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April 4, 2022

Aaron Siri

Siri & Glimstad LLP

200 Park Ave

17th Floor

New York, NY 10166

Via email: foia@sirillp.com

Dear Siri:

This letter is regarding your Centers for Disease Control and Prevention and Agency for Toxic Substances
and Disease Registry (CDC/ATSDR) Freedom of Information Act (FOIA) request of January 23, 2020,
assigned #20-00515-FOIA, for,

Each and every email communication between January 1, 2017, and the present which includes any
of the following terms in the subject line or body of the communication: "Informed Consent Action
Network" or "ICAN" or "Bigtree" or “Del” and also includes the name or email address of any of the
following individuals on the “To”, “From”, “Cc” or “Bec” line: Michelle E. Bonds, Robin M. Ikeda, Nancy
Messonnier, Rima F. Khabbaz, Amanda Cohn, Frank DeStefano, Sara Clements, Maria V. Cano, Lauri
Markowitz, and/or James Sejvar."

We located 435 pages of responsive records (429 pages released in full or part; 6 pages withheld in full).
After a careful review of these pages, some information was withheld from release pursuant to 5 U.S.C. §552
Exemption(s) (b)(5) and (b)(6).

EXEMPTION 5

Exemption 5 protects inter-agency or intra-agency memorandums or letters which would not be available by
law to a party other than an agency in litigation with the agency. Exemption 5 therefore incorporates the
privileges that protect materials from discovery in litigation, including the deliberative process, attorney
work-product, and attorney-client privileges. Information withheld under this exemption was protected under
the deliberative process privilege. The deliberative process privilege protects the decision-making process of
government agencies. The deliberative process privilege protects materials that are both predecisional and
deliberative. The materials that have been withheld under the deliberative process privilege of Exemption 5
are both predecisional and deliberative, and do not contain or represent formal or informal agency policies or
decisions. Examples of information withheld include email communication.

Exemption 5 protects inter-agency or intra-agency memorandums or letters which would not be available by
law to a party other than an agency in litigation with the agency. Exemption 5 therefore incorporates the
privileges that protect materials from discovery in litigation, including the deliberative process, attorney
work-product, and attorney-client privileges. Information withheld under this exemption was protected under
the deliberative process and attorney-client privileges. The deliberative process privilege protects the
decision-making process of government agencies. The deliberative process privilege protects materials that
are both predecisional and deliberative. The materials that have been withheld under the deliberative process
privilege of Exemption 5 are both predecisional and deliberative, and do not contain or represent formal or
informal agency policies or decisions.
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Examples of information withheld include email communication from Office of General Counsel.

EXEMPTION 6

Exemption 6 protects information in personnel and medical files and similar files when disclosure would
constitute a clearly unwarranted invasion of personal privacy. The information that has been withheld under
Exemption 6 consists of personal information, such as cell phone numbers, names and private email
addresses. We have determined that the individual(s) to whom this information pertains has a substantial
privacy interest in withholding it.

You may contact our FOIA Public Liaison at 770-488-6246 for any further assistance and to discuss any
aspect of your request. Additionally, you may contact the Office of Government Information Services
(OGIS) at the National Archives and Records Administration to inquire about the FOIA mediation services
they offer. The contact information for OGIS is as follows: Office of Government Information Services,
National Archives and Records Administration, 8601 Adelphi Road-OGIS,

College Park, Maryland 20740-6001, e-mail at ogis@nara.gov; telephone at 202-741-5770; toll free at
1-877-684-6448; or facsimile at 202-741-5769.

If you are not satisfied with the response to this request, you may administratively appeal to the Deputy
Agency Chief FOIA Officer, Office of the Assistant Secretary for Public Affairs, U.S. Department of Health and
Human Services, via the online portal at https://requests.publiclink.hhs.gov/App/Index.aspx. Your appeal
must be electronically transmitted by July 3, 2022.

Sincerely,

Roger Andoh

CDC/ATSDR FOIA Officer

Office of the Chief Operating Officer
(770) 488-6399

Fax: (404) 235-1852

Enclosures

20-00515-FOIA
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For additional information or

interviews please contact

Amanda Dumenigo,

Media & Public Relations, ICAN
amanda@icandecide.org 305-528-1920
Catharine Layton, C.0.0., ICAN

cat@icandecide.org 714-360-3400

Informed Consent Action Network

For Immediate Release: July 16,2018

World Renowned Vaccine Safety Expert and producer of the controversial film, Vaxxed,
DEL BIGTREE, awarded court ordered relief in lawsuit by his non-profit, The Informed
Consent Action Network, ICAN, against the US Department of Health and Human
Services.

On Monday, June 9th, the United States District Court for the Southern District of New
York signed an order granting Plaintiff, the nonprofit Informed Consent Action Network
(ICAN), the relief it sought against the Defendant, the United States Department of Health
and Human Services, HHS. ICAN was represented by Robert F. Kennedy, Jr..

In May 2017, ICAN Founder, Del Bigtree, Robert F. Kennedy, Jr. and a handful of other
individuals concerned about vaccine safety were selected by the White House to participate
in a seminal meeting with the Counselor to the Secretary of HHS, the heads of the National
Institute of Health, NIH, the Center for Disease Control, CDC, and Food and the Drug
Administration, FDA. Del Bigtree and Robert F. Kennedy, Jr. suspected that HHS was not
fulfilling its critical vaccine safety obligations as required by Congress in The National
Childhood Vaccine Injury Act of 1986.

In 1986, the Pharmaceutical Industry was under the strain of so many lawsuits for injuries
caused by vaccines they were struggling to make a profit. They threatened to stop
producing vaccines unless the U.S. government protected them from liability for damages
caused by their vaccines. The US Government gave in to the pressure and passed the 1986
Vaccine Injury Compensation Act, which gave unprecedented legal immunity to all vaccine
makers, eviscerating the free market incentive to remedy the very safety issues that had
landed them in court to begin with. Recognizing that this would leave an unavoidable gap
in vaccine safety testing, the US Congress charged the Secretary of Health and Human
Services with the explicit responsibility of testing vaccines for safety and working to reduce
the adverse events caused by all vaccines.

In order to assure HHS meets its vaccine safety obligations, Congress required as part of

the 1986 Act that the Secretary of HHS submit a biannual reports to Congress detailing the
improvements in vaccine safety made by HHS in the preceding two years.
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ICAN therefore filed a Freedom of Information Act, FOIA, request on August 25th, 2017 to
HHS seeking copies of the biannual reports that HHS was supposed to submit to Congress,
starting in 1988, detailing the improvements it made every two years to vaccine safety.
HHS stonewalled ICAN for eight months refusing to provide any substantive response to
this request.

ICAN was therefore forced to file a lawsuit to inspire HHS to either provide copies of its
biannual vaccine safety reports to Congress or admit it never filed these reports. As a
result of the lawsuit, HHS has signed a court order admitting that it never, not even once,
submitted a single biannual report to Congress detailing the improvements in vaccine
safety for 30 years.

Given that HHS is the primary scientific body mandated to protect American citizens from
the adverse events caused by vaccines, and given that this lawsuit reveals that they are
unable to produce a single report, under court order, to verify any work towards safer
vaccines, the American people must now be made aware that the vaccines that are
mandated upon millions of children, may in fact be dangerous to there health.

For an interview with Emmy award winning producer of The Doctors television show,
producer of the award winning documentary Vaxxed, and President of The INFORMED
CONSENT ACTION NETWORK which filed the lawsuit contact: Amanda Dumenigo,
Media & Public Relations, ICAN amanda@icandecide.org 305-528-1920 or Catharine Layton, C.0.0., ICAN

cat@icandecide.org 714-360-3400.
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Are people informed, prior to vaccination, that Andrew Wakefield and his colleagues wrote in the discussion of the
retracted article in the Lancet that they identified a chronic enterocolitis in children that may be related to
neuropsychiatric dysfunction and how this is in line with the findings of recent studies?

Question 6:

Are people informed, prior to vaccination, that Del Bigtree interviewed Andrew Wakefield in 2018 about the study
published in the Lancet and that in this interview, what happened at the time was analyzed step by step which showed,
amongst other things, that the research team did have ethical approval?

Question 7:

Are people informed, prior to vaccination, that de film ‘Vaxxed, From Cover Up fo Catastrophe’ shows that the CDC
had omitted crucial data in their final report that revealed a causal relationship between the MMR-vaccine and
autism?

Question 8:

Are people informed. prior to vaccination, that the MMR-vaccine is not only associated with autism because of
complaints of gastro-intestinal illness after the MMR-vaccination and the relationship between gastro-intestinal
problems and autism, but also because of fetal DNA fragment contaminants in the MMR-vaccine?

Question 9:
Are people informed, prior to vaccination,that not only the MMR-vaccine is associated with autism, but that aluminum
in vaccines and immune activation during pregnancy are also associated with autism?

Information for question 1:

Autism prevalence increased from about 1 in 10,000 children in 1970 (Treffert, 1970, PMID 5436867) to about 1 in
59 children in these days (CDC).

Study of Treffert (1970, PMID 5436867):

https://www.ncbi.nlm.nih.gov/pubmed/5436867

CDC about prevalence autism in these days:

https://www.cde.gov/ncbddd/autism/data.html

Information for question 2:

Dr. Deisher and colleagues found that the reduction in MMR-vaccine coverage in Norway, Sweden and the
UK between 1994 and 2000 was accompanied by lower AD/ASD (Autism Disorder/Autism Spectrum Disorder) rates
in Norway, Sweden and the UK (PMID 26103708). See figure 1 of this study:
https://soundchoice.s3.amazonaws.com/soundchoice/wp-content/uploads/Deisher-article-2-FINAL 1.pdf

Information for question 3:

In clinical trials, it appeared that many children had complaints of gastro-intestinal illness and upper respiratory illness
after having received the MMR-vaccine. Del Bigtree shows the results of the clinical trials of the MMR-vaccine in
this YouTube-video:

https://www.youtube.com/watch?v=Tw7SnvxZVVQ

The results of the clinical trials of the MMR-vaccine were obtained through the Freedom of Information Act (= FOIA).
You can find these results in this document:

https://icandecide.org/government/FDA-Production-FOIA .pdf

In the abovementioned video, Del Bigtree deals with table 10 from study 442, table 10 from study 443 and table 9
from study 439. All three tables can be found in the document.

Information for question 4:

Scientific studies have shown that there is a relationship between autism and gastro-intestinal problems. Rose and
colleagues (2018, PMC5953830) concluded that overall, their findings suggest that children with ASD who experience
GI symptoms have an imbalance in their immune response, possibly influenced by or influencing metagenomic
changes, and may have a propensity to impaired gut barrier function which may contribute to their symptoms and
clinical outcome. See:

https://www.ncbi.nlm.nih.gov/pme/articles/PMC5953830/

Professor Paul Ashwood, the senior author of this study, tells on the website of UC Davis (University of California,
Davis): “Children with ASD with increased inflammation are often those who exhibit the most severe behaviors.”
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https://health.ucdavis.edu/publish/news/newsroom/12807
Li and colleagues (2017, PMC5408485) summarized the information from multiple studies showing that an abnormal

gut microbiota is related to ASD. See:

https://www.ncbi.nlm.nih.gov/pme/articles/PMC5408485/

The observations of Wang and colleagues (2019, PMC6456593) demonstrated the long-term safety and efficacy of
Microbiota Transfer Therapy (MTT) as a potential therapy to treat children with ASD who have GI problems. See:
https://www.ncbi.nlm.nih.gov/pme/articles/PMC6456593/

Children with ASD can benefit from a gluten free and casein free diet. These two studies show that:

Knivsberg and colleagues (2002, PMID: 12168688)

https://www.ncbi.nlm.nih.gov/pubmed/12168688

Pennesi and colleague (2012, PMID: 22564339)

https://www.ncbi.nlm.nih.gov/pubmed/22564339

Information for question 5:

For the findings of recent studies, see the information for question 4.

