
for laboratory confirmation to report. lf you are considering the diagnosis of measles and are ordering
diagnostic testing, then you should report the individual at that time. Visit nvc,sov/health and search for
"measles and provide/' for more guidance. As always, your cooperation is appreciated.

Sin

C. Daskalakis, MD, MPH

Deputy Commissioner
Division of Disease Control
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Mayor de Blasio, Health Officials Declare
End of Measles Outbreak in New York City
September 3, 2019

After a major emergency response and extensive collaboration with community paftners,
active.transmission of meas/es assoaated with the 2018-2A19 outbreak stops and Emergency
Order is rescinded

NEW YORK-Mayor de Blasio and Health Commissioner Dr. Oxiris Barbot today announced
the end to the measles public health emergency declared on April g for parts
of Brooklyn. Measles outbreaks are typically declared over when two incubation periods for
measles (the equivalent of 42 days) have passed since the last infectious day of the last
persons with measles in affected areas. That time period has now passed for the people most
recently infected with measles and reported to the Health Department.

"Ending the measles outbreak required extensive collaboration with community organizations
and Jewish leaders. They helped encourage vaccinations and achieve record immunization
levels in parts of Brooklyn," said Mayor Bill de Blasio. "As we head back to school this week,
we just remain vigilant. To keep our children and communities safe, I urge all New Yorkers to
get vaccinated. lt's the best defense we ha\re."

"Measles is one of the most contagious diseases on the face of the earth," said Health
Commissioner Dr. Oxiris Barbot. "There may no longer be local transmission of measles in

New York City, but the threat remains given other outbreaks in the U.S. and around the
world. Our best defense against renewed transmission is having a well immunized city.
Vaccination coverage has increased significantly since the emergency order, which has been
supported by community-led efforts. We are gratefulto the New Yorkers who shared the truth
about vaccines and protected the health of their friends and neighbors through this outbreak."

Search Search

https://www1.nyc.gov/office-of-the-mayor/newsl409-l9lmayor-de-blasio-health-officials-de... Il4l202l
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Deputy Gommissioner for the Health Department's Division of Disease Gontrol Dr.

Demetre Daskalakis said, "staying up to date on vaccines is the best way for people to
protect the health and safety of New Yorkers. lt only takes one case to start an outbreak. We
will continue to urge everyone to confirm that they are immune to measles by looking at their
vaccination histories or by consulting with a healthcare provider. Get vaccinated. lt is safe and

effective."

Ending this outbreak required a major public health response and extensive community

collaboration. To battle the outbreak, the City spent over $6 million and dedicated more than

500 staff to the response; disseminated tens of thousands of pro-vaccination

booklets; conducted multiple rounds of robocalls; sent letters and texts to local

residents; published ads and distributed educational materials in English, Yiddish, and

Spanish; launched an ad campaign that appeared at bus shelters, LinkNYC kiosks, and in
newspapers as well as online; hosted a tele-Town Hall to counter anti-vaccination
propaganda; visited doctor's offices; and hosted and attended numerous community
events, among many other activities.

These efforts were supported by innovative strategies by community members, school and

child care administrators and health care providers to counter local misinformation campaigns

and stop the spread of measles. These efforts collectively made the community safer and

increased vaccination coverage.

Since the outbreak in October 2018, ODA has administered more than 5,000 MMR

vaccinations and continues to work to educate area residents about how essential timely

vaccinations are to maintaining a healthy family and community.

This was the largest measles outbreak in New York City in nearly three decades,

. Since the outbreak started in October of 2A18, 654 individuals were diagnosed with

measles.
. There have been 52 measles-related hospitalizations and 16 admissions to intensive

care due to measles complications since the beginning of the outbreak.
. Most measles cases were diagnosed in people under 18 years of age (525 cases or

80%).
. Most measles cases were among unvaccinated (73%), incompletely vaccinated {7%) or

individuals or persons who did not know their vaccination status (15%).
. While there were cases of measles in all five boroughs, the majority of cases (72Y0)

occurred in the Williamsburg neighborhood (ZlP codes 11205, 112A6, f211, 11249).

ln Williamsburg and Borough Par,k there have been 15,541doses of the measles-mumps-

rubella vaccine administered since the 4i9 Emergency Order, which represents a near 41o/o

increase compared to the same time period last year.

While no new cases have been reported since mid-July, the Health Department will continue

monitoring and may add cases retrospectively as they are identified. Those cases will be

attributed to the month in which rash onset has occurred. Therefore, the total case count may

https://wwwl.nyc.gov/office-of-the-mayor/newsl409-Iglmayor-de-blasio-health-officials-de. .. I1412021
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increase even after the outbreak is declared over. ln addition, New York City may see future
measles cases not associated with this outbreak.

Emergency Order Rescinded, Enforcement Continues Due to New State Requirement

Affected ZIP codes have been under an Emergency Order since April 9, requiring people who
reside or work in these ZIP codes to be vaccinated or have immunity against measles or face
potential fines. With the end of local, active transmission of measles, the April 9th Emergency
Order has been rescinded.

Also lifted are the exclusion requirements for unvaccinated children that have been in

effect for Williamsburg and parts of Borough Park since December 2018.
While DOH is lifting the exclusion requirements that have been in effect for Williamsburg and
parts of Borough Park since December, the effect of the recently enacted State law ending
non-medical exemptions for required vaccinations is that children enrolled in school or day
care will continue to require the MMR and other vaccines unless they have a valid medical
exemption.

Multiple letters have been sent from the City and State to public and private schools, child care
facilities, and parents to publicize the new standards.

With schools on notice about the new standards, the Health Department will be rigorously
enforcing against non-medical exemptions to ensure that students who can receive the
vaccine have done so.

Warning Still in Effect

The threat of measles remains. There are large outbreaks of measles in Europe and lsrael, as

well as in countries in South America, Africa, and Asia. To protect themselves, New Yorkers
should check with their medical provider prior to international travel to make sure they are
immune to measles or have been adequately vaccinated before traveling. lnfants ages 6 to 11

months should also be vaccinated prior to international travel.

New Yorkers who believe they may have been exposed to measles or who have symptoms of
measles should contact their health care provider by phone before seeking care to prevent
potentially exposing other patients in healthcare settings.

New Yorkers can call 311 to access a list of facilities that can provide MMR vaccine at low or
no cost.

The Health Department is also reminding New Yorkers about the importance of vaccines with
a new ad campaign: "Don't Hesitate. Vaccinate!" The campaign reminds parents and
guardians to get their children vaccinated on time. The campaign will run online, in bus

shelters, subways, and in local newspapers in English (PDF), Spanish (PDF), Yiddish,
and Traditional (PDF) and Simplified Chinese (PDF). A video version of the campaign
featuring Health Commissioner Dr. Oxiris Barbot will run online in English and Spanish.

hups://www1.nyc.gov/office-of-the-mayor/newsl409-l9lmayor-de-blasio-health-officials-de... Il4l202l
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"Today's announcement that the measles outbreak is effectively over in New York City is
wonderful news and could not come at a better time as students head back to school," said
Council Member Mark Levine, Chair of the Health Gommittee. "This success was made
possible by aggressive action on the part of DOHMH, as well as bold leadership in the Jewish

communities most directly impacted by this outbreak, But our fight against the science denial
fueling the anti-vaccine movement continues. Our message is clear: we implore New Yorkers
to make sure they and their children are up-to-date on vaccinations."

"l applaud the Department of Health and Mental Hygiene and community leaders for ending

the measles outbreak in New York City," said Council Member Stephen Levin. "This is great

news and thanks to a close public health and community-led partnership. Williamsburg
residents can now breathe a sigh of relief, but it is critical we remain vigilant. Measles is an

extremely contagious disease and we need to monitor the situation closely as students go

back to school. I look fonruard to continuing to work with stakeholders to ensure New Yorkers

have comprehensive information and full access to vaccines; in the midst of ongoing measles

outbreaks in the United States and abroad, we cannot be too careful."

"The Orthodox Jewish community takes health seriously. While its vaccination rates have

always been high, international travel and a close-knit, family-centered structure left our

community particularly vulnerable to the measles, a highly contagious disease," said Agudath
lsrael of America Chief of Staff, Avrohom Weinstock, Esq. We needed to do more.

Agudath lsrael, and many other dedicated Orthodox Jewish groups and health professionals,

took a lead in facilitating public access to vaccines and health information. The redoubling of
the community's efforts toward enhancing our already high vaccination rates, while conveying

and implementing leading health practices, have helped end this outbreak."

"The measles outbreak highlights how critically important receiving timely vaccinations is to

maintaining public health and underscores the vital role community health centers serve in
responding to public health emergencies," said Joseph Deutsch, Chief Executive
Officer, ODA Primary Health Care Network. "We are grateful to our partners at New York
City Department of Health and Mental Hygiene who worked tirelessly with our front line staff to

address the current outbreak."

Dr. Maureen Nemetski from the Jewish Orthodox Women's MedicalAssociation
(JOWMA): "Vfe at the Jewish Orthodox Women's Medical Association are delighted to hear

that the measles outbreak in New York City is now over and are glad we were able to do our
part to encourage vaccination among the Jewish community. Of course, the threat of re-

emergent infections remains present, and we will remain vigilant in our efforts to promote

vaccination and vaccine education. ln collaboration with the NYC Department of Health and

Mental Hygiene and other community partners, we will continue to work tirelessly to safeguard

the health of our community and its children."