Retracted paper of Andrew Wakefield and colleagues:
https://www.thelancet.com/journals/lancet/article/PIIS0140-6736(97)11096-0/fulltext

Del Bigtree van The HighWire compared the study of Rose and colleagues from 2018 (PMC5953830) with the study
of Wakefield and colleagues from 1998 in the YouTube-video ‘Andrew Wakefield was right
https://www.youtube.com/watch?v=cXst2V2RZR0

Information for question 6:
Interview between Del Bigtree and Andrew Wakefield in 2018:
https://www.youtube.com/watch?v=Sh8yjUqzhNs

Information for question 7:
Film ‘Vaxxed, From Cover Up to Catastrophe .
https://vaxxedthemovie.com/about/

Information for question 8:

Dr. Deisher tells in the YouTube-video 'Dr. Theresa Deisher Guelph, Ontario Canada June 23, 2018’ that it is known
from research from many different institutions that about 60% of the children with autism have new mutations that
were not inherited from their parents, which are *de novo’ mutations, sce:
https://www.youtube.com/watch?v=G1k6xL.OnJD8

Here you can find 20 references of studies from 2011 and 2012 regarding autism and (de novo) mutations:
https://www.soundchoice.org/research/mutations-references/

Insertional mutagenesis is mutation caused by insertion of new genetic material into a normal gene, see:
https://medical-dictionary.thefreedictionary.com/insertional+mutagenesis

In the mentioned study of Dr. Deisher and colleagues (PMID 26103708), they write about the possible link between
insertional mutagenesis and autism. In her open letter to legislators she writes that human fetal DNA in a vaccinated
child can reach up to 5 ng/ml and that from a study appeared that 1.9 ng/ml of DNA fragments resulted in insertion
into the genome of stem cells in 100% of mice injected, see:
https://www.soundchoice.org/open-letter-to-legislators/# edn2

Information for question 9:
Aluminum: See email part 5.
Immune activation during pregnancy: See email part 9.

I look forward to receiving your answers to the abovementioned nine questions.

CC to OIDP, CDC, FDA, White House, Informed Consent Action Network, Children’s Health Defense, National
Vaccine Information Center, Informed Choice Washington

Y ours sincerely,
Mathilde ten Voorde, PhD
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Are people informed, prior to vaccination, that fetal DNA fragment contaminants and HERVK-contaminants in
vaccines are associated with childhood cancer (lymphoma and leukemia)?

Question 6:
Are people informed, prior to vaccination, that fetal DNA in vaccines is associated with autoimmune discases?

Question 7:
Are people informed, prior to vaccination, that fetal DNA in vaccines is associated with autism?

Information for question 1:

Dr. Stanley Plotkin told in 2018, under oath, that 76 fetuses were aborted in the previous century for the development
of vaccines. That can be seen in this video:

https://www.youtube.com/watch?v=_9¢7ijoLHCQ

Information for question 2:

The package insert for the MMR-II vaccine shows that the rubella virus has been propagated in WI-38 human diploid
lung fibroblasts, see:

https://www.fda.gov/media/75191/download

The package insert for the Varivax-vaccine (chickenpox-vaccine) shows that for the production of this vaccine WI-38
human diploid lung fibroblasts and MRC-5 human diploid cells are used, see:
https://www.fda.gov/media/76000/download

The human, fetal DNA contaminants from the WI-38 and MRC-5 cell line end up in the vaccine, because yield is
inversely related to purity, such asDr. Theresa Deisher, who has a PhD in 'Molecular and Cellular
Physiology', explains in this YouTube-video:

https://www.youtube.com/watch?v=G 1k6xL.QnJD8

Information for question 3:

Dr. Deisher and colleagues describe in a scientific article from 2015 (PMID 26103708) that in two investigated
vaccines, there was far more human, fetal DNA than the residual DNA limit of 10 ng/dose set by the FDA. See here
the study:

https://soundchoice.s3.amazonaws.com/soundchoice/wp-content/uploads/Deisher-article-2-FINAL 1.pdf

This limit of 10 ng/dose is mentioned in the FDA Briefing Document Vaccines and Related Biological Products
Advisory Committee Meeting September 19, 2012: Cell Lines Derived from Human Tumors for Vaccine Manufacture’,
see:

https://ntrl.ntis.gcov/NTRL /dashboard/searchResults/titleDetail/PB2013100474.xhtml

In this document is written: “Current recommendations are that the level of residual cell-substrate DNA should be
<10 ng per dose and a median DNA size of 200 bp or lower.”

Information for question 4:

The study by Victoria and colleagues (2014, PMC2876658) showed that the MMR-II vaccine is contaminated with
the human endogenous retrovirus K (HERVK), see:

https://www.ncbi.nlm.nih.gov/pme/articles/PMC2876658/

Information for question 5:

In 2008 Hacein-Bey-Abina and colleagues (PMC2496963) published a study which revealed that while 9 of 10
patients were successfully treated with retrovirus-mediated gene therapy, 4 of the 9 developed T cell leukemia 31-68
months after the gene therapy. In the gene therapy the Moloney Murine Leukemia Retrovirus (MMLV) was used.
See:

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2496963/

As mentioned under the additional information for question 4, the MMR-II vaccine contains human endogenous
retrovirus K (HERVK) contaminants. For more information about the possible link between DNA and
HERVKcontaminants in vaccines and childhood cancer, see:

- Dr. Deisher in an interview about the health risks of fetal DNA in vaccines:

https://www.youtube.com/watch?v=G 1k6xL.QnJD8

- Dr. Deisher's open letter to legislators regarding fetal cell DNA in vaccines:
https://www.soundchoice.org/open-letter-to-legislators/# edn2

IR#0218_CDC_000016



Quote from Dr. Deisher:

“Not only are the human fetal contaminated vaccines associated with autistic disorder throughout the world, but also
with epidemic childhood leukemia and lvmphomas. (...) There are a large number of publications about the presence
of HERV (human endogenous retrovirus - the only re-activatable endogenous retrovirus) and its association with
childhood lymphoma. The MMR II and chickenpox vaccines and indeed all vaccines that were propagated or
manufactured using the fetal cell line WI-38 are contaminated with this retrovirus. And both parents and physicians
have a right to know this!"

This quote comes from a press-release from the Sound Choice Pharmaceutical Institute, see:
https://mv3462p2bnv2ptxgp33ikj2]-wpengine.netdna-ssl.com/wp-content/uploads/Sound-Choice-Pharmaceutical-
Institute-Websitel.pdf

Information for question 6:

For more information about the possible link between DNA in vaccines and autoimmune diseases, see Dr. Deisher’s
open letter to legislators regarding fetal cell DNA in vaccines:
https://www.soundchoice.org/open-letter-to-legislators/# _edn2

Quote from Dr. Deisher in this letter: “Anyvone 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.”

Information for question 7:

Dr. Deisher tells in the YouTube-video '‘Dr. Theresa Deisher Guelph, Ontario Canada June 23, 2018’ that it is known
from research from many different institutions that about 60% of the children with autism have new mutations that
were not inherited from their parents, which are ‘de novo™ mutations, see:
https://www.youtube.com/watch?v=G1k6xL.OnJD8

Here you can find 20 references of studies from 2011 and 2012 regarding autism and (de novo) mutations:
https://www.soundchoice.org/research/mutations-references/

Dr. Deisher and colleagues found that the reduction in MMR coverage between 1994 and 2000 was accompanied by
lower AD/ASD (Autism Disorder/Autism Spectrum Disorder) rates in Norway, Sweden and the UK
(PMID 26103708). See figure 1 of this study:
https://soundchoice.s3.amazonaws.com/soundchoice/wp-content/uploads/Deisher-article-2-FINAL | .pdf

Insertional mutagenesis is mutation caused by insertion of new genetic material into a normal gene, see:
https://medical-dictionary.thefreedictionary.com/insertional+mutagenesis

In the mentioned study of Dr. Deisher and colleagues (PMID 26103708), they write about the possible link between
insertional mutagenesis and autism. In her open letter to legislators she writes that human fetal DNA in a vaccinated
child can reach up to 5 ng/ml and that from a study appeared that 1.9 ng/ml of DNA fragments resulted in insertion
into the genome of stem cells in 100% of mice injected, see:
https://www.soundchoice.org/open-letter-to-legislators/# edn2

[ look forward to receiving your answers to the abovementioned seven questions.

CC to OIDP, CDC, FDA, White House, Informed Consent Action Network, Children’s Health Defense, National Vaccine
Information Center, Informed Choice Washington

Yours sincerely,
Mathilde ten Voorde, PhD
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Are people informed, prior to vaccination, that a special master of the US Court of Federal Claims wrote that the
mother of a girl, who died after vaccination with the HPV-vaccine Gardasil, presented preponderant evidence of a
logical sequence of cause and effect, connecting the HPV vaccination to the ensuing arrhythmia and that a judicial
sentence of a High Court in Spain acknowledged a causal link between the second shot of the HPV-vaccine Gardasil
and the death of a Spanish girl?

Question 5:

Are people informed, prior to vaccination, that, as of 30 April 2018, 430 deaths related to HPV-vaccination were
reported to the American Vaccine Adverse Event Reporting System (VAERS) according to the MedAlerts search
engine?

Question 6:
Are people informed, prior to vaccination, that there are many stories of parents about the death of their child after
vaccination?

Information for question 1:

Zinka and colleagues (2006, PMID: 15908063)

https://www.researchgate.net/publication/7833641 Unexplained cases of sudden infant death shortly after hexa
valent_vaccination

Information for question 2:

Mogensen and colleagues (2017, PMC5360569) found that in an urban community in Guinea-Bissau among 3-5-
month-old children, having received DTP (+OPV) was associated with a mortality hazard ratio (HR) of 5.00 compared
with not-yet-DTP-vaccinated children. See:

https://www.ncbi.nlm.nih.gov/pme/articles/PMC5360569/

Aalby and colleagues (2018, PMC5868131) tested the effect of DTP and OPV on mortality in children aged 6-
35 months and concluded: “Although having better nutritional status and being protected against three infections, 6-
35 months old DTP-vaccinated children tended to have higher moriality than DTP-unvaccinated children. All studies
of the introduction of DTP have found increased overall mortality. " See:
https://www.ncbi.nlm.nih.gov/pme/articles/PMC586813 1/

Fisker and colleagues (2014, PMID: 24325827) found that the results of their study indicated that pentavalent vaccine
(DTP-Hib-HepB) co-administered with MV and YF is associated with increased mortality. See:
https://www.ncbi.nlm.nih.gov/pubmed/24325827

Information for question 3:

Miller and colleague (2011, PMC3170075) found that nations that require more vaccine doses tend to have higher
infant mortality rates. See:

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3170075/

Information for question 4:

In America Ms. Emily Tarsell was compensated for the death of her daughter Christina Tarsell according to the
National Childhood Vaccine Injury Compensation Program. The special master wrote in the Court document:
“Ultimately, because of the finding that Christina began to experience arrhythmia after her HPV vaccination, Ms.
Tarsell has presented preponderant evidence of a logical sequence of cause and effect, connecting the HPV
vaccination to the ensuing arrhythmia. (...) The Court’s Opinion and Order required additional consideration
consistent with the legal principles articulated by the Court for analyzing the evidence in this tragic case about a
woman, Christina Tarsell, who died much too young. Under the approach dictated by the Court, Ms. Tarsell is entitled
to compensation.”. See:
https://www.naturalnews.com/2018-04-05-court-ruling-confirms-gardasil-vaccine-kills-people-scientific-evidence-
beyond-any-doubt.html

Court Document: https://ecf.cofc.uscourts.gov/cgi-bin/show public_doc?2010vv0251-200-0

Regarding the death of Andrea, a Spanish girl, the judicial sentence from the High Court of Asturias, Spain,
acknowledges that there is a causal link between the second shot of the HPV-vaccine Gardasil and her death. See:
https://sanevax.org/hpv-vaccine-death-spain/

Court document:
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Question 6:
Are people informed, prior to vaccination, that aluminum from vaccines is 100% injected and that aluminum from
food is only 0.1% absorbed according to the European Food Safety Agency?

Question 7:
Are people informed, prior to vaccination, that a baby weighing 5 kg only absorbs around 0.04 microgram of aluminum
from breast milk per day?