Media Contact
pressoffice@cityhal L nyc. g ov
(212) 788-2958
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SUPREME COURT OF THE STATE OF NEW YORK
COUNTY OF NEW YORK

Ascher Berkowitz, Chava Biederman, Beila Englander, Israel

Fishman, Judith Fried, Malka Friedman, Chanie Fulop, Rachel

Guttman, Simon Josef, Baila Klein, Malky Roth-Tabak,

Plaintiffs-Peti ti oners,

-against-

Department of Health and Mental Hygiene of the City Of New

York,

Index No.156722/2020

Edmead, J

IAS 35

Defendant-Respondent.

X

MEMORANDUM OF LAW IN SUPPORT OF
CROSS.MOTION TO DISMISS

PRELIMINARY STATEMENT

Plaintiffs-Petitioners (hereinafter "petitioners") are eleven parents of eleven

children who were not vaccinated against measles at the time of an epidemic in the area where

they lived, the Williamsburg area of Brooklyn. They commenced this Article 78 proceeding,

styled also as a "declaratory judgment petition," challenging the public health efforts of

defendant-respondent (hereinafter "respondent"), the New York City Department of Health and

Mental Hygiene ("DOHMH"), to quell the 2019 epidemic by persuading an increase in the rate

of measles vaccination in that area.

Petitioners ask this Court to vacate the civil summonses issued by DOHMH for

violation of a DOHMH Order and subsequent Resolution mandating the administration of the

vaccine to their children, with a civil penalty as the consequence for non-compliance. These

summonses were adjudicated at the New York City Office of Administrative Trials and Hearings

Memorandum in Support of
Defendant's Cross-Motion to Dismiss 1
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("OATH"). An OATH Hearing Officer found each of the petitioners in violation for having

failed to have certain of their children vaccinated against measles, and imposed the $1,000 civil

penalty set forth by DOHMH, which determinations were upheld by the OATH Appeals Unit.

Petitioners seek a declaratory judgment that DOHMH's Order and Resolution

mandating the administration of the vaccine or else be assessed a civil penalty after an

administrative hearing violated their constitutional rights. They also allege that respondent

"acted arbitrarily, capriciously, and contrary to law in rendering the determinations they

challenge." The allegation that the determinations were rendered by respondent is erroneous.

The determinations were in fact rendered by an OATH Hearing Officer and the OATH Appeals

Unit. Petitioners ask this Court to vacate the OATH determinations, even though they failed to

name OATH as a party herein. They also seek an award of attorney's fees, costs, and

disbursements pursuant to 42 USC 1983 and CPLR 8101.

All of petitioners' arguments fail for the reason described hereinbelow.

Petitioners fail to state a cause of action that the determinations rendered against them were

arbitrary or capricious. Petitioners have conceded that they did not have the anti-measles

vaccine administered to their children. Thus, the determinations that they were in violation of

the mandate to do so were intrinsically rational, not arbitrary or capricious.

The constitutional violations alleged by petitioners are predicated on their

mischaracterization of DOHMH's orders as mandating forcible vaccination. In fact, DOHMH

did not mandate the forcible administration of the vaccination but rather authorized the

imposition of civil penalties on petitioners for failure to vaccinate their children.

Memorandum in Support of
Defendant's Cross-Motion to Dismiss a
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Finally, attorney's fees are not available in Article 78 proceedings, and they are

not available herein pursuant to 42 USC $ 1983 because there was no forcible vaccination that

might have been deemed to be a constitutional violation.

For all of the reasons set forth herein, the retrief contained in the petition must be

denied in its entirety.

STATEMENT OF FACTS

Respondent respectfully refers the Court to the Affirmation of Louise Moed,

dated January 4, 2021, and the exhibits annexed thereto, in particular, the affirmation of

DOHMH Dr. Demetre Daskalakis, Deputy Commissioner of DOHMH's Division of Disease

Control that was submitted in the 2019 matter of C.F. v. DOHMH (page 9-10 hereinbelow) and

is annexed herein as Exhibit 1 (hereinafter the "Daskalakis Aff.").. The OATH records for each

petitioner are annexed separately to the Moed Affirmation as Exhibits 5-16. References to points

in the various hearing transcripts are noted by "Tr" followed by the relevant page numbers.

In brief, as is set forth in the Daskalakis Affirmation, measles is a highly

contagious viral disease that can result in serious health complications, such as pneumonia and

swelling of the brain. About a third of reported measles cases have at least one complication,

and, in some cases, measles can cause death. Measles can be serious in all age groups.

However, infants, young children, pregnant women, people whose immune systems are weak,

and adults over the age of twenty are more likely to suffer from measles complications.

Although measles is highly contagious, the Measles-Mumps-Rubella (MMR) vaccine is a safe

and effective vaccine that prevents its transmission.

An active measles outbreak began in early October 2018 in New York City. As

of April L5, 2019, the measles outbreak had resulted in 329 reported cases of this vaccine-

Memorandum in Support of
Defendant's Cross-Motion to Dismiss
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preventable disease. In the three prior months, 80Vo of the cases had been in the Williamsburg,

Brooklyn zip codes 11205, 11206, 1I2Il, and 11249. Daskalakis Aff. i[21. The Department

had tried multiple strategies to end this outbreak, but the outbreak continued due to low

vaccination rates in those four zip codes. The Commissioner determined that the presence of

people in Williamsburg lacking the MMR vaccine, with the necessary exception of people who

had demonstrated immunity against measles or for whom the MMR vaccine was medically

contraindicated (the "two exempted categories"), created an unnecessary and avoidable risk of

continuing the outbreak.

As a result, on April 9, 2019, DOHMH Commissioner Oxiris Barbot, M.D.,

issued an order (the "Order," annexed to the Moed Aff. as Exhibit 2) mandating vaccination with

the MMR vaccine for residents of four zip codes located within the Williamsburg neighborhood

of Brooklyn, New York, unless they could establish that they either had immunity to measles, or

they produced documentation from a medical professional that they should be medically

exempted from the requirement. A failure to comply with the Order could subject an individual

to civil penalties. The Order did not mandate that people be forcibly vaccinated without consent.

The Order remained in effect until the Board of Health met on April 17, 2019, at

which time the Board adopted a Resolution (the "Resolution," annexed to the Moed Aff. as

Exhibit 3) that continued the MMR vaccination requirement but made some minor changes to the

exact terms of the Order,l none of which altered the applicability of the Resolution to the

petitioners herein.

t While the Order warned that a violation of New York City Health Code ("HC") $ 3.05 was

potentially a criminal offense (which is true of all Health Code violations), that provision was not

included in the Resolution, and the Department enforced the Order only by seeking civil

Memorandum in Support of
Defendant's Cross-Motion to Dismiss -4-
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Summonses returnable to OATH were issued to the petitioners, each one

predicated on the lack of any record that a particular one of their children (the "subject child")

had either been vaccinated or was in an exempted category. They interposed various defenses

that were not valid and none raised as a defense that the subject child had indeed been vaccinated

or provided proof that the subject child was in one of the exempted categories. See the Moed

A[. gnt 1-9-59 and the exhibits referenced thereto.

All eleven petitioners were found to have been in violation, and the $1,000

penalty was imposed. Those determinations were sustained by the OATH Appeals Unit.

APPLICABLE LAW

New York City Charter

New York City Charter $ 556 provides, in relevant part, as follows:

$ 556 Functions, powers and duties of the department [of
Health and Mental Hygienel.

Except as otherwise provided by law, the department shall have

jurisdiction to regulate all matters affecting health in the city of
New York and to perform all those functions and operations

performed by the city that relate to the health of the people of the

city . . . . The jurisdiction of the department shall include but not

be limited to the following:

(a) General functions. (1) Enforce all provisions of law

applicable in the area under the jurisdiction of the

department for the preservation of human life, for the care,

promotion and protection of health. . . . .;

penalties of $1,000 pursuant to HC $ 3.11. (HC $3.11 provides for civil penalties up to

$10,000.) Summonses returnable before OATH were issued, where the civil penalty could be

imposed after a hearing.

Memorandum in Support of
Defendant' s Cross-Motion to Dismiss 5
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(2) supervise the reporting and control of
communicable and chronic diseases and conditions
hazardous to life and health; exercise control over
and supervise the abatement of nuisances affecting
or likely to affect the public health.

**x

The New York Citv Administrative Code

Administrative Code 5 17 -142 defines a public health "nuisance" in relevant part,

as follows:

The word "nuisance" shall be held to embrace public nuisance, as

known at common law or in equity jurisprudence; whatever is
dangerous to human life or detrimental to health; . . . and whatever
renders the air or human food or drink, unwholesome. All such
nuisances are hereby declared illegal.

The New York Citv Health Code2

New York City Health Code $ 3.01 sets forth the general powers of the

Department. Health Code $ 3.01(c) authorizes DOHMH to "take such action as may become

necessary to assure the maintenance of public health, prevention of disease, or safety of the City

and its residents."

Health Code $ 3.01(d) states, in part "Where urgent public health action is

necessary to protect the public health against an imminent or existing threat, the Commissioner

may declare a public health emergency. Upon the declaration of such an emergency, the

Commissioner may establish procedures to be followed, issue necessary orders and take such

actions as may be necessary for the health and safety of the City and its residents. ..."

2 The New York City Health Code is published as part of Title 24 of the Rules of the City of
New York.

Memorandum in Support of
Defendant's Cross-Motion to Dismiss -6-
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Health Code $ 3.05 (a) states that "[n]o person shall violate an order of the Board,

Commissioner or Department. Pursuant to Health Code $ 3.11, violations of the Health Code

can be subject to civil enforcement, punishable by a civil penalty. Pursuant to Health Code

g 3.12, the Administrative Tribunal established by the Board of Health pursuant to City Charter

$ 558 is now operated within OATH, and notices of violation or summonses that are issued by

DOHMH are adjudicated at OATH.

New York City Office of
Administrative Trials and Hearinss

Chapter 45-A of the City Charter establishes the New York City Office of

Administrative Trials and Hearings ("OATH"). City 
. 

Charter $ 1049-a establishes the

Environmental Control Board ("ECB") as part of OATH. ECB, or the Board, consists of 13

members, including the commissioners of six city agencies - Environmental Protection,

Sanitation, Buildings, Health and Mental Hygiene, Police, and Fire. The Board is chaired by the

chief administrative law judge of OATH. Id. In addition, pursuant to the City Charter, the

Board consists of six people to be appointed by the Mayor who are not otherwise employed by

the City and who have broad general experience in several areas, including water pollution

control, air pollution control, noise pollution control, real estate, and business, as well as a

member of the general public. Id.

Effective August 7, 2016,48 RCNY $ 6-02 brought the Environmental Control

Board ("ECB") under the auspices of the OATH Hearings Division, which is the tribunal

charged with adjudicating summonses formerly returnable at the ECB. ECB now consists of

thirteen members, who, among other things, preside over the OATH Appeals Unit and act as

Memorandum in Support of
Defendant's Cross-Motion to Dismiss -7 -
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final arbiters on all appeal decisions. As such, the Appeals Unit decision referenced throughout

this Memorandum of Law was reviewed, analyzed, and affirmed by the ECB (the Board).

ARGUMENT

POINT I

THE DOHMH COMMISSIONER'S ORDER
AND SUBSEQUENT BOARD OF HEALTH
RESOI,I]TION WERE RATIONAT,.

A. The Department's Efforts to Increase the Rate of MMR Vaccination Is Based On
Nationallv Acceoted Medical Standards

The safety and efficacy of the MMR vaccine is within the authority and expertise

of the United States Centers for Disease Control (the "CDC"). The CDC website contains

extensive information on measles and the MMR vaccine. See

https://www.cdc.gov/measles/index.html and on other webpages found through the embedded

links to the measles subsections. The safety of the MMR vaccination and the danger of measles

are discussed at https://www.cdc.gov/measles/vaccination.html. The current MMR vaccine used

in the United States was licensed in l91l and has a long and strong safety record. Daskalakis

Aff. 18.

It was reasonable for DOHMH to follow the public health guidance of the CDC

when attempting to quell a measles epidemic in Williamsburg by way of the Order and

Resolution, both of which sought to increase the vaccination rate in that neighborhood.

In enacting changes to New York State Public Health Law $ 2164 in 1968, the

New York State legislature issued the following findings and declaration:

Among the truly great medical advances of this generation have

been the development of proved methods of reducing the incidence

of smallpox and measles, the once great cripplers. Public health

statistics show clearly that immunization is effective and safe.

Memorandum in Support of
Defendant's Cross-Motion to Dismiss -8-
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In fact, the article that first suggested a relationship between the MMR vaccine

and brain damage was based on a now-discredited article published in 1998. The supposed

finding reported in that article was never reproduced by another scientist, and the article was

retracted in 2010. The lead author of that article can no longer practice medicine in the United

Kingdom. Since 1999, there have been over 25 articles, including reviews by the Institute of

Medicine (source: http://immunize.org/talking-about-vaccines/mmr.asp) that have been

published in the scientific literature that demonstrate the lack of such an association. Daskalakis

Aff. 11 18. Moreover, contrary to petitioners' claims, it is not safer and better to get the 'natural'

wild-type measles infection. This is demonstrated by the reduction in measles cases and measles

deaths in the U.S. and worldwide after the introduction of an effective measles vaccine (807o

reduction in deaths from 2000 to 2Ol7 , preventing an estimated 2I.I million measles deaths, see

https://www.who.int/en/news-room/fact-sheets/detail/measles). Daskalakis Aff. 9[ 19. While in

some cases a person will develop a rash and/or fever following receipt of the MMR vaccine, the

fever and rash are both less serious than natural measles, and are non-transmissible, meaning that

other people cannot contract measles by coming in contact with a vaccinated person. Daskalakis

Aff. 11 19. The various allegations made by petitioners about the MMR vaccine are not supported

in the generally accepted medical literature, as the MMR vaccine has a long safety record since

being licensed 1971. Daskalakis Aff. i[ 18.

The risk petitioners believe to be inherent in the MMR vaccine is far outweighed

by the City's obligation to protect public health, as explained above. See e.g. Jacobson v.

Massachusetts,IgT US 11 (1905) Petitioners cite no case law to the contrary.

A challenge similar to petitioners' challenge herein to the safety and efficacy of

the MMR vaccine was rejected in C.F. v. NYC Department of Health and Mental Hygiene, tn a

Memorandum in Support of
Defendant's Cross-Motion to Dismiss -9 -
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decision handed down by the Appellate Division, Second Department on Decemb er 23, 2020 (a

copy of which is appended hereto as Appendix A). The C.F. case was commenced during the

2019 Williamsburg measles epidemic to contemporaneously challenge the Order and then the

Resolution. The court rejected the validity of the medical opinions submitted by those

petitioners in an effort to obtain a preliminary injunction against the same Commissioner's Order

and the Board of Health Resolution challenged herein. The court stated as follows:

The petitioners rely on affidavits of doctors opining that the
risks of the MMR vaccine outweigh the risks of contracting
measles and that vaccinated people are likely a greater
threat to public health than unvaccinated people because
recently vaccinated people shed the virus. However, in
opposition to the petitioners' assertions, the City Health
Department's Deputy Commissioner of the Division of
disease Control countered that the petitioners' medical
affidavits made many false statements about measles and
the MMR vaccine which are not supported in the generally
acceptable medical literature and come from persons on the
fringes of the medical community. The Deputy
Commissioner asserted that the medical consensus is that
the MMR vaccine is safe and effective.

An agency's decision to rely on the conclusions of its
experts, rather than the conflicting conclusions of
challengers' experts, does not render its determination
arbitrary, capricious, or lacking in a rational basis (see

Matter of 278, LLC v Zoning Bd. of Appeals of the Town of
E. Hampton, 159 AD3d 891, 894). Here, it was eminently
reasonable for the Board to rely on the medical consensus.

Appendix A at 14. See also the Daskalakis Aff. (Exhibit 1).

B. The DOHMH Order and the Board of Health Resolution Were Rational.

The Order and the Resolution that continued it were reasonable and rational, fell

fully within the powers of the Commissioner and the Board of Health, and did not violate the

Memorandum in Support of
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federal or state Constitutions. The Department pursued a multi-faceted approach to persuade

residents of Williamsburg to be vaccinated with the MMR vaccine (Daskalakis Aff. Il5I22-28).

In fact, the measles epidemic in Williamsburg was quelled by the middle of July 2019 (Exhibit

17).

Pursuant to New York City Charter $ 556, the Department is responsible, among

other things, for controlling communicable diseases within the City of New York and for

supervising the abatement of nuisances that affect or are likely to affect the public health.

Measles is easily transmitted from a sickened person to others who lack immunity

to the disease. Measles is one of the most contagious of all infectious diseases: up to 9 out of 10

susceptible people (90%o) who come into contact with a measles patient, or a space where a

measles patient recently has been, will develop measles. The virus is transmitted by direct

contact with infectious droplets or by airborne spread when an infected person breathes, coughs,

or sneezes. The virus can live for up to two hours in the air or on surfaces where an infected

person coughed or sneezed, and people who lack immunity are highly likely to become sick if

they are in contact with an infectious person or near where an infectious person has recently

been. If other people breathe the contaminated air or touch the infected surface, then touch their

eyes, noses, or mouths, they can become infected. A person can spread measles from four days

before through four days after the appearance of the rash that is a recognizable measles

symptom. Daskalakis Aff. i[9.

At the time the Order was issued and the Resolution subsequently adopted to

continue the public health measure contained in the Order, there was an active measles outbreak

within New York City. The outbreak of this vaccine-preventable disease began in early October

2018. As of April 15, 2019, that is, shortly before the Board of Health adopted its Resolution,

Memorandum in Support of
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there had been a total of 329 reported measles cases in NYC during that outbreak, 261 of which

had been in Williamsburg. At that point, twenty-five individuals had been hospitalized, of whom

6 were in intensive care. Daskalakis Aff. jtJI20-2L

The Department had tried multiple strategies to end this outbreak, including

intensive outreach to the affected community and the healthcare providers who served them.

Additionally, the Department of Health required unvaccinated children to be excluded from

yeshivas and child-care programs serving that community. However, the outbreak continued,

due to low vaccination rates. Daskalakis Aff. $HI 22-27. Moreover, because of the high rate of

people living in Williamsburg who had not been vaccinated against measles despite the efforts of

the DOHMH to increase vaccination in that area, the measles outbreak persisted rn zip codes

11205,11206,Il2ll, and 11249. Daskalakis Aff. g[28.

Pursuant to Health Code $ 3.01, the DOHMH Commissioner has authority to

declare a public health emergency when there is an urgent threat to the health of New York City

residents, and to take such actions that the Commissioner deems necessary for the health and

safety of the City and its residents when urgent public health action is necessary to protect the

public health against an existing threat. The Commissioner reasonably determined that an

unnecessary and avoidable risk of a continuing measles outbreak was being created by the

presence in Williamsburg of people lacking the MMR vaccine. Thus, it was reasonable and

rational for the Commissioner to declare a public health emergency on April 9,2019, and issue

the Order in response to the measles outbreak in zip codes II2O5, 11206, ll2ll, and 11249.