Question 8:
Are people informed, prior to vaccination, what the ratio of absorbed aluminum from breast milk or formula and
injected aluminum is on the day of vaccination?

Question 9:
Are people informed, prior to vaccination, with regards to excretion of aluminum, a scientific study showed that
injected aluminum was by far not fully excreted within 28 days and that babies have immature kidney function?

Question 10:

Are people informed, prior to vaccination, that in a scientific article from 2013 is written that the aluminum content
of infant formulas remains too high and that infant exposure to aluminum is an unnecessary potential health risk to
children and may actually contribute towards ill health as adults?

Question 11:

Are people informed, prior to vaccination, that a scientific study from 2017 concluded that 3 available toxico-kinetic
studies objectively constitute insu! 'cient bases to guarantee the absolute safety of aluminum adjuvants administered
at very large scale, in particular over the long term?

Information for question 1:
Many vaccines contain aluminum. The package inserts of vaccines show if there is aluminum in the vaccine and how
much is in it.

Information for question 2:

Professor Exley told in April 2016 on the 4th International Symposium on Vaccines that he had found out, through
conversations with the European Medicines Agency, the FDA in the US and the manufacturers of aluminum adjuvants,
that there are no clinically approved adjuvants. See his presentation in which he tells this in the YouTube-video ‘The
toxicity of aluminium adjuvants”:

https://www.youtube.com/watch?v=zaExaqCv5vo

Information for question 3:

Negative effects of aluminum in food:

The European Food Safety Authority has established a tolerable weekly dietary intake of aluminum, based on scientific
studies:

https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2008.754

Martinez and colleagues (2017, PMID 27473855) found that 60-day sub chronic exposure to low doses of aluminum
from feed and added to water, which reflect human dietary aluminum intake, reach a threshold sufficient to promote
memory impairment and neurotoxicity.

https://www.ncbi.nlm.nih.gov/pubmed/27473855

Martinez and colleagues published another scientific study in 2017 (PMID 28826906) and found in this study that 60-
day chronic exposure to aluminum, which reflects common human dietary aluminum intake, appears to pose a risk
for the cardiovascular system.

https://www.ncbi.nlm.nih.gov/pubmed/28826906

Negative effects of injected aluminum adjuvant:

Petrik and colleagues (2007, PMID 17114826)

https://www.researchgate.net/publication/6682741 Aluminum_Adjuvant_Linked to_Gulf War Illness Induces M
otor Neuron Death in Mice

Shaw and colleagues (2009, PMC2819810)

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2819810/
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Shaw and colleagues (2013, PMID 23932735)

https://www.researchgate.net/publication/259653608 Vaccine aluminum _injections associated with adverse beha
vioural outcomes JIB LTShaw 2013

Crépeaux and colleagues (2017, PMID 27908630)

https://www.ncbi.nlm.nih.gov/pubmed/27908630

Information for question 4:

Mold and colleagues (2018, PMID: 29413113) found extremely high quantities of aluminum in brain tissue from
donors with a diagnosis of Autism Spectrum Disorder (ASD). See:
https://www.sciencedirect.com/science/article/pii/S0946672X 17308763

Professor Exley, the senior autor of this study, told the following in an interview:

“I did not see a role for aluminum in autism. And I didn’t see a role for aluminum in vaccines in autism. I have to
change my mind now on both of these. I have to change my mind that aluminum has a role in autism, I believe it now
does.”

Y ou can see this interview in this YouTube-video:

https://www.youtube.com/watch?v=SmkVv8pcVhe

Information for question 5:

Studies in mice showed that injected aluminum adjuvant was captured at the injection site by immune cells and
transported to organs, such as the brain.

Khan and colleagues (2013, PMC3616851)

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3616851/

Eidi and colleagues (2015, PMC4482291)

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4482291/

Information for question 6:

According to the European Food Safety Authority (EFSA) the bio-availability of aluminum from food is 0.1% (EFSA
Journal (2008) 754, 1-34). Bio-availability is defined on page 47 of the EFSA-report as: “The amount of a substance
that is absorbed compared to the amount administered.” Here you can find the EFSA-report:
https://efsa.onlinelibrary.wiley.com/doi/pdf/10.2903/j.efsa.2008.754

Information for question 7:

Breast milk contains a maximum of 0.049 mg aluminum per liter. See 1.6 ‘How can aluminum affect children?’ on
this webpage of the American Agency for Toxic Substances & Disease Registry:
https://www.atsdr.cdc.gov/PHS/PHS.asp?id=10764&tid=34

A baby drinks 150 ml/kg body weight per day, which is 750 ml for a baby weighing 5 kg. So a baby weighing 5 kg
takes in a maximum of 0.75 liter*0.049 mg aluminum/liter = 0.04 mg aluminum from breast milk per day. As
mentioned under the additional information of question 6, 0.1% is absorbed from food. So a baby weighing 5 kg
absorbs a maximum of 0.04 microgram of aluminum per day.

Information for question 8:

Sometimes a baby gets multiple aluminum-containing vaccines injected in one day. By summing the amounts that are
mentioned in the package inserts, you can find out how much aluminum is injected on the day of vaccination. You
can compare this with the quantity that is absorbed from breast milk or formula on that day. Milk-based infant formula
contains a maximum of 0.15 mg aluminum per liter and soy-based infant formula contains a maximum of 0.93 mg
aluminum per liter, see:

https://www.atsdr.cdc.gov/PHS/PHS.asp?id=1076&tid=34

To find out the quantity of absorbed aluminum from formula, you can follow the steps under the information for
question 7.

Information for question 9:

Flarend and colleagues (1997, PMID: 9302736) injected aluminum adjuvants in rabbits and found that after 28 days
still 94.4% of aluminum from aluminum hydroxide and 78% of aluminum from aluminum phosphate was present in
the rabbits. See:

https://www.ncbi.nlm.nih.gov/pubmed/9302736

You can find more information about this study in the study of Masson and colleagues (2017, PMID: 29307441):
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Question 6:
Are people informed, prior to vaccination, that in several countries more serious adverse events are reported from the
HPV-vaccines than from other vaccines?

Question 7:

Are people informed, prior to vaccination, that a scientific study found that approximately 60% of women who did
not receive the HPV vaccine had been pregnant at least once, whereas only 35% of women who were exposed to the
vaccine had conceived?

Question 8:
Are people informed, prior to vaccination, that there are several documentaries/films in which the stories of girls
appear who developed serious health problems after the HPV-vaccination?

Question 9:

Are people informed, prior to vaccination, that a special master of the US Court of Federal Claims wrote that the
mother of a girl, who died after vaccination with the HPV-vaccine Gardasil, presented preponderant evidence of a
logical sequence of cause and effect, connecting the HPV vaccination to the ensuing arrhythmia and that a judicial
sentence of a High Court in Spain acknowledged a causal link between the second shot of the HPV-vaccine Gardasil
and the death of a Spanish girl?

Information for question 1:
https://www.cancerresearchuk.org/health-professional/cancer-statistics/statistics-by-cancer-type/cervical-cancer/inci
dence#heading-Two

Information for question 2:
https://www.cdc.gov/cancer/cervical/basic_info/screening.htm

Information for question 3:

McCormack and colleagues wrote in their scientific article (2013, PMC3879223): “In sum, our data indicate that
newly formed carcinoma-specific karyotypes generate and maintain carcinomas, independent of latent viral sequences
or mutations of tumor suppressor genes. Based on our findings it is expected that a vaccine against human papilloma
viruses will have no effect on the occurrence of cervical carcinomas.” See:
https://www.ncbi.nlm.nih.gov/pme/articles/PMC3879223/

Information for question 4:
Fast Track Approval of Gardasil
https://www.newscientist.com/article/dn9305-first-cervical-cancer-vaccine-is-approved/

See at 23 minutes in the movie ‘The greater good’

https://greatergoodmovie.org/
https://www.youtube.com/watch?v=TePZYb3IMTp4&list=PL8OQtdIPXd3ITY 1AD10JGK de:

Information for question 5:

Package insert Gardasil 9:
https://www.ema.europa.eu/en/documents/product-information/gardasil-9-epar-product-information_en.pdf
Package insert Cervarix:
https://www.ema.europa.eu/en/documents/product-information/cervarix-epar-product-information_en.pdf
Professor Exley speaks about aluminum in Cervarix and Gardasil in the documentary “Sacrificial Virgins "
https://www.voutube.com/watch?v=KAzcMHaBvLs&list=PLbGGcgXKKaBorcaejsR _YwOoglEhrr9GJ

Information for question 6:

In several countries more serious adverse events are reported from the HPV-vaccines, Gardasil and Cervarix, than
from other vaccines.

Japan

See figure 1 of the study of Beppu and colleagues (2017, PMID: 28312072) for both Gardasil and Cervarix.
https://ijme.in/articles/lessons-learnt-in-japan-from-adverse-reactions-to-the-hpv-vaccine-a-medical-ethics-perspecti
ve/?galley=html

United Kingdom
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See the figure on the website of ‘Time for Action’, a UK campaign group formed by a group of UK parents whose
daughters experienced serious health problems after HPV vaccination:
http://timeforaction.org.uk/campaign-news/high-number-reported-side-effects-hpv-vaccine-ignored-patient-safety-re
view-open-letter-jeremy-hunt/

The vaccine currently used in the UK is called Gardasil. Cervarix was used in the UK from September 2008, when
the programme started, until August 2012. See:

http://vk.ovg.ox.ac.uk/hpv-vaccine

USA

See table | in the chapter ‘Adverse Reactions to Human Papillomavirus Vaccines’ from the book ‘Vaccines and
Autoimmunity . This chapter is written by Tomljenovic and Shaw. See:
https://www.researchgate.net/publication/300631961 Adverse Reactions to Human Papillomavirus Vaccines
Since 2016 Cervarix is no longer marketed in the US:
https://www.nvic.org/vaccines-and-diseases/hpv/vaccine-history.aspx

Fewer than 1% of vaccine adverse events are reported in the American Vaccine Adverse Event Report System
(VAERS), see:
https://healthit.ahrq.gov/sites/default/files/docs/publication/r18hs017045-lazarus-final-report-2011.pdf

Information for question 7:

A scientific study from 2018 (DeLong, PMID: 29889622) showed that approximately 60% of women who did not
receive the HPV vaccine had been pregnant at least once, whereas only 35% of women who were exposed to the
vaccine had conceived. For married women, 75% who did not receive the shot were found to conceive, while only
50% who received the vaccine had ever been pregnant. See:

https://www.ncbi.nlm.nih.gov/pubmed/29889622

On the website of Children’s Health Defense, you can find an article about this study:
https://childrenshealthdefense.org/mews/vaccine-safety/vaccine-boom-population-bust-study-queries-the-link-betwee
n-hpv-vaccine-and-soaring-infertility/

Little and colleague published in 2014 a scientific article, in which they wrote about three young women who
developed premature ovarian insufficiency following quadrivalent human papillomavirus (HPV) vaccination (2014,
PMC4528880):

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4528880/

Information for question 8:

The documentary ‘Sacrificial Virgins’, which won in 2018 de 'Best of the Festival'-award at the Brisbane Watchdog
Film Festival, shows 2 girls who became paralyzed after HPV-vaccination:
https://www.youtube.com/watch?v=KAzcMHaBvLs&list=PLbGGcgXKKaBorcaejsR_YwOoglEhrr9GJ

There are several stories in the documentary ‘Manufactured Crisis - HPV, Hype & Horror', to be seen of serious
adverse events following HPV-vaccination:

https://www.youtube.com/watch?v=04Lh7i15HOQg

In the film ‘The Greater Good’ you can see a girl who developed serious health problems following
HPV-vaccination:

https://greatergoodmovie.org/

https://www.voutube.com/watch?v=TePZYb3MTp4&list=PL8QtdIPXd3ITY1AD1OJGKdgaZhQnaEHd

Information for question 9:

In America Ms. Emily Tarsell was compensated for the death of her daughter Christina Tarsell according to the
National Childhood Vaccine Injury Compensation Program. The special master wrote in the Court document:
‘Ultimately, because of the finding that Christina began to experience arvhythmia after her HPV vaccination, Ms.
Tarsell has presented preponderant evidence of a logical sequence of cause and effect, connecting the HPV
vaccination to the ensuing arrhythmia. (...) The Court’s Opinion and Order required additional consideration
consistent with the legal principles articulated by the Court for analyzing the evidence in this tragic case about a
woman, Christina Tarsell, who died much too young. Under the approach dictated by the Court, Ms. Tarsell is entitled
to compensation.’. See:
https://www.naturalnews.com/2018-04-05-court-ruling-confirms-gardasil-vaccine-kills-people-scientific-evidence-
beyond-any-doubt.html

Court Document: https://ecf.cofc.uscourts.gov/cgi-bin/show public_doc?2010vv0251-200-0
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Question 5:
Are people informed, prior to vaccination, that a scientific study has shown that cocooning (immunization of infant
contacts) did not reduce whooping cough in infants younger than 6 months?