The incidence of measles in the City, especially in the affected zip codes is well-

documented. In addition, the CDC defines even three cases of measles as constituting an

outbreak. Daskalakis Aff. j[ 15. Thus the incidence of measles in New York City in April 2019,
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and in the affected zip codes was far in excess of the number that is recognized as an outbreak.

Furthermore, the incidence of new measles cases in the affected area continued to increase.

Daskalakis Aff. 1[ 30. Thus, the Commissioner's declaration of a public health emergency was

neither arbitrary nor capricious, and petitioners have failed to show that the Order was arbitrary

or capricious.

DOHMH was rational and acting well within its mandate and authority to proceed

in conformance with the national standard of care regarding measles that has been set by the

CDC. The medical standard of care regarding the MMR vaccine has been established.

Petitioners do not have a valid defense when they argue against the validity of that standard of

care.

POINT II

THE OATH DETERMINATIONS TIIAT
PETITIONERS WERE EACH IN VIOLATION
WERE, AS A MATTER OF LAW, RATIONAL
AND NOT ARBITRARY OR CAPRICIOUS.

Petitioners Concede That Thev Were In Violation As Was Found At OATH.

The OATH determinations challenged herein3 were indisputably rational and not

arbitrary or capricious, as evidenced by the fact that petitioners concede in the petition that they

committed the charged violations:

6. Plaintiffs-Petitioners had a reasonable and well-founded belief

that they should not administer the MMR to their children (the

"children") for many reasons. ...

3 Petitioners enoneously allege that the determinations were made by respondent, DOHMH, and

petitioners failed to name OATH as a respondent herein. DOHMH nonetheless defends herein

the rationality of those determinations, which upheld DOHMH's public health measures.

A.
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As is clear in the transcripts in the accompanying exhibits, no respondent raised as

a defense to any summons the defenses provided in the Order and the Resolution: that the

subject child was in an exempted category, that is, immune to measles or that the subject child

had a documented medical condition that contraindicated the administration of the MMR vaccine

to that child and wananted an exemption. Nor did any of them offer proof that the subject child

had indeed been administered the MMR vaccine.

B. The Defenses Interposed by Petitioners Were Not Valid Defenses to the Public
Health Measures Contained in the Order and Resolution.

On behalf of all of the petitioners, petitioners' attorney interposed as a defense to

the Order their assertion that the MMR vaccine was medically unsafe and ill-advised as a matter

of general public health. See the Tabak transcript generally, petitioners' OATH exhibits

(Petition Exhibits A-XX, NYSCEF Document Nos. 4-53), petitioners' OATH appeals briefs

(included in Exhibits 6-16 to the Moed Aff.), and the petition and memorandum of law. See also

Point I hereinabove.

None of the other defenses asserted by petitioners were valid defenses against

either complying with the Order or being liable for the civil penalty. Therefore, it was rational to

find petitioners in violation.

A Child's Medical Condition

No respondent proffered evidence of meeting the requirements for having the

subject child be exempted from being vaccinated, i.e., th,at the child was already immune to

measles or that a medical practitioner had submitted documentation attesting to a medical

contraindication warranting exemption of that child from the vaccine.

Memorandum in Support of
Defendant's Cross-Motion to Dismiss -14-

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 80 RECEIVED NYSCEF: 01/04/2021

17 of 25



Petitioner Berkowitz raised as a defense that the subject child had had eye surgery

(Exhibit 11 at Tr 6-7) andpetitioner Friedman asserted the defense that the subject child was sick

on the date the summons was issued (Exhibit 13 at Tr 6). DOHMH's medical witness, Dr.

Jennifer Rosen, Director of Epidemiology and Surveillance for DOHMH's Bureau of

Immunization, testified that those medical situations did not constitute contraindications to

receiving the MMR vaccination, and it was also clear that there had been many dates after the

issuance of the Order and Resolution and prior to the summons dates on which each of those

children did not have the claimed medical conditions and could have been vaccinated (Exhibit 11

at Tr 8-9, Exhibit t3 at Tr 7). Petitioner Englander claimed that the subject child was not

immunologicatly capable of handling the MMR vaccine (Exhibit 7 atTt 14-15). But neither she

nor petitioners Berkowitz or Friedman submitted documentation from a medical practitioner

attesting that the subject child's medical condition warranted a medical exemption (Exhibit 5 at

Tr 98-105, ExhibitT atTr 15-17; Exhibit 11 at Tr 7-8, Exhibit 13 at Tr 7). See DOHMH's FAQ

regarding the Order at 3 (Exhibit 4 to the Moed Aff.).

Petiticjners Fishman and Fried declined to have the subject child vaccinated

because a sibling had supposedly had a bad reaction to it (Exhibit 12 at Tr 8-9 and Exhibit 14 at

Tr 1l). Dr. Rosen testified that that was not a medical contraindication to MMR vaccine based

on nationai Advisory Committee on Immunization Practices guidance (Exhibit 12 atTt 9-I1 &

Exhibit 14 atTr l3).

The Application of the Order to a Child Under Twelve Months Old

Petitioner Hauer, Fried, and Fulop each challenged the applicability of the Order

to their child who was under 12 months of age, which is the usual age at which the first MMR

vaccination is recommended (Exhibit 8 at Tr 9-10, Exhibit 14 atTt ll-I2, and Exhibit 16 at 5-6).
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Dr. Rosen testified that the Advisory Committee on Immunization Practices, which sets the

national recommended schedule for immunizations, recommends that an additional, early dose of

the MMR vaccine can be administered to children ages six to eleven months during a measles

outbreak (Exhibit 8 at Tr 10-11, Exhibit 14 atTr 12-13, Exhibit 16 at Tr 7-8).

Relieious Obiections

Petitioners Fishman, Friedman, Fried, Josef, and Fulop asserted a religious

exemption from having the MMR administered to their children (Exhibitl2 atTr 12, Exhibit 13

atTr 6-7, Exhibit 14 atTr 12, Exhibit 15 at Tr 5, and Exhibit 16 at Tr 6). However, neither the

Health Code, the Order, nor the Resolution contains any such defense.

The invalidity of a religious defense to the Order was upheld in C.F. v. NYC

DOHMH, in the Second Department's December 23,2020 decision (Appendix A). The court

found as follows:

We believe that the Free Exercise Clause does not relieve an

individual of the obligation to comply with a valid and neutral law
of general applicability, even if the law has the incidental effect of
burdening a particular religious practice.

Appendix Aat20.

***

The Board [of Health]'s resolution does not target religion or
single out religion; it does not even mention religion. There is

absolutely no indication that the resolution was adopted for the

purpose of infringing the petitioners' religious practices or
suppressing their religious views (see Parents for Privacy v Barr,
949 F3d at 1235). The resolution treats all persons equally,
whether religious or not (see id. at 1236). The resolution does not
create any favored classes at all, much less ones that are secular

rather than religious. As the resolution is religiously neutral and

generally applicable, it is not subject to strict scrutiny.

Memorandum in Support of
Defendant's Cross-Motion to Dismiss -16-

FILED: NEW YORK COUNTY CLERK 01/04/2021 05:06 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 80 RECEIVED NYSCEF: 01/04/2021

19 of 25



The Board surely had a rational basis to mandate vaccination for
virtually all persons residing, working, or going to school within
zip cods with a measles outbreak. The petitioners' religious beliefs

do not excuse them from compliance with an otherwise valid legal

obligation of general applicability (see Employment Div., Dept. of
Human Resources of Oregon v. Smith,494 US at 879-880).tal

Even if strict scrutiny applied, the Board's resolution is

nonetheless valid as there is a plain and compelling interest in

controlling a measles outbreak, and the resolution was narrowly

tailored to advance that interest, as shown by the geographic

limitation to an area in which the contagion was widespread, the

Board's prior, unsuccessful efforts to stem the outbreak, and the

temporal limitation of the resolution to the duration of the

outbreak. Individuals within the affected area could accept the

vaccine, pay a fine, seek a medical exemption, or temporarily

relocate out of the narrowly drawn impacted area.

Appendix Aat2l-22.

In the months following the measles outbreak, religious leaders in the Orthodox

Jewish community urged parents to vaccinate their children. See, e.g.:

https://nypost.com/2019/04/I2lyiddish-newspaper-publishes-editorial-to-support-

vaccinations-amid-measles-outbreak/

https://www 1.nyc.gov/site/doh/about/press/pr20 1 8/pr09 1 - I 8.page

In addition, an April 2019 newspaper article reported that over 500 doctors serving Jewish

communities across North America had signed a letter that confirmed the need for children and

adults to get immunized:

a 4g4rJS si2 (t990)
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https://www.theyeshivaworld.com/news/general /I7l55T9ltnprecedented-over-

five-hundred-doctors-serving-jewish-communities-across-north-america-say-

vaccinate.html

Challenges to the Service of the Summonses

Petitioners Hauer, Biederman, Fishman, and Fulop challenged the service of the

summonses issued to them (Exhibit 8 at Tr 6-9, Exhibit 9 at Tr 6-7, Exhibit 12 at Tr 6-J, and,

Exhibit 16 at Tr 6). The Hearing Officer found no merit in any of those challenges, especially in

light of the fact that no respondent denied having actually received the summons.

Thus, petitioners failed to raise any defense that the charges in the summonses

were untrue. It was therefore rational and not arbitrary or capricious for the Hearing Officer to

have found petitioners in violation of the DOHMH requirement that their children, who lived in

one of the zip codes in which there was a measles epidemic at the time the summonses were

issues, be given the MMR vaccine or else have the parents be assessed a civil penalty.

Furthermore, it was rational and not arbitrary or capricious for the OATH Appeals Unit to issue

appeals decisions sustaining the determinations of the Hearing Officer.

Thus, petitioners do not have a cause of action pursuant to Article 78 to review

whether the OATH findings had a rational basis in the administrative record. Petitioners have

admitted herein to the violations as charged. Thus, it was not arbitrary or capricious for the

OATH hearing officer and the Appeals Unit to find that the petitioners were in violation of the

requirement that the MMR vaccine be administered to their children.
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C. The Order and the Resolution Were Completely Consistent, and the Differences

Between Them Were Da Minin zs and Of No Moment With Respect to Petitioners.

The Commissioner's Order and the Board of Health Resolution were completely

consistent in addressing the measles epidemic in Williamsburg, and the differences between

them were de minimus and of no moment with respect to petitioners.

Petitioners point to de minimus differences between the wording of the Order and

the Resolution, and argue that those differences violated their due process rights (Pet. 1lfl 24-26).

However, both documents contain the exact same requirements that petitioners were charged

with violating and that petitioners concede they violated: that the parent or guardian of a

particular child older than six months who lived within certain zip codes, which were in

Williamsburg, were to cause the identified child to be vaccinated against measles unless able to

demonstrate that the child was in an exempted category, that is, had immunity to measles or

could provide documentation from a medical provider that the child should be medically exempt

from the vaccination.

Notwithstanding minor wording differences between the Order and the

Resolution, both of them mandated the administration of the MMR vaccine to petitioners'

children. None of the differences had any bearing on the mandate as it applied to petitioners and

their children. As was found by the OATH Hearing Officer in each of his hearing decisions:

I find that the NYC Health Board, by its April 17, 2019

Resolution, continued the Commissioner's exercise of emergency

authority, which operated to continue the validity of the

Commissioner's April 9, 2019 Order.
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D Petitioners' Challenge to the Viability of the Order on the Day the First Summons
Was Issued Is Meritless.

Petitioners attempt to undermine the validity of the summons issued against

petitioner Malky Tabak on the basis that the Board of Health's Resolution had not been

published for three days prior to the April 21, 2019 issuance of the summons as required by

Admin. Code $ l7-148(c) (Exhibit 5 at Tr 64-66). DOHMH's General Counsel argued that the

Order was continued by the April I7 ,2019 Resolution and was still in effect on April 21 (Exhibit

5 at Tr 66-68). Petitioners' counsel took a position contrary to the public health emergency that

was present at that time. In arguing that on April 17, 2019, the Board of Health, by adopting the

Resolution, extinguished the Order, but that the Resolution was not in effect until after its

publication on April 22 through 24, he was arguing in favor of a mandatory gap in the

Department being able to address the then- present danger of the measles epidemic. DOHMH's

General Counsel argued that the remedial action of mandating vaccination continued to be in

effect, whether by the Commissioner's Order or by the Board of Health's Resolution, and he

pointed to the Resolution's own final statement that it was to take effect immediately (Exhibit 3

and Exhibit 5 at Tr 76-18).

POINT III

NEITHER THE ORDER NOR THE
RESOLUTION VIOLATED ANY FEDERAL
OR STATE CONSTITUTIONAL RIGHTS IN
THAT THEY DID NOT MANDATE THE
FORCIBLE ADMINISTRATION OF THE
MMR TO PETITI , CHILDREN.

Petitioners claim that requiring the injection of the MMR vaccine into their

children violated their rights under the United States and New York State Constitutions (petition

111162-94). However, petitioners mischaracterize the content of the Commissioner's Order and
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the subsequent Board of Health Resolution. Neither mandated the forcible administration of the

MMR injection to their children. While the Order mandated vaccination for people who were

not immune to the measles virus or not exempt because of a medical contraindication, people

were not required to be vaccinated against their will. Rather, non-compliance subjected an

individual to possible civil penalties, after receiving a summons and an opportunity to be heard at

an administrative hearing in the OATH Hearings Division. Daskalakis Aff. it41.

Because the Order and Resolution violated no constitutional right, no attorneys'

fees can be awarded to petitioners pursuant to 42 USC $ 1983.
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CONCLUSION

Petitioners have failed to establish that the lack of a rational basis for the

determinations at OATH that they were in violation of the DOHMH Order and Board of Health

Resolution. Rather, they have conceded that they were in violation without the valid defense of

either immunity to measles or the basis for a medical exemption as attested to by a medical

professional. See Point I hereinabove. The petitioners have failed to show that the Order and

Resolution lacked a rational basis, as those orders were in conformance with the national

standards for preventing and addressing a measles epidemic. Finally, ghey also failed to show

that the Order violates their constitutional rights, as no forcible vaccination was ordered by

DOHMH. See Point III hereinabove.

For the foregoing reasons, the petition should be denied and the instant

proceeding dismissed in its entirety.

Dated: Brooklyn, New York
January 4,2021

JAMES E. JOHNSON
Corporation Counsel of the

City of New York
Attorney for respondent

By:

)t -' i. .i i.,_4 ,i i . :,\t: J

LLf r_rtsE I\,{OEI}

Assistant Corporation Counsel

100 Church Street (Admin. Law. Div.)
New York, NY 10007

(212) 356-2180 phone

SHERYL NEUFELD,
SHERRILL KURLAND,
LOUISE MOED,

of Counsel.
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SUPREME COURT OF THE STATE OF NEW YORK 
COUNTY OF NEW YORK   

 
Ascher Berkowitz, Chava Biederman, Beila Englander, 
Israel Fishman, Judith Fried, Malka Friedman, Chanie 
Fulop, Rachel Guttman, Simon Josef, Baila Klein, 
Malky Roth-Tabak, 
 

Plaintiffs-Petitioners,  
v.  
 
Dept. of Health & Mental Hygiene of the City of New 
York 
 

Defendant-Respondent. 
 

 
REPLY IN FURTHER SUPPORT 
OF THE VERIFIED ARTICLE 78 

AND DECLARATORY 
JUDGMENT PETITION 

 

& 
 

OPPOSITION TO DEFENDANT’S 
CROSS-MOTION TO DISMISS 

 
 

Index No. 156722/2020 
 

 
Plaintiffs (“Plaintiffs”) respectfully submit their reply in further support of their petition 

and in opposition to the cross-motion to dismiss filed by Defendant-Respondent (“Defendant”).1    

FIRST CAUSE OF ACTION: THERE WERE ERRORS OF LAW IN DEFENDANT’S 
FINAL DETERMINATIONS 

(Relief Under Article 78 of the CPLR) 
 

1. Defendant’s opposition and cross-motion fail to rebut that the Summonses were 

invalid on their face because they charged Plaintiffs with violating an order that had already expired.   

2. Defendant does not contest that it is black letter law that a summons must identify 

the exact law, regulation, or order that the charging officer claims the recipient violated.  RCNY § 

6-08(c)(2) and (c)(3).  The Commissioner’s Order was issued on April 9, 2019 (Ex. C) and expired 

on April 17, 2019 (see Health Code of the City of New York, 24 RCNY § 3.01(d) and Ex. D at 

56:34-57:7; 63:23-64:2).  The Summonses charge the Plaintiffs with violating the 

Commissioner’s Order (Ex. F) but were each issued after April 17, 2019 and each list a “Date and 

 
1  All Exhibits referenced in this Petition are exhibits admitted without objection at the OATH hearing 
and are part of the administrative record.  It also noted that the Affirmation of Louise Moed in Support 
of Defendant’s Cross Motion to Dismiss mischaracterizes portions of the OATH hearing at issue and 
Plaintiffs respectfully submit that the transcript of the hearing (Ex. D) speaks for itself.          
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Time of Occurrence” for the purported violation after April 17, 2019.  (Ex. F.)  The Summons are 

therefore invalid and must be dismissed. 

3. Defendant defends this fatal defect by claiming that the Commissioner’s Order was 

continued by the Board’s Resolution of April 17, 2019.  (Ex. E.)  This defense must fail because 

nowhere in the Board’s Resolution does it state it continued the Commissioner’s Order.  Id.  That 

the Board’s Resolution did not continue the Commissioner’s Order is not surprising because, as 

detailed in the Petition, the Resolution is significantly different from the Order, including as to the 

prohibited conduct, the population subject to the order, and the penalty.  (Petition ¶¶ 23-27.)  This 

is precisely why nowhere in the Resolution does it ever state that it is continuing the 

Commissioner’s Order.  The Resolution, while covering a similar topic as the Order, plainly 

created a new and distinct order. 