Question 6:
Are people informed, prior to vaccination, that scientific studies have shown that immune activation during pregnancy
entails risks for the fetus and that women can get a fever after vaccination, which is an immune system response?

Question 7:
Are people informed, prior to vaccination, whether there is aluminum adjuvant in the whooping cough-containing
vaccine that is used?

Question 8:
Are people informed, prior to vaccination, that aluminum adjuvants are not clinically approved?

Question 9:
Are people informed, prior to vaccination, that there are many experience stories of health problems after
vaccination?

Information for question 1:

Sala-Farr¢ and colleagues (2015, PMID: 24216286)
https://www.ncbi.nlm.nih.gov/pubmed/24216286

Debolt and colleagues (2012, PMID: 22810264)
https://www.researchgate.net/publication/285682866 Pertussis_epidemic - Washington 2012
See table 5 of the study of McNamara and colleagues (2017, PMC5755965)
https://www.ncbi.nlm.nih.gov/pme/articles/PMC5755965/

Information for question 2:
See table 5 of the study of McNamara and colleagues (2017, PMC5755965)
https://www.ncbi.nlm.nih.gov/pmec/articles/PMC5755965/

Information for question 3:

The study of Warfel and colleagues (2014, PMC3896208) showed that vaccinated baboons, which had no symptoms,
infected unvaccinated baboons:

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3896208/

Warfel and colleagues (2012, PMC3318410) demonstrated that the baboon provides an excellent model for clinical
pertussis. They found that one hundred percent of baboons infected with a clinical isolate of Bordetella pertussis
exhibited all of the hallmark manifestations of human pertussis. See:
https://www.ncbi.nlm.nih.gov/pme/articles/PMC33 18410/

The study of Storsaeter and colleagues (1990, PMID: 2251872) showed that two acellular pertussis vaccines didn’t
protect against infection or colonization in humans:

https://www.ncbi.nlm.nih.gov/pubmed/2251872/

Althouse and colleagues (2015, PMC4482312) concluded that asymptomatic transmission is the most parsimonious
explanation for many of the observations surrounding the resurgence of Bordetella pertussis in the US and UK:
https://www.nebi.nlm.nih.gov/pmec/articles/PMC4482312/

Information for question 5:
Healy and colleagues (2015, PMID: 24992123)

https://www.ncbi.nlm.nih.gov/pubmed/24992123

Information for question 6:
See email part 9.

Information for question 8:

Professor Exley told in April 2016 on the 4th International Symposium on Vaccines that he had found out, through
conversations with the European Medicines Agency, the FDA in the US and the manufacturers of aluminum adjuvants,
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Question 5:
Are people informed, prior to vaccination, that the concentration of measles antibodies decreased since the
introduction of the measles vaccine?

Question 6:

Are people informed, prior to vaccination, that the measles potency specification, defined by the FDA, for intravenous
immunoglobulin for persons with primary immunodeficiency disorder has become increasingly difficult to meet and
that revaccination-induced titers increases were only 2-fold and short-lived?

Question 7:
Are people informed, prior to vaccination, that in 7% of the people the first MMR-vaccine (Measles, Mumps and
Rubella-vaccine) isn’t effective against measles due to primary vaccine failure?

Question 8:

Are people informed, prior to vaccination, that scientific studies show that a certain proportion of the vaccinated
people are no longer protected against measles after a certain period after the second vaccination due to secondary
vaccine failure?

Question 9:
Are people informed, prior to vaccination, that the editor-in-chief of the scientific journal Vaccine wrote in 2012,
together with a professor of pediatrics, that sustained elimination, much less eradication, of measles is unlikely?

Question 10:

Are people informed, prior to vaccination, that infants were longer protected by passive immunity prior to the
introduction of the measles vaccine and that recovery from the natural measles infection is associated with life-long
protective immunity?

Question 11:
Are people informed, prior to vaccination, if people who died from measles were vaccinated, if they became ill from
the wild-type virus or the vaccine-type virus, if they had an underlying disease and what were their living conditions?

Question 12:
Are people informed, prior to vaccination, that in clinical trials of the MMR-vaccine many children had complaints
of gastro-intestinal illness and upper respiratory illness after the MMR-vaccination?

Question 13:
Are people informed, prior to vaccination, that the MMR-vaccine is associated with autism, childhood cancer and
auto-immune diseases?

Question 14:
Are people informed, prior to vaccination, that there are many experience stories of health problems after
vaccination?

Information for question 1:

In 1968 the measles vaccine was introduced in Great Britain, see:

http://vk.ovg.ox.ac.uk/measles

On the website of Children’s Health Defense, it can be seen that the measles mortality had already fallen enormously
in England and Wales before 1968:
https://childrenshealthdefense.org/news/the-impact-of-vaccines-on-mortality-decline-since-1900-according-to-publis
hed-science/

For Canada it can be seen on this webpage:
https://vaccinechoicecanada.com/in-the-news/reported-measles-cases-and-deaths-in-canada/

Information for question 2:
Kaic and colleagues (PMID: 20822734) demonstrated excretion of the Schwarz measles vaccine virus in a child with
a vaccine-associated febrile rash illness in urine and in pharyngeal excretions. This happened in Croatia in 2010. See:
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https://www.eurosurveillance.org/content/10.2807/ese.15.35.19652-en

Murti and colleagues (PMID: 24330942) described a case of vaccine-associated measles in a two-year-old patient
from British Columbia, Canada, in October 2013, who received her first dose of measles-containing vaccine 37 days
prior to onset of prodromal symptoms. Measles RNA was detected in the nasopharyngeal swab. See:
https://www.eurosurveillance.org/content/10.2807/1560-7917.E82013.18.49.20649

Roy and colleagues (2017, PMC5328441) wrote in their article that of the 194 measles virus sequences obtained in
the United States in 2015, 73 were identified as vaccine sequences. That’s 38%. See:
https://www.ncbi.nlm.nih.gov/pme/articles/PMC532844 1/

Spreading of measles by someone who is just vaccinated:

Milson (1989, PMID: 2563426) described a brother-to-sister transmission of measles after measles, mumps, and
rubella immunization, see:

https://www.ncbi.nlm.nih.gov/pubmed/2563426

Information for question 3:

As mentioned under the information for question 2, Kaic and colleagues (PMID: 20822734) demonstrated excretion
ofthe Schwarz measles vaccine virus in a child with a vaccine-associated febrile rash illness in urine and in pharyngeal
excretions. They wrote in their article: “If measles and rubella were not under enhanced surveillance in Croatia, the
case would have been either misreported as rubella or not recognized at all.”

Information for question 4:

Mufioz-Alia and colleagues (2017, PMC5432853) wrote: “D4.2 subgenotype viruses showed a trend toward
diminished susceptibility to neutralization by human sera pooled from approximately 60 to 80 North American
donors. " See:

https://www.ncbi.nlm.nih.gov/pme/articles/PMCS5432853/

Information for question 5:

Figure 1 of the study of Modrof and colleagues (2017, PMID: 28968738) shows that measles antibodies decreased
from 4 to 4.5 IU/ml prior to the introduction of the measles vaccine to less than 1 IU/ml after the 2-dose vaccine was
introduced.

https://academic.oup.com/jid/article/216/8/977/4084678

Information for question 6:
Modrof and colleagues (2017, PMID: 28968738)
https://academic.oup.com/jid/article/216/8/977/4084678

Information for question 7:
On the CDC-website is written: ‘One dose of MMR vaccine is 93% effective against measles.” See:

https://www.cdc.gov/vaccines/vpd/mmr/public/index.html

Information for question 8:

LeBaron and colleagues (2007, PMID: 17339511) found that in their study it was expected that 20 years after the
second MMR-II vaccination 33% of vaccinated people are not protected any longer against measles.
https://jamanetwork.com/journals/jamapediatrics/fullarticle/569784

De Serres and colleagues (2013, PMID: 23264672) showed that during an outbreak of measles in a high school in
Canada more than 50% of the 110 cases were vaccinated, see table 3 of this study:
https://academic.oup.com/jid/article/207/6/990/898747

Rosen and colleagues published an article about measles transmission from a twice-vaccinated individual with
documented secondary vaccine failure (2014, PMID: 24585562). See:
https://academic.oup.com/cid/article/58/9/1205/2895266

Information for question 9:

Dr. Gregory Poland and professor Robert Jacobson wrote in 2012 the following (PMC3905323): “To date, despite
multiple efforts, the reality is that for the practical, socio-cultural. and immunologic reasons outlined above, we have
not eradicated measles. (...) our current tool for prevention has limitations that increasingly look to be significant
enough that sustained elimination, much less eradication, are unlikely.” See:
https://www.nebi.nlm.nih.gov/pme/articles/PMC3905323/
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Information for question 10:

Passive immunity

Lennon and colleagues (1986, PMID: 3701511) showed that by 8.5 months of age, 95% of the children of the mothers
born since 1963 would have become susceptible to measles and responsive to immunization; the same level of
susceptibility is not reached by children of mothers born before 1958 until 11.5 months of age. See:
https://www.ncbi.nlm.nih.gov/pubmed/3701511

Waaijenborg and colleagues (2013, PMID: 23661802) found that the duration of protection against measles was 3.3
months in the general population, most of whom were born to vaccinated mothers, 5.3 months for infants born in the
orthodox communities, most of whom had unvaccinated mothers. See:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4043230/

Life-long immunity after having experienced natural measles infection

Peter Panum found that, during the 1846 Faroe Island measles epidemic, all those who had measles in the previous
epidemic in 1781 were protected despite the lack of apparent re-exposure for 65 years. He wrote: “In this connection
it is quite remarkable, however, that of the many aged people still living on the Faroes who had had measles in 1781,
not one, as far as I could find out by careful inquiry, was attacked the second time. I myself saw ninety-eight such old
people, who were exempt because they had had the disease iii their youth.” See:
http://www.med.mcgill.ca/epidemiology/courses/EPIB591/Fall%202010/mid-term%20presentations/Paper9.pdf

Information for question 12:

In clinical trials, it appeared that many children had complaints of gastro-intestinal illness and upper respiratory illness
after having received the MMR-vaccine. Del Bigtree shows the results of the clinical trials of the MMR-vaccine in
this YouTube-video:

https://www.youtube.com/watch?v=Tw78SnvxZVVQ

The results of the clinical trials of the MMR-vaccine were obtained through the Freedom of Information Act (= FOIA).
You can find these results in this document:

https://icandecide.org/government/FDA-Production-FOIA . pdf

In the abovementioned video, Del Bigtree deals with table 10 from study 442, table 10 from study 443 and table 9
from study 459. All three tables can be found in the document.

Information for question 13:

Autism and gastro-intestinal problems

See email part 2.

Autism and fetal DNA fragment contaminants

See email part 3.

Cancer and fetal DNA fragment contaminants

See email part 3.

Auto-immune diseases and fetal DNA fragment contaminants
See email part 3.

Information for question 14:

There are many experience stories of health problems after vaccination to be found on the YouTube-channel Vaxxed
TV

https://www.youtube.com/channel/UCwZDSEpPvE3980LazdituKQ/videos

I look forward to receiving your answers to the abovementioned fourteen questions.

CC to OIDP, CDC, FDA, White House, Informed Consent Action Network, Children’s Health Defense, National
Vaccine Information Center, Informed Choice Washington

Yours sincerely,
Mathilde ten Voorde, PhD
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From: Cohn, Amanda (CDC/DDID/NCIRD/QOD)

Sent: Tue, 16 Jul 2019 14:58:16 +0000

To: Barry, Brooke (CDC/DDID/NCIRD/OD)

Subject: FW: FYI - FW: sps00416114 HHS Vaccine Safety Responsibilities [x-ref 387892;
388672

Attachments: 1-29-2019part3.pdf, Info Copy 00416114_1292019.docx, 1-29-2019part2.pdf, 1-

29-2019.Partl.pdf

From: Jarman Miller, Hannah (CDC/DDID/NCIRD/OD) <oqrO@cdc.gov=>

Sent: Wednesday, January 30, 2019 12:59 PM

To: DiLiddo, Colleen (CDC/OCOO/OSSAM) <eugd(@cdc.gov>; Borrelli, Aaron (CDC/DDID/NCIRD/ISD)
<zvt3@cdc.gov=>; Cohn, Amanda (CDC/DDID/NCIRD/OD) <ancO@cdc.gov>

Cec: Beauvais, Denise (CDC/DDID/NCIRD/OD) <ery2(@cdc.gov=; Barry, Brooke (CDC/DDID/NCIRD/OD)
<bmb8(@cdc.gov>

Subject: FYI - FW: sps00416114 HHS Vaccine Safety Responsibilities [x-ref 387892; 388672

Hello,
FYT only - This is a letter from ICAN to the Secretary and Director of NVPO.

Thank you,

Hannah Jarman-Miller, MPH
Presidential Management Fellow I Public Health Analyst Office of Policy I National Center for Immunization and
Respiratory Diseases (NCIRD) Centers for Disease Control and Prevention (CDC) I Atlanta, GA

Office: 404-718-7151
Email: ogrO@cdc.gov

From: Ryan, Tamara S. (Tammi) (CDC/OD/OCS) <vdv6@cdc.gov>

Sent: Wednesday, January 30, 2019 9:26 AM

To: Jarman Miller, Hannah (CDC/DDID/NCIRD/OD) <oqrO@cde.gov>; Knights, Paulette
(CDC/DDID/NCEZID/OD) <pbf7@cdc.gov=>

Cc: Epps, Tanya (CDC/OCOO/OGC) <ateO@cdc.gov>; Turner, Cheryl L. (CDC/OD/OADC) (CTR)
<ffd0@cdc.gov=

Subject: FW: sps00416114 HHS Vaccine Safety Responsibilities [x-ref 387892; 388672

INFO ONLY

NCEZID and NCIRD
OGC and OADC
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U.S. Department of Health & Human Services
HHS Office of the Secretary
Alex M. Azar 11,
Secretary of Health & Human Services
Tammy R. Beckham,
Acting Director, National Vaccine Program Office
200 Independence Avenue, S.W.
Washington, D.C., 20201
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from vaccine injuries. Pharmaceutical companies are well organized and funded. Parents
of current and future vaccine injured children, the citizens the Government is supposed to

serve, are not.

Since vaccine products are injected dozens of times into nearly every baby and child
in America and are typically required by law to attend school, they should be tested for
safety prior to licensure in extremely well designed clinical trials. Instead the opposite is
true. Without impeccable clinical trials —with rigorous methods, large sample sizes, true
placebo controls, and extended periods of observation for vaccine injury —yielding results
which demonstrate that the benefits of vaccination clearly outweigh the harms, the large-
scale vaccination program in this country cannot be ethically justified.

Even absent an ethical imperative, HHS's responsibility for assuring vaccine safety is
required by federal law. HHS's response letter seeks to create the impression that there
exists a complete understanding of the safety profile of each pediatric vaccine and HHS's
childhood vaccine schedule, and that there is almost nothing left for HHS to do to assure
vaccine safety. We request that HHS carefully consider all of the information provided
above, which is nearly entirely grounded in and anchored by citations to HHS's own

publications.

It is our hope that HHS will rise above its internal gridlock and inherent conflicts of
interest, and take this opportunity to seriously consider the safety of pediatric vaccines and
its childhood vaccine schedule.

We await your response to each of the points raised above and to the questions listed
in Appendix A below.

Very truly yours,
Del Bigtree
President

Enclosures: Appendices A and B.+78

¢ Appendix A of our initial letter, dated October 12, 2017, is amended to add Hope Inc. Academy, Medical Freedom Nevada, Hope from
Holly, Educate.Advocate., Autism is Medical, Inc., Oregonians for Medical Freedom, Thinking Moms Revolution, Vaccine Freedom Utah,

and Your Health Freedom.

80
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- Please provide the clinical trial report(s) that reflect the cumulative safety profile, by
ten years of age, of injecting approximately 22 vaccine doses into babies during the
first six months of life, including the rate of any autoimmune, neurological or
developmental disorders.

. Please provide the clinical trial report(s) that reflect the cumulative safety profile, by
ten years of age, of injecting approximately 35 vaccine doses into babies and toddlers
during the first two-years of life, including the rate of any autoimmune, neurological
or developmental disorders.

VACCINES INJECTED INTO PREGNANT WOMEN

. Please provide the clinical trial report(s) relied upon by HHS when licensing
influenza and Tdap vaccines for use by pregnant women.

. Is a pharmaceutical company permitted to advertise or promote the influenza or
Tdap vaccines it manufactures to pregnant women? If not, why not?

SPECIFIC VACCINES

. Is it acceptable to inject a healthy baby with a product that contains one or more
known or suspected neurotoxic or cytotoxic substances where its licensure is based
on a trial that had no control and a short safety review period?

. Please identify and provide a copy of any placebo-controlled trial with a safety
review period longer than one week that HHS relied upon when it recommended
that every baby in this country receive either Recombivax HB or Engerix-B on the
first day of life.

. Please advise if HHS disputes that during the Gardasil trials the rate of girls and
women 9 through 26 years of age who reported an incident condition potentially
indicative of a systemic autoimmune disorder was 2.3% in the group that received
Gardasil, 2.3% in the group that received AAHS Control, and 0% for the group that
received Saline Placebo.

Please explain why it was considered ethical to inject controls during the clinical
trials for (i) Gardasil with 225 mcg or 450 mcg of Amorphous Aluminum
Hydroxyphosphate Sulfate (AAHS) when it has no known therapeutic benefit? (ii)
Varivax with 45 mg of neomycin when neomycin is only licensed for topical and
oral use?
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6.

CONFLICTS OF INTEREST

. Please explain why HHS has never once prepared or submitted a biennial report to

Congress detailing improvements in vaccine safety as required under federal law,
42 U.S.C. § 300aa-27(c).

. Please explain why HHS disbanded the Task Force on Safer Childhood Vaccines in

1998 when this task force is mandated to exist pursuant to federal law, 42 US.C. §
300aa-27(b), to provide recommendations to assist the Secretary of HHS in his/her
ongoing duty to fulfill HHS’s vaccine safety obligations pursuant to 42 US.C. §
300aa-27(a).

. Please explain why HHS would place the name of a pharmaceutical executive and

consultant on the gavel of its premier vaccine committee, the Advisory Committee
on Immunization Practices.

. Will you support the removal of vaccine safety duties from HHS into an entirely

independent government board, similar to the National Transportation Safety Board
or the Nuclear Regulatory Commission. If not, please explain why.
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Myasthenia autoimmune disease causing chronic weakness of the skeletal
muscles, including arms and legs, vision problems, and drooping

| eyelids or head.

' Myositis chronic muscle inflammation that damages the muscle fibers |
causing weakness, and may affect the arteries and blood vessels |
that pass through muscle.

Polyarteritis Nodosa | systemic vasculitis that affect medium-sized and small muscular
| arteries resulting in ruptures and other damage.

Stevens-Johnson’s severe autoimmune reaction in which the top layer of skin is |
Syndrome burned off and dies.

Thrombocytopenia low blood platelet count which can result in easy bruising and
excessive bleeding from wounds or bleeding in mucous
membranes.

Vasculitis inflammation of the blood vessels, potentially leading to loss of |
function of affected tissues and organ damage. '

Nervous System Disorders

' Acute Disseminated | acute, widespread inflammation in the brain and spinal cord that
Encephalomyelitis damages myelin.

Ataxia brain damage _r_észiﬁn:g in loss of full control of bodily movement,
impaired speech, eye movement, and swallowing.
‘Bell's Palsy disfiguring paralysis or weakness on one side of the face.
' Encephalitis inflammation of the brain, which can result in permanent injury.
Encephalomyelitis inflammation of the brain and spinal cord.
Encephalopath; with ::Emag; or malfunction of the brain with severity ran:g_i;g }‘rom
EEG Disturbances altered mental state to dementia, seizures and coma.
Grand Mal loss of consciousness and violent muscle contractions.
Convulsion | :
| Hypot&a_ low muscle tone. _ |

sudden and unexpected loss of tone, unresponsiveness and color
change.

' Hypotonic-Hypo-
responsive Episode

inflammation of protective membranes covering the brain and
spinal cord.

Meningitis
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' Migraine

 sudden and severe, pounding headaches, upset stomach, and |

sometimes disturbed vision. |

Motor Neuron
Disease

neurological disorder that destroys motor neurons that control
essential voluntary muscle activity such as speaking, walking,
breathing, and swallowing.

I"_I\d_yelitis

inflammation of spinal cord that can involve nerve pain, paralysis
and incontinence.

Nerve Deafness

hearing loss from damage to the nerve that runs from the ear to the
brain.

Neuralgia

intense painful sensation along a nerve or group of nerves.

' Neuropathy

nerve problem that causes pain, numbness, tingling, swelling, or
muscle weakness in different parts of the body.

Ocular Palsies

damage to the nerve of the eye that controls eye movement.

- Optic Neuritis

Paralysis

inflammation causing eye pain and partial or complete vision loss.

inability to move part or all of the body.

| Radial Nerve and
Recurrent Nerve

nerve injury to the radial nerve that can cause weakness or
difficulty moving the wrist, hand or fingers.

Paralysis
Radiculopathy compressed or pz’nc}:ea’ nerve. _
Retrobulbar Neuritis | inflammation and ;ie;mage to the optiE nerve between the back of
the eye and the brain.
' Seizures sudden, uncontrolled body movements and changes in behavior
| that occur because of abnormal electrical activity in the brain.
' Stroke blood flow blocked to the brain or bleeding in the brain, which can

Subacute Sclerosin g

' lead to brain damage, long-term disability, or death.

progressive neurological disorder affecting the central nervous

Panencephalitis system leading to mental deterioration, loss of motor function, and
(SSPE) ultimately leading to a vegetative state followed by death.
Syncope decrease in blood flow to the brain causing a loss of consciousness

‘Transverse Myelitis

and muscle strength.

inflamed spinal cord which may result in paralysis.

Other Disorders and Chronic Disorders

|. Kseptic Me;ingitis

| acute inﬂammation_of the brain and spinal cord. ‘
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' Aplastic Anemia damage to the bone marrow that slows or shuts down the |

| production of new blood cells.

Cellulitis infection of the deep tissues of the skin and muscles that cause the |
skin to become warm and tender.
- Cyanosis ' bluish skin discoloration due to low oxygen saturation. ]
' Death - permanent end of life.

| Deep Vein Thrombosis  formation of a blood clot in a deep vein that can break off and block
blood flow to organs.

Diabetes Mellitus chronic condition affecting ability to use energy from food.

| Dys;:;honia _ | in;pgrment in the ab}lz’ty to spea_fc.
| Epididymitis ‘ inflammation of the testicle tube, which can lead to abscess
formation, testicular pain, painful urination, tissue death, and

decreased functionality of gonads.

Mental Disorders — unusual—thoughts, perceptions, emotions, behavior, and
 relationship with others.
- Myalgia muscle pain that can become chronic.
Orchitis | inflammation of one or more testicles that can cause infertility,
testicular atrophy, and severe pain. '
Pancreatitis : _fnﬂammtﬁm of the ;;ancreas due to damage by digestive e;tzymes.
Pneumonia infection in one or both lungs.
| Respiratory Infection infection of the respiratory tract.
Retinitis | inﬂammatz’{;i of the retina which can per;nanenﬂy damage: the ‘

| retina, leading to blindness.

irritation and inflammation of nasal mucous membranes
impacting ability to breathe properly.