4. The New York City Health Code provides that “the Board may continue or rescind” 

the Order.  Health Code of the City of New York, 24 RCNY § 3.01(d) (emphasis added).  On its 

face, that section allows the Board only to continue the order “as is” or to rescind the order and 

issue a new order.  Nothing in that section states that the Board may amend the emergency order 

and the Defendant did not interpose any argument to the contrary.2 

5. Tellingly, the OATH Appellate Unit did not affirm the OATH Hearing Officer’s 

flawed conclusion that the Resolution continued the Order.  The OATH Appellate Unit apparently 

found it to be without merit.  Instead, it decided that since the children presumably did not have 

the MMR during the period the Order was in effect, then it would uphold the Summonses by 

 
2 Contrary to Defendant’s claim (Defendant’s MOL at 20), there would not be a three-day or any gap in 
enforcement when a Commissioner’s order is continued by the Board. See Health Code of the City of 
New York, 24 RCNY § 3.01(d).  But where a continuation does not happen, and the Board issues a new 
order, rather than continuing the Commissioner’s order, as it did here, then the relevant law does require 
a three-day publication period.  See Admin. Code § l7-148(c).   
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effectively rewriting them; instead of the “Date and Time of Occurrence” for the violation listed 

on the Summonses, it decided it would simply find the Plaintiffs in violation of a completely 

different time period.  The problem with the OATH Appellate Unit’s decision is that it changed 

the Summonses that were being adjudicated ex post facto – after the hearing record was closed – 

which it cannot do.  It is elementary and critical to due process that a respondent only be judged 

on and punished for what a summon charges.  Here, that charge was for violation of the Order on 

a date after it expired, not for a violation that occurred on some other date first raised in a decision 

by an appellate body.  That is the antithesis of due process and the orderly manner in which justice 

is supposed to proceed.  Indeed, Plaintiffs’ counsel prepared its defense based on the Summonses, 

as written, and not on the rewritten version fabricated by the OATH Appellate Unit. 

6. In sum, the Order had expired by the time the Summonses were issued, and it was 

an error of law for the Hearing Officer and Appeals Unit to affirm the Summonses because the 

Commissioner’s Order had expired by the date of the occurrence listed on the Summonses.   

SECOND CAUSE OF ACTION: NYCC § 1049(5)(a) CALLS FOR THE DISMISSAL OF 
THE SUMMONSES IN THE INTEREST OF JUSTICE 

(Relief Under Article 78 of the CPLR) 
 

7. Defendant also fails to rebut that the Summonses should have been dismissed 

pursuant to NYCC § 1049(5)(a) because the undisputed evidence entered at the hearing reflected 

that the risks of injecting the MMR into Plaintiffs’ children outweighs any benefits.    

8. The uncontroverted evidence reflects that: 

• The first vaccine for measles was licensed in the United States in 1963 and, 

according to the CDC, the mortality rate from measles declined by over 

98% between 1900 and 1962.  (Exs. A and B.)   
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• In the years leading up to 1963 (when no measles vaccine existed), the CDC 

reported a total of approximately 400 deaths from measles per year in the 

United States during a time when virtually every American had measles, 

reflecting an annual death rate from measles of 1 in 500,000 Americans prior 

to the introduction of the measles vaccine.  (Ex. B; Ex. D at 207:18-21.)3    

• Eliminating measles has demonstrably and measurably increased certain 

cancer rates, the risk of heart disease, and other serious medical conditions:  

o The International Agency for Research on Cancer has confirmed 

that those who never had measles had a 66% increased rate of Non-

Hodgkin Lymphoma and a 233% increased rate of Hodgkin 

Lymphoma.  (Exs. L, M, N, O and P.)  These two cancers killed 

20,960 Americans in 2018.  Id.   

o Likewise, researchers at the Department of Health Care and 

Epidemiology at the University of British Columbia and the 

Department of Biology at the University of Victoria have confirmed 

that those who never had measles had a 50% increased rate of ovarian 

cancer, which killed 14,070 Americans in 2018.  (Exs. Qand R.)   

o The nation of Japan concluded, after tracking over 100,000 of its 

citizens for more than 22 years, that having measles and mumps was 

“associated with lower risks of mortality from heart disease,” which 

killed 610,000 Americans in 2018.  (Exs. S and T.)   

 
3 Medical care for acute viral infections has also made significant advances since 1962.   
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• Additionally, Exhibits I, J and K reflect that children who have had 

measles have far less allergies and atopic diseases, such as asthma, and 

adults who had measles have a reduced risk of Parkinson’s Disease.4 

9.  Hence, the unrebutted evidence shows that eliminating measles has caused far 

more deaths annually in the United States from cancer and heart disease than the potentially few 

hundred lives saved from elimination of measles.5   

10. The foregoing unrebutted facts presented at the hearing demand that the 

Summonses be dismissed because the accepted and unrebutted evidence demonstrates an 

increased, not decreased, risk of mortality from complying with the Order.  Defendant was 

given repeated opportunities, including during a follow-up hearing weeks later, to rebut this 

evidence but had nothing to present in rebuttal despite repeated requests from the OATH 

hearing officer.  (Petition ¶¶ 43-45, 58-59.) 

11. In their papers, Defendant improperly submit an affirmation of Dr. Demetre 

Daskalakis, dated April 16, 2019, that was filed in another matter.  Unsurprisingly, because it was 

prepared before the OATH hearings in this matter, it fails to address the evidence presented by 

Plaintiffs.  Putting aside that it makes claims that are unsupported by the data regarding measles 

or the MMR vaccine6, even accepting its inaccurate claims, it fails to discuss the far greater lifetime 

risks of disease and death caused by preventing measles, supra, nor the evidence detailed infra.   

 
4 It is not medically appropriate or just to increase an individual’s risk of allergies, atopic diseases, or 
Parkinson’s. 
5 Stated differently: until the introduction of the vaccine, measles was considered a mild childhood 
infection, like the chickenpox; the ecological relationship humans developed with measles through 
millennia did not eliminate measles; and the evidence presented at the hearing supports that having 
measles conferred benefits for survival that exceeded its negative effects. 
6 Daskalakis’ affirmation vastly overstates the risk of measles and understates and largely ignores the 
risks from MMR vaccine.  For example, he raises fear that measles can cause subacute sclerosing 
panencephalitis (SSPE), a fatal disease, but fails to disclose that the measles vaccine can also cause SSPE.  
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12. In any event, Daskalakis’s affirmation is not properly before this Court as it 

was not part of the record at OATH and must be disregarded.  See, e.g., Rizzo v. N.Y. State 

Div. of Hous. & Cmty. Renewal, 16 A.D.3d 72, 75 (1st Dep’t 2005) (“Judicial review of the propriety 

of an administrative determination is limited to those grounds invoked by the agency in its 

determination … and ‘the court may not consider arguments or evidence not contained in the 

administrative record.’”) (internal citations omitted); Fanelli v. New York City Conciliation & 

Appeals Bd., 90 A.D.2d 756, 757 (1st Dep’t 1982) (“The function of the court upon an application 

for relief under CPLR article 78 is to determine, upon the proof before the administrative agency, 

whether the determination had a rational basis in the record or was arbitrary and capricious. 

Disposition of the proceeding is limited to the facts and record adduced before the agency when the 

administrative determination was rendered.”) 

13. Defendant also addresses affidavits apparently submitted by numerous physicians 

that are not part of this case but another matter and are therefore wholly irrelevant.  Plaintiffs never 

adopted the affidavits or positions of those other physicians nor incorporated them into this matter.  

Unlike those affidavits or the affidavit attached to Defendant’s papers, Plaintiffs relied on the hard 

data and peer-reviewed studies, supra and infra – not conclusory assertions.  As Defendant appears 

unable to address that data and science, it deflects by attacking affidavits from physicians in 

 
See https://www.cdc.gov/mmwr/preview/mmwrhtml/00001185.htm.  Daskalakis asserts that measles 
can cause brain swelling but fails to disclose that the MMR can also cause brain swelling and, as 
confirmed by the CDC, brain damage.  (Ex. KK) (The CDC’s Vaccine Information Statement for the 
MMR vaccine warns it can cause “Brain damage.”)  Daskalakis also fear mongers by using misleading 
measles death figures from developing countries that are irrelevant to developed countries, such as the 
United States, where the measles death rate was brought down by over 98 percent without any measles 
vaccine through improvements in clean water, nutrition, and sanitation.  (Ex. B.)  Daskalakis even 
wrongly claims “[t]he current MMR vaccine used in the United States was licensed in 1971” when it was 
in fact licensed in 1978.  (Ex. BB.)  Dakslakis is, with little doubt, well-meaning but his affirmation, 
beyond its inaccuracies, is a litany of unsupported assertions that ignores the actual data and studies 
regarding measles and MMR vaccines.   
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another matter that Plaintiffs have never adopted let alone referred to in this matter in any way 

whatsoever. (Defendant’s MOL at 9-10.) 

14. In addition, the following are a few of the additional facts regarding the MMR 

vaccine used in the United States, M-M-R-II7, that are also unrebutted:8 

• The clinical trial relied upon by the FDA to license M-M-R-II had a total of 834 

children, had no placebo control, and only reviewed safety for 42 days after 

injection.  (Ex. BB.)  It was therefore incontrovertibly underpowered, not 

properly controlled, and did not review safety for a long enough period of time.   

• After licensure, Exhibits EE. FF, GG, HH and II are reports from the Institute 

of Medicine (“IOM”) which reviewed 22 of the most commonly claimed serious 

injuries from the MMR vaccine.  For 18 of the 22, the IOM was not able to 

determine whether or not the MMR caused them due to a lack of science, 

explaining: “The lack of adequate data regarding many of the adverse events 

under study was a major concern to the committee.”  The IOM further explained 

that “most individuals who experience an adverse reaction to vaccines have a 

preexisting susceptibility” yet no studies have been conducted to identify these 

individuals. (Ex. II.) 

• After licensure, federal law expressly provides that the package insert for a 

vaccine like M-M-R-II should include “only those adverse events for which 

 
7 Ex. V lists the excipient and media contained in the MMR, including but not limited to, chick embryo 
cell culture, WI-38 human diploid lung fibroblasts, human albumin, bovine calf serum, and neomycin.  
Exs. Wand Y are product descriptions and history of the use of these ingredients and excipients.  Ex. Z 
and AA explain the existence of aborted fetal cells’ use in vaccines and the potential adverse effects of 
such use. 
8 Physicians have separately detailed the benefits and risks of the MMR in Ex. A. 
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there is some basis to believe there is a causal relationship between the drug 

and the occurrence of the adverse event.”   (Ex. D at 217:19-218:16.) The 

package insert for M-M-R-II lists approximately 60 such adverse reactions that 

Merck has identified, many of which are serious and debilitating.  (Ex. DD.)  

For instance, Merck added “transverse myelitis” in 2014 and “Henoch-Schonlein 

purpua” and “acute hemorrhagic edema of infancy” in 2017.  (Ex. JJ.)    

• The CDC also discloses that MMR vaccine can cause deafness, long term 

seizure, coma, and brain damage.9  (Ex. KK.)   An example of such an injury 

involved a $100 million award to the victim of an MMR injury.  (Ex. LL.)   

• This high rate of hospitalization and emergency room visits from MMR vaccine 

is confirmed in a study conducted by Canadian health authorities of 271,495 

children after their 12-month MMR.  This study set out to confirm the safety of 

MMR, but what they found instead was that “[t]here was a significantly 

elevated risk of primary emergency room visits approximately one to two weeks 

following 12- and 18-month vaccination.”  (Ex. MM.)  This amounted to an 

additional “one event for every 158 vaccinated” children receiving MMR.  

Extrapolating these figures to the United States, 63,291 additional American 

children visit the emergency room each year because of the MMR program.  

15. What makes the foregoing unrebutted evidence even more concerning is that after 

the current MMR’s licensure in 1978, its use in children steadily increased and lawsuits from 

injuries from this product rose in tandem.  Indeed, by the mid-1980s – when the only two 

 
9 The MMR vaccine has also never been evaluated for its potential to cause cancer, to mutate genes, or 
to cause infertility.  (Ex. DD.) 
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commonly injected childhood vaccines were MMR and DTP – pharmaceutical companies were 

facing crippling liability from their vaccine products due to lawsuits brought by parents whose 

children were injured by these products.  (Ex. D at 184:24-186:18, Ex. NN.)  See also Bruesewitz v. 

Wyeth LLC, 562 U.S. 223, 227 (2011) (“by the mid-1980’s … the remaining [vaccine] manufacturer 

estimated that its potential tort liability exceeded its annual sales by a factor of 200.”)   

16. Instead of letting the usual market forces drive pharmaceutical companies to 

develop safer vaccines, Congress passed the National Childhood Vaccine Injury Act in 1986, 

codified at 42 U.S.C. §§ 300aa-1 through 300aa-34, which virtually eliminated economic liability 

for pharmaceutical companies for injuries caused by their vaccine products.  42 U.S.C. § 300aa-

11 (“No person may bring a civil action for damages in the amount greater than $1,000 or in an 

unspecified amount against a vaccine administrator or manufacturer in a State or Federal court for 

damages arising from a vaccine-related injury or death.”); Bruesewitz v. Wyeth LLC, 562 U.S. 223, 

243 (2011) (“we hold that the National Childhood Vaccine Injury Act preempts all design-defect 

claims against vaccine manufacturers brought by plaintiffs who seek compensation for injury or 

death caused by vaccine side effects”). While Merck, the company that sells the MMR, has paid 

billions of dollars for misconduct and injuries related to its drug products, it cannot be held 

accountable for misconduct and injuries resulting from its MMR vaccine product.  

17. When provided an opportunity to rebut any of the foregoing evidence, the DOH did 

not proffer any evidence in rebuttal, accepted the foregoing evidence without objection, and 

despite prodding from the Hearing Officer, neither the DOH nor Dr. Rosen had any additional 

argument, statement, or evidence to present to rebut any of the foregoing.  (Petition ¶¶ 43-45, 58-
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59.)  Thus, the undisputed evidence reflects that MMR was not medically appropriate for 

Plaintiffs’ children, as the risks of injecting this product into the children outweigh the benefits.10  

18. Imposing a fine on these families for choosing what the evidence reflects is best for 

their children’s overall health is unjust.  The NYSDOH had every opportunity to present data and 

peer-reviewed studies reflecting that the data and peer-reviewed studies presented were incorrect.  

Defendant could not.  The Court, respectfully, must therefore find that the final determinations 

against Plaintiffs are affected by an error of law and are arbitrary and capricious.  

THIRD CAUSE OF ACTION: REQUIRING INJECTION OF M-M-R-II VIOLATES 
THE UNITED STATES AND THE NEW YORK CONSTITUTIONS 

(Declaratory Relief Under Article 30 of the CPLR) 
 

19. For the same reason that Defendant failed to rebut that the Summonses should be 

dismissed as unjust, Defendant failed to rebut that the Summonses should be dismissed based on 

violations of the of the United States Constitution and the New York State Constitution.  Because 

the unrebutted record reflects that the risk of injecting the product at issue outweigh its benefits, 

including a significant increased risk of mortality, Plaintiffs’ fundamental constitutional rights act 

as a shield of protection to prevent the government from requiring such an injection, including 

federal and state constitutional rights to substantive due process, bodily integrity, informed 

consent, parental choice, privacy, unlawful search and seizure, other unenumerated rights, and the 

First Amendment.  The reasoning and argument for violating each of these protections is set forth 

in detail in the Petition.  Defendant fails to rebut the evidence supporting and the grounds for 

affirming these constitutional violations.    

 
10 Indeed, the one study that looked at health outcomes of children who were vaccinated versus children 
who were not vaccinated found that vaccinated children had a higher rate of several forms of chronic illness 
and neurodevelopmental disorders than the unvaccinated.  See Ex. PP.  It is not medically appropriate or 
just to force an individual to trade avoidance of a limited infection for a chronic health condition. 
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RELIEF REQUESTED 

WHEREFORE, Plaintiffs respectfully repeat their request that this Court enter an Order: 

(a) Declaring, pursuant to CPLR § 7803, that Defendant acted arbitrarily, capriciously, 

and contrary to law by issuing its final determinations in the manner described herein;  

(b) Declaring, pursuant to CPLR § 3001, that the Commissioner’s Order and the 

Resolution violate the New York and United States Constitutions; 

(c) Setting aside and vacating the Summonses;  

(d) Awarding Plaintiffs reasonable attorney’s fees, costs and disbursements pursuant to 

CPLR § 8101, 42 U.S.C.A. § 1983, any other applicable statutory, common law or equitable 

provision, and that any defense as to the validity of the Summonses is without merit; and 

(e) Granting such other and further relief as the Court deems just and proper. 

 
Dated: April 13, 2021 

SIRI & GLIMSTAD LLP 

 

_________________________ 
Aaron Siri 
Elizabeth A. Brehm 
200 Park Avenue Seventeenth Floor 
New York, New York 10166 
Tel: (212) 531-1091 
aaron@sirillp.com 
ebrehm@sirillp.com  
 
Counsel for Plaintiffs-Petitioners 
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Reply Memorandum in Further Support of  
Respondent DOHMH’s Cross-Motion to Dismiss  - 1 - 
 

SUPREME COURT OF THE STATE OF NEW YORK 
COUNTY OF NEW YORK 
----------------------------------------------------------------------- x 

 
 

Index No. 156722/2020 

Edmead, J.  
IAS 35 

 

Ascher Berkowitz, Chava Biederman, Beila Englander, Israel 
Fishman, Judith Fried, Malka Friedman, Chanie Fulop, Rachel 
Guttman, Simon Josef, Baila Klein, Malky Roth-Tabak,  

Plaintiffs-Petitioners, 
-against- 

Department of Health and Mental Hygiene of the City Of New 
York, 

Defendant-Respondent. 

 

----------------------------------------------------------------------- X 

REPLY MEMORANDUM OF LAW IN 
FURTHER SUPPORT OF RESPONDENT 
DOHMH’S CROSS-MOTION TO DISMISS  

PRELIMINARY STATEMENT 

Plaintiffs-Petitioners (hereinafter “petitioners”) are ten parents of ten children 

who were not vaccinated against measles at the time of a measles epidemic in the area where 

they lived, the Williamsburg area of Brooklyn.1  They commenced the instant Article 78 

proceeding, styled also as a “declaratory judgment petition,” challenging the public health efforts 

of defendant-respondent the New York City Department of Health and Mental Hygiene 

(hereinafter “respondent” or “DOHMH”), to quell the 2019 epidemic by persuading an increase 

in that area in the rate of measles vaccination by use of the MMR vaccine.   

                                                             

1 Petitioners’ counsel notified the Court that the eleventh petitioner, Judith Fried, wished to 
withdraw from the case, and that withdrawal was effectuated by Order of this Court dated 
February 8, 2021 (NYSCEF Doc. No. 86). 
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Petitioners have asked this Court to vacate the civil summonses issued by 

DOHMH for violation of a DOHMH Order and subsequent Resolution of the Board of Health 

continuing that Order mandating the administration of the MMR vaccine to their children, with a 

civil penalty as the consequence for non-compliance.  These summonses were adjudicated at the 

New York City Office of Administrative Trials and Hearings (“OATH”).  An OATH Hearing 

Officer found each of the petitioners in violation for having failed to have certain of their 

children vaccinated against measles, and imposed the $1,000 civil penalty set forth by DOHMH, 

which determinations were upheld by the OATH Appeals Unit.  