Rhinitis

Sudden Infant Death | sudden death of infant in good health.

| Syndrome
Tachycardia - an abnormally rapid heart rate.
- Uveitis inflammation of the eye leading to vision loss. N
Vertigo problem with the vestibular portion of the inner ear causing
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M:;:;;l:iusrcer Funding Study Test Group | Control Group Finding
HPV - Funded by Merck |Moreira Jr E. |Gardasil 225 ug of AAHS |“systemic AE was generally
Gardasil and authors include |D. et al., 2011 |(2,020 boys (2,029 boys and comparable between the
(Merck) Merck employees | (18 countries) [and men) men) vaccine and placebo group
(31.7% vs. 31.4%, respectively)”
HPV - Funded by GSK Roteli- Cervarix 500 ug 24.6% of subjects and 15.5% of
Cervarix and authors include | Martins C. M. (223 girls Aluminum controls had a SAE, new onset
(GSK) GSK employees etal., 2012 and women) (Hydroxide (213  |of chronic disease or medically
(Brazil) girls and women) |significant condition
HPV - Funded by GSK Schwarz, T.F. |Cervarix Havrix and, after |38.8% of subjects and 32.4% of
Cervarix and authors include et al. 2012 (5 (1,035 girls) [delay, Cervarix |controls had a SAE, new onset
(GSK) GSK employees countries) (1,032 girls) of chronic disease or medically
significant condition
HPV - Funded by GSK Sow, P.S.et |Cervarix 500 ug 75.2% of subjects and 69.3% of
Cervarix and authors include |al. 20131 (450 girls Aluminum controls reported a “Medically
(GSK) GSK employees (Africa) and women) |Hydroxide (226  |significant condition”
girls and women)
HPV - Funded by Merck |Block S. L. et |Gardasil AAHS (9,092 aged | Between 9% and 14% of
Gardasil and authors include |al., 2010 (11,792 16-23) Gardasil subjects and controls each had
(Merck) Merck employees |(global) people aged |minus AAHS and |vaginal candidiasis, bacterial
9-23) antigens (596 aged | vaginosis, urinary tract
9-15) infection and vaginal discharge
HPV - Funded by GSK De Carvalho |Cervarix 500 ug Alumi-  [9.9% of subjects and 8.6% of
Cervarix and authors include [N, et al,, 2010 |(222 women) |num Hydroxide |controls had a SAE or medically
(GSK) GSK employees (Brazil) (211 women) significant AE
HPV - Funded by Merck |Giuliano A. |Gardasil 225 or 450 ug of  |14.1% of subjects and 14.6% of
Gardasil and authors include [R. et al., 2011 |(2,020 males) | AAHS (2,029 controls had a systemic adverse
(Merck) Merck employees |(18 countries) males) event within 15 days
HPV - None declared Khatun S.et |Cervarix (50 (Nothing given  |Vomiting occurred in 8% of
Cervarix al,, 2012 girls) (17 girls) subjects after 1st dose, 10% after
(GSK) (Bangladesh) 2nd dose, and 32% after 3rd dose
HPV - Funded by GSK KimS.C.et |Cervarix 500 ug “fatigue, myalgia and headache
Cervarix and authors include |al., 2011 (149 women) | Aluminum was frequent in both groups”
(GSK) GSK employees (Korea) Hydroxide (76 and 22.8% of subjects and 13.2%
women) of controls reported a medically
significant adverse condition(s)
HPV - Authors include Levin M. ]. et |Gardasil (96 |“identical 7% of subjects and controls had
Gardasil Merck employees |al., 2010 HIV positive | placebo” (30 HIV |grade 3 or 4 event w/n 14 days,
(Merck) (U.S.) children) positive children) |and 15 AEs were not graded
HPV - Funded by Merck |LiR.etal, Gardasil 225 or 450 ug of  |42.7% of subjects and 39.9% of
Gardasil and authors include [2012 (China) |(302 people) |AAHS (298 controls had systemic adverse
(Merck) Merck employees people) event
HPV - Funded by Merck |Kang, S. et al. |Gardasil 225 ug of AAHS |31.6% of subjects and 44.1% of
Gardasil 2008 (Korea) [(117 females)|(59 females) controls had systemic adverse
(Merck) reaction within 14 days
HPV - Funded by Merck |Clark, L.R. et |Gardasil 225 ug of AAHS |49% of subjects and 41% of
Gardasil and authors include |al. 2013 (373 women) | (393 women) controls had systemic reactions,
L(Merck) Merck employees [(global) both had similar rate of SAEs
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ICAN

Informed Consent Action Network

VIA FEDEX
Qctober 12, 2017

U.S. Department of Health & Human Services
HHS Office of the Secretary

Eric D. Hargan

Acting Secretary of Health & Human Services
200 Independence Avenue, S.W.

Washington, D.C. 20201

Re: HHS Vaccine Safety Responsibilities and Notice Pursuant to 42 U.S.C. § 300aa-31
Dear Secretary Hargan:
Informed Consent Action Network hereby provides notice per 42 U.S.C. § 300aa-31(b).

Americans, including the over 55 organizations listed below, whose members exceed 5
million Americans, are concerned about vaccine safety. The National Childhood Vaccine Injury
Act of 1986 (the 1986 Act) made nearly every aspect of vaccine safety the exclusive responsibility
of the Department of Health & Human Services (HHS). As the Secretary of HHS (the Secretary),
this means you shoulder virtually all responsibility for assuring the safety of vaccines
administered to America’s 78 million children.

This notice respectfully requests confirmation that certain obligations regarding vaccine
safety required under the 1986 Act have been fulfilled or will forthwith be fulfilled. These specific
requests are numbered sequentially in this notice. We would welcome the opportunity to meet
and discuss reasonable means for complying with these requests. If that is not possible, the 1986
Act authorizes “a civil action ... against the Secretary where there is alleged a failure of the
Secretary to perform any act or duty” under the 1986 Act.

1. Background

The 1986 Act granted economic immunity to pharmaceutical companies for injuries
caused by their vaccines. (42 U.S.C. § 300aa-11.) The 1986 Act thereby eliminated the market
force which drives safety for all other products — actual and potential product liability.
Recognizing the unprecedented elimination of this market force, the 1986 Act makes HHS directly
responsible for virtually every aspect of vaccine safety. (42 U.S.C. §§ 300aa-2, 300aa-27.)
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Encephalitis, Encephalopathy, Infantile Spasms, Afebrile Seizures,
Seizures, Cerebellar Ataxia, Acute Disseminated Encephalomyelitis,
Transverse Myelitis, Optic Neuritis, Neuromyelitis Optica, Multiple
Sclerosis,  Guillain-Barre ~ Syndrome, ~ Chronic  Inflammatory
Demyelinating Polyneuropathy, Brachial Neuritis, Amyotrophic Lateral
Sclerosis, Small Fiber Neuropathy, Chronic Urticaria, Erythema
Nodosum, Systemic Lupus Erythematosus, Polyarteritis Nodosa,
Psoriatic Arthritis, Reactive Arthritis, Rheumatoid Arthritis, Juvenile
Idiopathic Arthritis, Arthralgia, Autoimmune Hepatitis, Stroke, Chronic
Headache, Fibromyalgia, Sudden Infant Death Syndrome, Hearing Loss,
Thrombocytopenia, Immune Thrombocytopenic Purpura®

Thus, out of the 158 most common serious injuries reported to have been caused by the vaccines
under review, the evidence supported a causal relationship for 18 of them, rejected a causal
relationship for 5 of them, but for the remaining 135 vaccine-injury pairs, over 86 percent of those
reviewed, the IOM found that the science simply had not been performed.*

The 1986 Act expressly provides that you, as the Secretary, “shall promote the
development of childhood vaccines that result in fewer and less adverse reactions” and “shall
make or assure improvements in ... the ... labeling, warning, ... and research on vaccines, in
order to reduce the risks of adverse reactions to vaccines.” (42 U.S.C. § 300aa-27(a)(2).) The first
step in reducing adverse reactions is identifying what adverse reactions are caused by vaccine.
Given this statutory obligation:

(5) For each of the 38 vaccine-injury pairs reviewed in the 1994
IOM Report which the IOM found lacked studies to
determine causation, please identify the studies undertaken
by the HHS to determine whether each injury is caused by
vaccination?

(6) For each of the 135 vaccine-injury pairs reviewed in the 2011
IOM Report which the IOM found lacked studies to
determine causation, please identify the studies undertaken
by the HHS to determine whether each injury is caused by
vaccination?

Further to your duties to identify what injuries are caused by vaccines, the 1986 Act also
expressly requires you to “make or assure improvements in ... the ... recall of reactogenic lots or
batches, of vaccines ... in order to reduce the risks of adverse reactions to vaccines” and thus each
“health care provider who administers a vaccine ... shall record ... in such person’s permanent

32 Ibid.
3 Ibid.
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unvaccinated children, despite all the resources at its disposal.®* It is no wonder a single injured
child’s claim faces a high likelihood of failure in the VICP.

Many parents, doctors and scientists, as well as politicians, are legitimately concerned
about the process whereby vaccines are licensed, recommended, promoted and defended by the
same department. This is not because of any conspiracy, or belief an insidious intent. Rather,
this system eliminates the incentive, and in fact creates a disincentive for HHS and vaccine
makers, to conduct research to uncover long term chronic conditions, including the immune and
neurological system disorders, which can result from the current vaccine schedule.

The 1986 Act expressly provides that you, as the Secretary, have at least equal and
arguably greater responsibility for vaccine safety than for vaccine promotion. (42 U.5.C. §§ 300aa-
2, 300aa-27.) In accordance with this statutory responsibility:

(11)  Please advise if you will:

a. prohibit conflict waivers for members of HHS’s vaccine
committees (ACIP, VRBPAC, NVAC & ACCV)?

b. prohibit HHS vaccine committee members or HHS
employees with duties involving vaccines from accepting any
compensation from a vaccine maker for five years?

c. require that vaccine safety advocates comprise half of HHS’s
vaccine committees?

d. allocate toward vaccine safety an amount at least equal to 50%
of HHS'’s budget for promoting/purchasing vaccines?

e. support the creation of a vaccine safety department
independent of HHS?

f. support the repeal of the 1986 Act to the extent it grants
immunity to pharmaceutical companies for injuries caused by
their vaccine products?

IX. Conclusion

HHS can do better. With hundreds of vaccines in the pipeline it must do better. Children
susceptible to vaccine injury are as deserving of protection as any other child. Avoiding injury
to these children is not only a moral and ethical duty, but will in fact strengthen the vaccine
program. Every parent that does not witness their child suffer a serious reaction after vaccination,
such as a seizure or paralysis, is another parent that will not add their voice to the growing chorus
of parents opposed to HHS’s vaccine program due to safety concerns.

% See Section VII above.
18
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Unless HHS performs its vital statutory obligations regarding vaccine safety, and until a
frank conversation is possible regarding vaccine safety, children susceptible to vaccine injury will
not be protected from such injuries. Nor will children injured by vaccines be able to access the
services they need. We can do far better in protecting and serving children who are susceptible
or succumb to serious injuries from vaccination. The first step in avoiding these harms and
helping children already harmed is admitting there are deficiencies and working diligently to
improve vaccine safety.

We respectfully request your attention to the important concerns outlined above and hope
you agree that addressing these concerns is in everyone’s best interest. These, in fact, reflect
nothing more than what Congress already explicitly recognized when passing the 1986 Act:
vaccines can and do cause serious injury and HHS needs to work diligently to identify and reduce
these harms. If you would like to meet and discuss the foregoing, we would welcome that
opportunity and hope to work cooperatively to address these issues.

If that is not possible, Congress, as a final resort to assure vaccine safety, authorized a
“civil action ... against the Secretary where there is alleged a failure of the Secretary to perform
any act or duty under” the 1986 Act. (42 U.S.C. § 300aa-31(a).) We are prepared to authorize such
an action and this letter constitutes the notice required by 42 U.S.C. § 300aa-31(b). It is, however,
our hope that the vaccine safety issues identified herein can be resolved cooperatively, with all
interested parties working together toward the common goal of vaccine safety entrusted to HHS
under the 1986 Act.