Petitioners seek a declaratory judgment that DOHMH’s Order and the Board of 

Health Resolution mandating the administration of the vaccine or else be assessed a civil penalty 

after an administrative hearing violated their constitutional rights.  They also allege that 

respondent “acted arbitrarily, capriciously, and contrary to law in rendering the determinations 

they challenge.”   The allegation that the determinations were rendered by respondent DOHMH 

is erroneous.  The determinations were in fact rendered by an OATH Hearing Officer and the 

OATH Appeals Unit.  Petitioners ask this Court to vacate the OATH determinations, even 

though they failed to name OATH as a party herein.  They also seek an award of attorney’s fees, 

costs, and disbursements pursuant to 42 USC § 1983 and CPLR 8101.   

All of petitioners’ arguments fail for the reason set forth in the Memorandum of 

Law submitted in support of DOHMH’s pending cross-motion to dismiss the petition 

(“DOHMH’s Memo,” NYSCEF Doc. No. 80).  The instant reply memorandum responds to the 

petitioners’ arguments in opposition as is set forth in their “Reply in Further Support of the 

Verified Article 78 and Declaratory Judgment Petition & Opposition to Defendant’s Cross-

Motion to Dismiss” (“Ps’ Opp.,” NYSCEF Doc. No. 89).   
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STATEMENT OF FACTS AND APPLICABLE LAW 

Respondent respectfully refers the Court to the Affirmation of Louise Moed, 

dated January 4, 2021 (NYSCEF Doc. No. 62); the exhibits annexed thereto, in particular, the 

affirmation of DOHMH Dr. Demetre Daskalakis, Deputy Commissioner of DOHMH’s Division 

of Disease Control that was submitted in the 2019 matter of C.F. v. DOHMH, 191 AD3d 52 (2d 

Dep’t 2020) (hereinafter the “Daskalakis Aff.,” NYSCEF Doc. No. 63); and respondent 

DOHMH’s Memorandum of Law dated January 4, 2021 (NYSCEF Doc. No. 80).2 

ARGUMENT 

POINT I 

THE DOHMH COMMISSIONER’S ORDER 
AND SUBSEQUENT BOARD OF HEALTH 
RESOLUTION WERE RATIONALLY BASED 
ON NATIONALLY ACCEPTED MEDICAL 
STANDARDS.   

Petitioners reiterate their reliance on the “unrebutted” medical papers they 

submitted into evidence at the administrative hearings at OATH (Ps’ Opp. ¶¶ 7-18).  It is true 

that DOHMH did not attempt to rebut these papers.  The safety and efficacy of the MMR vaccine 

is within the authority and expertise of the United States Centers for Disease Control (the 

“CDC”).  It was therefore rational for DOHMH to attempt to increase MMR vaccination during a 

measles epidemic and for OATH to credit DOHMH’s statements regarding the safety and 

                                                             

2 Petitioners allege that the Moed Affirmation “mischaracterizes portions of the OATH hearing” 
(P’s Opp. at p1, n1).  Petitioners point to the unofficial transcript of the Tabak hearing that they 
submitted as Exhibit D to the petition, the hearing at which petitioners submitted numerous 
medical papers challenging the safety and efficacy of the MMR vaccine.  The official transcript 
of the Tabak hearing by OATH’s reporting service is annexed to DOHMH’s cross-motion to 
dismiss as Exhibit 5.  All references in DOHMH’s cross-motion are to this official transcript. 
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efficacy of the MMR vaccine without DOHMH having to rebut the medical papers submitted by 

petitioners at their OATH hearings.  See a full discussion of this issue in DOHMH’s Memo Point 

I (PDF pp 11-16).   

Petitioners object (Ps’ Opp. ¶¶ 11-17) to the inclusion of the Daskalakis Affidavit 

(Exhibit 1 to the Moed Aff., NYSCEF Doc. No. 63) in support of DOHMH’s cross-motion to 

dismiss.  Because DOHMH is following the nationally accepted medical standards regarding the 

MMR vaccine, it was appropriate to include the Daskalakis Affidavit in DOHMH’s cross-motion 

to dismiss so as to apprise this Court of these medical standards.  The pending cross-motion to 

dismiss the pending Article 78 proceeding does not require that DOHMH present or restrict itself 

to the administrative record.  In fact, the DOHMH does not have to prove the safety and efficacy 

of the MMR vaccine at each and every OATH hearing concerning that vaccine.  The Daskalakis 

Affidavit sets before this Court the nationally accepted medical standards.   

A challenge similar to petitioners’ challenge herein to the safety and efficacy of 

the MMR vaccine was rejected in the recent decision handed down by the Appellate Division in 

C.F. v. NYC Department of Health and Mental Hygiene, 191 AD3d 52 (2d Dep’t 2020).  See 

DOHMH’s Memo at PDF pp 13-14. 

POINT II 

THE ORDER AND THE BOARD OF HEALTH 
RESOLUTION WERE COMPLETELY 
CONSISTENT, AND THE DIFFERENCES 
BETWEEN THEM WERE DE MINIMUS AND 
OF NO MOMENT WITH RESPECT TO 
PETITIONERS.  

The Commissioner’s Order and the Board of Health Resolution were completely 

consistent in addressing the measles epidemic in Williamsburg, and the differences between 
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them were de minimus and of no moment with respect to petitioners.  See DOHMH’s Memo at 

PDF p 22.   

Petitioners assert that the Board of Health was constrained to either “continue or 

rescind” the Order issued by the DOHMH Commissioner in emergency circumstances, such as 

the Williamsburg measles epidemic at issue herein (Ps’ Opp.¶ 4).  Petitioners’ extremely narrow 

interpretation of those terms, if given credence, would prevent the Board of Health from 

fashioning an appropriate Resolution to address a health emergency.  The amendments made by 

the Board of Health to the Commissioner’s Order refined that Order, which had also been issued 

in an emergency situation.  For example, the Resolution made clear that the MMR vaccination 

mandate would not be enforced by way of criminal fines, even though the Order included the 

boilerplate included in most DOHMH Orders pointing to the availability of criminal fines for 

violations of the Health Code.  See Moed Aff. ¶¶ 16-18 and DOHMH’s Memo at PDF p 22. 

A paragraph-by-paragraph comparison of the language of the Order and the 

language of the Resolution (Exhibits 2 and 3) makes clear that the MMR vaccination 

requirements of the Order were explicitly continued by the Resolution.  A mechanical 

interpretation of the terms “continue or rescind” to prohibit refinement of the requirements by the 

Board of Health would undermine the Board’s crucial role in protecting the public health. 

Petitioners reiterate their challenge to the viability of the Order on the day the first 

summons was issued (Ps’ Memo at ¶¶ 5-6).  This issue is discussed in detail in in DOHMH’s 

Memo at 20. 

  

FILED: NEW YORK COUNTY CLERK 04/28/2021 01:50 PM INDEX NO. 156722/2020

NYSCEF DOC. NO. 90 RECEIVED NYSCEF: 04/28/2021

5 of 8



 

Reply Memorandum in Further Support of  
Respondent DOHMH’s Cross-Motion to Dismiss  - 6 - 

POINT III 

NEITHER THE ORDER NOR THE 
RESOLUTION VIOLATED ANY FEDERAL 
OR STATE CONSTITUTIONAL RIGHTS IN 
THAT THEY DID NOT MANDATE THE 
FORCIBLE ADMINISTRATION OF THE 
MMR VACCINE TO PETITIONERS’ 
CHILDREN.  

Petitioners reiterate their claim that requiring the injection of the MMR vaccine 

into their children violated their rights under the United States and New York State Constitutions 

(Ps’ Opp. ¶ 19).  Petitioners ignore the fact that neither the Commissioner’s Order nor the Board 

of Health Resolution mandated the forcible administration of the MMR vaccine to their children.  

See DOHMH’s Memo at PDF pp 23-24. 

Because the Order and Resolution violated no constitutional right, no attorneys’ 

fees can be awarded to petitioners pursuant to 42 USC § 1983, which fees petitioners again 

request in their opposition at p 11. 

CONCLUSION 

Petitioners have failed to establish the lack of a rational basis for the OATH 

determinations that they were in violation of the DOHMH Order and Board of Health 

Resolution.  They have conceded in paragraph 6 of their petition that they were in violation, and 

they failed at OATH to provide any valid defense for any of the subject children either being 

immune to measles or needing a medical exemption as attested to by a medical professional.   

See DOHMH’s Memo Point I(A) and (B), PDF pp 16-21.  The petitioners have failed to show 

that the Order and Resolution lacked a rational basis, as those two orders were in conformance 

with the national medical standards for preventing and addressing a measles epidemic.  Finally, 

they also failed to show that the issuance of the summonses violated their constitutional rights, as 
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no forcible vaccination was ordered by DOHMH.  See DOHMH’s Memo Point III, PDF pp 23-

24. 

For the foregoing reasons, the petition should be denied and the instant 

proceeding dismissed in its entirety.  

Dated: New York, New York 
April 28, 2021 

JAMES E. JOHNSON 
Corporation Counsel of the  
   City of New York 
Attorney for respondent   
By:    

 
Assistant Corporation Counsel 
100 Church Street (Admin. Law. Div.)  
New York, NY  10007 
(212) 356-2180 phone 

SHERYL NEUFELD, 
LOUISE MOED,  

of Counsel. 
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CERTIFICATION UNDER UNIFORM CIVIL RULE 202.8-b 

Pursuant to Rule 202.8-b(c) of the Uniform Civil Rules for the Supreme Court 

and the County Court, I hereby certify as follows: according to Microsoft Word, the portions of 

the annexed Reply Memorandum that must be included in a word count contain 1,429 words, 

and thus this document complies with the word count limit set forth in Uniform Civil Rule 

202.8-b(a). 

Dated: New York, New York 
April 28, 2021 
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