Very truly yours,
Del Bigtree
cc: See Appendix A.
Enclosures: Appendices A to C.
19
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A Voice For Choice

A Voice For Choice Advocacy
Christina Hildebrand, President
530 Showers Drive, Suite 7404
Mountain View, CA 94040

Alliance For Natural Health
Gretchen DuBeau, President
3525 Piedmont Road NE B6-310
Atlanta, GA 30305

Arizona Coalition Against Mandated
Vaccines

Kelsey Davis, President

Gilbert, AZ 85212

Autism Action Network
John Gilmore, President
550 East Chester Street
Long Beach, NY 11561

Autism Giving Tree

Christina Stafford, M.Ed., BCBA, LBS,

President
660 "W' Street
King of Prussia, PA 19406

AutismOne

Ed Arranga, President

1816 West Houston Avenue
Fullerton, CA 92833

The Canary Party

Jennifer Larson, President

6533 Flying Cloud Drive, Suite 1200
Eden Prairie, MN 55344

Colorado Coalition for Vaccine Choice
Fran Sincere, President

125 S. Zephyr

Lakewood, CO 80226

DAIR Foundation

Dawn Loughborough, President
10200 US HWY 290 West
Austin, TX 78736

Elizabeth Birt Center for Autism Law and
Advocacy

Kim Mack Rosenberg, President

200 Cabrini Boulevard, Suite 66

New York, NY 10033

Enriched Parenting

Rebecca Fleischman, President
1208 Avenue M, Suite 2323
Brooklyn, NY 11230

Focus for Health Foundation

Shannon Mulvihill, R.N., Executive Director
776 Mountain Boulevard, Suite 202
Watchung, NJ 07069

Georgia Coalition for Vaccine Choice
Sandi Marcus, Founder/CEO

P.O. Box 45

Silver Creek, GA 30173

Health Choice

Mark Blaxil, President

6533 Flying Cloud Drive, Suite 1200
Eden Prairie, MN 55344
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Health Choice Massachusetts
Candice Edwards, President
P.O. Box 175

Manchaug, MA 01526

Health Choice Maryland

Emily Tarsell, President

1501 Sulgrave Avenue, Suite 208
Baltimore, MD 21209

Health Choice Connecticut

Dr. Elissa Diamond Fields, President
P.O. Box 29

Roxbury, CT 06783

Health Freedom Florida

Dr. Ryan Fenn & MacKenzie Fraser, Co-
Presidents

153 Ivernia Loop

Tallahassee, FLL 32312

Health Freedom Idaho

Miste Gardner Karlfeldt, President
1045 S Ancona Ave Ste 140
Eagle, ID 83616

Healthcare Freedom Hawaii
Jessica McCormick &
Natasha Sky, Co-Directors
Mililani, HI 96789

Illinois Coalition for Informed Consent
Jen Suter &

Danielle Olson, Co-Directors
Jacksonville, IL 62650

Indiana for Medical Freedom
Melissa Sura, President

5424 Grapevine Drive
Indianapolis, IN 46235

Informed Choice Washington
Jena Dalpez, President

14106 93rd Avenue NE
Kirkland, WA 98034

Kentucky Vaccine Rights Coalition
Jennifer Benge & Ashley Kennedy, Co-
Presidents

899 Corinth Road

Corbin, KY 40701

Know The Vax

Angela Gallagher, President
4553 Aldrich Avenue North
Minneapolis, MN 55412

Learn the Risk

Brandy Vaughan, President
3463 State Street, Suite 182
Santa Barbara, CA 93105

Louisiana Parents for Vaccine Rights
Melisha Dooley &

Sunny Dixon, Co-Directors

413 Toby Lane

Metairie, LA 70003

Maine Coalition for Vaccine Choice
Ginger Taylor, Director

11 High Street

Brunswick, ME 04011
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March Against Monsanto
Tami Canal, President
7878 South 1960 East
South Weber, UT 84405

Michigan for Vaccine Choice
Suzanne M. Waltman, President
22615 Francis Street

St. Clair Shores, MI 48082

Minnesota Natural Health Coalition
Lee Beaty, President

1043 Grand Ave, Suite 317

St. Paul MN 55105

Minnesota Natural Health Legal Reform
Project

Leo Cashman, President

1043 Grand Ave, Suite 317

St. Paul, MN 55105

Minnesota Vaccine Freedom Coalition
Angela Gallagher, President

4553 Aldrich Avenue North
Minneapolis, MN 55412

Mississippi Parents for Vaccine Rights
MarylJo Perry, President

P.O. Box 141

Pelahatchie, MS 39145

Missouri Parents Against Vaccines
Janessa Baake & Kendal Bourne, Co-
Presidents

323 N. Fox Ridge Drive, Suite 204
Raymore, MO 64083

Moms Across America

Zen Honeycutt, President

24000 Alicia Parkway, Suite 17-236
Mission Viejo, CA 92691

Montanans For Medical Freedom
Edna Kent, Director

PO Box 1443

Florence, MT 59833

My Kids, My Choice
Rita Palma, President
2 Purdy Avenue
Baypoint, NY 11705

National Health Freedom Action
Jerri Johnson, President

PMB 218, 2136 Ford Parkway
St. Paul, MN 55116

National Health Freedom Coalition
Roseanne Lindsay, President

PMB 218, 2136 Ford Parkway

St. Paul, MN 55116

New York Alliance for Vaccine Rights
Aimee Villella McBride & Maria Gavriel,
Co-Presidents

550 East Chester Street

Long Beach, NY 11561

Ohio Advocates for Medical Freedom
Robert M. Wise, President

P.O. Box 1236

Hartville, OH 44632
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Oklahomans for Vaccine and Health Choice
Liza Greve, President

P.O. Box 721356

Norman, OK 73070

Organic Consumers Association
Ronnie Cummins, CEO

6771 South Silver Hill Dr.
Finland, MN 55603

Parents United 4 Kids

Stefanie Fetzer & Shawna Lambert, Co-
Presidents

2925 Bonanza

San Clemente, CA 92673

People Advocating Vaccine Education, Inc.
Lisa Jillani, CEO

P.O. Box 690712

Charlotte, NC 28227

Physicians for Informed Consent
Dr. Shira Miller, Executive Director
13749 Riverside Drive

Sherman Oaks, CA 91423

Rogue Recovery

Tyler Dahm, President
3221 West 96th Avenue
Westminster, CO 80031

South Carolina Health Coalition
Jennifer Black & Rebekah Watson, Co-
Presidents

1754 Woodruff Road, Suite 112
Greenville, SC 29607

Spectrum Revolution
Catharine Layton, President
357 S. Earlham Street
Orange, CA 92869

Tennessee Coalition for Vaccine Choice
Kristen Odom-Holland, President

P.O. Box 4508

Chattanooga, TN 37405

Vaccine Injury Awareness League
Michelle Ford, President

10866 Washington Blvd, Suite 65
Culver City, CA 90232

Vaccine Safety Council Minnesota
Patti Carroll, President

6533 Flying Cloud Drive, Suite 1200
Eden Prairie, MN 55344

Vermont Coalition for Vaccine Choice
Jennifer Stella, President

P.O. Box 74

Waitsfield, VT 05673

Virginians for Health Freedom
Deborah Hommer, President
P.O. Box 2015

Spotsylvania, VA 22553

West Virginians for Health Freedom
Dr. Chanda Adkins, Director

108 Yorktown Court

Beckley, WV 25801
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Weston A. Price Foundation

Sally Fallon Morell, President

PMB 106-380, 4200 Wisconsin Avenue NW
Washington, D.C., 20016

World Mercury Project

Robert F. Kennedy, Jr., Chairman

1227 North Peachtree Parkway, Suite 202
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Catharine Layton, C.0.0., ICAN

cat@icandecide.org 714-360-3400

Informed Consent Action Network

For Immediate Release: July 16,2018

World Renowned Vaccine Safety Expert and producer of the controversial film, Vaxxed,
DEL BIGTREE, awarded court ordered relief in lawsuit by his non-profit, The Informed
Consent Action Network, ICAN, against the US Department of Health and Human
Services.

On Monday, June 9th, the United States District Court for the Southern District of New
York signed an order granting Plaintiff, the nonprofit Informed Consent Action Network
(ICAN), the relief it sought against the Defendant, the United States Department of Health
and Human Services, HHS. ICAN was represented by Robert F. Kennedy, Jr..

In May 2017, ICAN Founder, Del Bigtree, Robert F. Kennedy, Jr. and a handful of other
individuals concerned about vaccine safety were selected by the White House to participate
in a seminal meeting with the Counselor to the Secretary of HHS, the heads of the National
Institute of Health, NIH, the Center for Disease Control, CDC, and Food and the Drug
Administration, FDA. Del Bigtree and Robert F. Kennedy, Jr. suspected that HHS was not
fulfilling its critical vaccine safety obligations as required by Congress in The National
Childhood Vaccine Injury Act of 1986.

In 1986, the Pharmaceutical Industry was under the strain of so many lawsuits for injuries
caused by vaccines they were struggling to make a profit. They threatened to stop
producing vaccines unless the U.S. government protected them from liability for damages
caused by their vaccines. The US Government gave in to the pressure and passed the 1986
Vaccine Injury Compensation Act, which gave unprecedented legal immunity to all vaccine
makers, eviscerating the free market incentive to remedy the very safety issues that had
landed them in court to begin with. Recognizing that this would leave an unavoidable gap
in vaccine safety testing, the US Congress charged the Secretary of Health and Human
Services with the explicit responsibility of testing vaccines for safety and working to reduce
the adverse events caused by all vaccines.

In order to assure HHS meets its vaccine safety obligations, Congress required as part of

the 1986 Act that the Secretary of HHS submit a biannual reports to Congress detailing the
improvements in vaccine safety made by HHS in the preceding two years.

IR#0218_CDC_000203



ICAN therefore filed a Freedom of Information Act, FOIA, request on August 25th, 2017 to
HHS seeking copies of the biannual reports that HHS was supposed to submit to Congress,
starting in 1988, detailing the improvements it made every two years to vaccine safety.
HHS stonewalled ICAN for eight months refusing to provide any substantive response to
this request.

ICAN was therefore forced to file a lawsuit to inspire HHS to either provide copies of its
biannual vaccine safety reports to Congress or admit it never filed these reports. As a
result of the lawsuit, HHS has signed a court order admitting that it never, not even once,
submitted a single biannual report to Congress detailing the improvements in vaccine
safety for 30 years.

Given that HHS is the primary scientific body mandated to protect American citizens from
the adverse events caused by vaccines, and given that this lawsuit reveals that they are
unable to produce a single report, under court order, to verify any work towards safer
vaccines, the American people must now be made aware that the vaccines that are
mandated upon millions of children, may in fact be dangerous to there health.

For an interview with Emmy award winning producer of The Doctors television show,
producer of the award winning documentary Vaxxed, and President of The INFORMED
CONSENT ACTION NETWORK which filed the lawsuit contact: Amanda Dumenigo,
Media & Public Relations, ICAN amanda@icandecide.org 305-528-1920 or Catharine Layton, C.0.0., ICAN

cat@icandecide.org 714-360-3400.
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For additional information or

interviews please contact

Amanda Dumenigo,

Media & Public Relations, ICAN
amanda@icandecide.org 305-528-1920
Catharine Layton, C.0.0., ICAN

cat@icandecide.org 714-360-3400

Informed Consent Action Network

For Immediate Release: July 16,2018

World Renowned Vaccine Safety Expert and producer of the controversial film, Vaxxed,
DEL BIGTREE, awarded court ordered relief in lawsuit by his non-profit, The Informed
Consent Action Network, ICAN, against the US Department of Health and Human
Services.

On Monday, June 9th, the United States District Court for the Southern District of New
York signed an order granting Plaintiff, the nonprofit Informed Consent Action Network
(ICAN), the relief it sought against the Defendant, the United States Department of Health
and Human Services, HHS. ICAN was represented by Robert F. Kennedy, Jr..

In May 2017, ICAN Founder, Del Bigtree, Robert F. Kennedy, Jr. and a handful of other
individuals concerned about vaccine safety were selected by the White House to participate
in a seminal meeting with the Counselor to the Secretary of HHS, the heads of the National
Institute of Health, NIH, the Center for Disease Control, CDC, and Food and the Drug
Administration, FDA. Del Bigtree and Robert F. Kennedy, Jr. suspected that HHS was not
fulfilling its critical vaccine safety obligations as required by Congress in The National
Childhood Vaccine Injury Act of 1986.

In 1986, the Pharmaceutical Industry was under the strain of so many lawsuits for injuries
caused by vaccines they were struggling to make a profit. They threatened to stop
producing vaccines unless the U.S. government protected them from liability for damages
caused by their vaccines. The US Government gave in to the pressure and passed the 1986
Vaccine Injury Compensation Act, which gave unprecedented legal immunity to all vaccine
makers, eviscerating the free market incentive to remedy the very safety issues that had
landed them in court to begin with. Recognizing that this would leave an unavoidable gap
in vaccine safety testing, the US Congress charged the Secretary of Health and Human
Services with the explicit responsibility of testing vaccines for safety and working to reduce
the adverse events caused by all vaccines.

In order to assure HHS meets its vaccine safety obligations, Congress required as part of

the 1986 Act that the Secretary of HHS submit a biannual reports to Congress detailing the
improvements in vaccine safety made by HHS in the preceding two years.
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ICAN therefore filed a Freedom of Information Act, FOIA, request on August 25th, 2017 to
HHS seeking copies of the biannual reports that HHS was supposed to submit to Congress,
starting in 1988, detailing the improvements it made every two years to vaccine safety.
HHS stonewalled ICAN for eight months refusing to provide any substantive response to
this request.

ICAN was therefore forced to file a lawsuit to inspire HHS to either provide copies of its
biannual vaccine safety reports to Congress or admit it never filed these reports. As a
result of the lawsuit, HHS has signed a court order admitting that it never, not even once,
submitted a single biannual report to Congress detailing the improvements in vaccine
safety for 30 years.

Given that HHS is the primary scientific body mandated to protect American citizens from
the adverse events caused by vaccines, and given that this lawsuit reveals that they are
unable to produce a single report, under court order, to verify any work towards safer
vaccines, the American people must now be made aware that the vaccines that are
mandated upon millions of children, may in fact be dangerous to there health.

For an interview with Emmy award winning producer of The Doctors television show,
producer of the award winning documentary Vaxxed, and President of The INFORMED
CONSENT ACTION NETWORK which filed the lawsuit contact: Amanda Dumenigo,
Media & Public Relations, ICAN amanda@icandecide.org 305-528-1920 or Catharine Layton, C.0.0., ICAN

cat@icandecide.org 714-360-3400.
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interviews please contact

Amanda Dumenigo,

Media & Public Relations, ICAN
amanda@icandecide.org 305-528-1920
Catharine Layton, C.0.0., ICAN

cat@icandecide.org 714-360-3400

Informed Consent Action Network

For Immediate Release: July 16,2018

World Renowned Vaccine Safety Expert and producer of the controversial film, Vaxxed,
DEL BIGTREE, awarded court ordered relief in lawsuit by his non-profit, The Informed
Consent Action Network, ICAN, against the US Department of Health and Human
Services.

On Monday, June 9th, the United States District Court for the Southern District of New
York signed an order granting Plaintiff, the nonprofit Informed Consent Action Network
(ICAN), the relief it sought against the Defendant, the United States Department of Health
and Human Services, HHS. ICAN was represented by Robert F. Kennedy, Jr..

In May 2017, ICAN Founder, Del Bigtree, Robert F. Kennedy, Jr. and a handful of other
individuals concerned about vaccine safety were selected by the White House to participate
in a seminal meeting with the Counselor to the Secretary of HHS, the heads of the National
Institute of Health, NIH, the Center for Disease Control, CDC, and Food and the Drug
Administration, FDA. Del Bigtree and Robert F. Kennedy, Jr. suspected that HHS was not
fulfilling its critical vaccine safety obligations as required by Congress in The National
Childhood Vaccine Injury Act of 1986.

In 1986, the Pharmaceutical Industry was under the strain of so many lawsuits for injuries
caused by vaccines they were struggling to make a profit. They threatened to stop
producing vaccines unless the U.S. government protected them from liability for damages
caused by their vaccines. The US Government gave in to the pressure and passed the 1986
Vaccine Injury Compensation Act, which gave unprecedented legal immunity to all vaccine
makers, eviscerating the free market incentive to remedy the very safety issues that had
landed them in court to begin with. Recognizing that this would leave an unavoidable gap
in vaccine safety testing, the US Congress charged the Secretary of Health and Human
Services with the explicit responsibility of testing vaccines for safety and working to reduce
the adverse events caused by all vaccines.

In order to assure HHS meets its vaccine safety obligations, Congress required as part of

the 1986 Act that the Secretary of HHS submit a biannual reports to Congress detailing the
improvements in vaccine safety made by HHS in the preceding two years.
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ICAN therefore filed a Freedom of Information Act, FOIA, request on August 25th, 2017 to
HHS seeking copies of the biannual reports that HHS was supposed to submit to Congress,
starting in 1988, detailing the improvements it made every two years to vaccine safety.
HHS stonewalled ICAN for eight months refusing to provide any substantive response to
this request.

ICAN was therefore forced to file a lawsuit to inspire HHS to either provide copies of its
biannual vaccine safety reports to Congress or admit it never filed these reports. As a
result of the lawsuit, HHS has signed a court order admitting that it never, not even once,
submitted a single biannual report to Congress detailing the improvements in vaccine
safety for 30 years.

Given that HHS is the primary scientific body mandated to protect American citizens from
the adverse events caused by vaccines, and given that this lawsuit reveals that they are
unable to produce a single report, under court order, to verify any work towards safer
vaccines, the American people must now be made aware that the vaccines that are
mandated upon millions of children, may in fact be dangerous to there health.

For an interview with Emmy award winning producer of The Doctors television show,
producer of the award winning documentary Vaxxed, and President of The INFORMED
CONSENT ACTION NETWORK which filed the lawsuit contact: Amanda Dumenigo,
Media & Public Relations, ICAN amanda@icandecide.org 305-528-1920 or Catharine Layton, C.0.0., ICAN

cat@icandecide.org 714-360-3400.
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ABSTRACT

Background: We examined the introduction of diphtheria-tetanus-pertussis (DTP) and oral polio vaccine (OPV)
in an urban community in Guinea-Bissau in the early 1980s.

Methods: The child population had been followed with 3-monthly nutritional weighing sessions since 1978, From
June 1981 DTP and OPV were offered from 3 months of age at these sessions. Due to the 3-monthly intervals be-
tween sessions, the children were allocated by birthday in a ‘natural experiment’ to receive vaccinations early or
late between 3 and 5 months of age. We included children who were <6 months of age when vaccinations started
and children born until the end of December 1983. We compared mortality between 3 and 5 months of age of
DTP-vaccinated and not-yet-DTP-vaccinated children in Cox proportional hazard models.

Results: Among 3-5-month-old children, having received DTP (4 OPV) was associated with a mortality hazard
ratio (HR) of 5.00 {95% C11.53-16.3) compared with not-yet-DTP-vaccinated children. Differences in background
factors did not explain the effect. The negative effect was particularly strong for children who had received DTP-
only and no OPV (HR = 10.0 {2.61-38.6)). All-cause infant mortality after 3 months of age increased after the
introduction of these vaccines (HR = 2,12 {1.07-4.19)).

Conclusion: DTP was associated with increased mortality; OPV may modify the effect of DTP.
© 2017 The Authors. Published by Elsevier B.V. This is an open access article under the CC BY-NC-ND license

{http://creativecommeons.org/licenses/by-nc-nd/4.0/).

1. Introduction

Individually randomized studies to measure impact on child survival
of different vaccines were not conducted when the Expanded Program
on Immunization (EPI) was introduced in low-income countries in the
1970s. The disease-protective effects were well documented, so the
main issue was at which age to introduce the vaccine most effectively
(The Expanded Programme on Immunization, 1982). Except for mea-
sles vaccine (MV), surprisingly few studies examined the introduction
of vaccines and their impact on child survival (Aaby et al, 1983,
2003a; Holt et al, 1990; The Kasongo Praject Team, 1981). One trial of
measles-vaccinated and measles-unvaccinated communities in Congo
showed a larger than expected reduction in child mortality (Aaby et
al,, 1981); this observation was subsequently corroborated by commu-
nity “trials” and before-after studies in several countries (Aaby et al.
1984, 1993, 2003a: Holt et al, 1990; Kapoor and Reddaiah, 1991).

* Corresponding author at: Bandim Health Project, Statens Serum Institute, Artillerivej
5, 2300 Copenhagen S, Denmark.
E-mail address: p.aaby@bandim.org (P. Aaby).
U Joint first-authorship.

hitp:/idx.doi.org/10.1016/i.ebiom.2017.01.041

Hence, a vaccine may have non-specific effects (NSEs) on susceptibility
to other infections (Aaby et al,, 1995). WHO's Strategic Advisory Group
of Experts on Immunization (SAGE) recently reviewed the potential
NSEs of BCG, diphtheria-tetanus-pertussis (DTP) and MV and recom-
mended further research (Higgins et al, 2014; Strategic Advisory
Group of experts on Immunization, 2014).

Though protective against the target diseases, DTP may increase sus-
ceptibility to unrelated infections (Aaby et al., 2003b, 2004a, 2012)
(Appendix A). The SAGE review noticed that the majority of studies
found a detrimental effect of DTP (Higgins et al., 2014). However,
SAGE considered the evidence inconsistent because two studies report-
ed beneficial effects (Higgins et al., 2014) and that most studies
underestimated the benefit of DTP because studies were conducted in
situations with herd immunity. Furthermore, all studies gave DTP and
OPV together, making it impossible to separate effects of DTP and OPV
(SAGE non-specific effects of vaccines Working Group, 2014).

On the other hand, the “unvaccinated” children in these studies have
usually been frail children too sick or malnourish to get vaccinated, and
the studies may therefore have underestimated the negative effect of
DTP. We therefore examined what happened when DTP and OPV
were first introduced, but not always given together, in 1981-1983 in

2352-3964/© 2017 The Authors. Published by Elsevier BV, This is an open access article under the CC BY-NC-ND license (http://creativecommens.org/licenses/by-nc-nd/4.0/).
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the capital of Guinea-Bissau. In this situation the children were allocated
by birthday to receive vaccines early or late and the “unvaccinated”
were therefore not frail children.

2. Methods
2.1. Background

Bandim Health Project (BHP) has followed an urban community
with a demographic surveillance system since December 1978, and
took part in the introduction of vaccines well before a full-fledged na-
tional program was implemented with UNICEF support in 1986 (Aaby
et al., 1984, 2004a).

22. Demographic Surveillance

In 1978-1979, under-five mortality was nearly 500/1000. Since mal-
nutrition was assumed to be the main cause, a study was initiated to de-
termine why children were malnourished (Aaby et al., 1983). However,
severe malnutrition was not evident, and to understand the high mor-
tality we started a health and demographic surveillance system
(HDSS). The area was mapped and a census conducted. Four health
workers were employed to identify pregnant women, encourage
women to attend ante-natal clinics, and to follow children with anthro-
pometric measurements to assess growth patterns and detect malnour-
ished children. Each health worker followed a population of 1500-2000
individuals. The health workers were supervised by an expatriate nurse.

For each sub-district in Bandim, the responsible health worker kept
a list of children under three years of age. BHP had no computerized sur-
veillance system until 1990 but kept an A5 card (“BHP card”) for each
child, where weights and vaccination dates were noted. The child's
growth card was kept by the mother.

The Bandim population was very mobile. It was important to main-
tain contact with the natal village for ceremonial purposes and to secure
rice. Furthermore, mothers were not supposed to have sexual relations
during breastfeeding (Jakobsen et al., 2004). Breastfeeding was
prolonged in Guinea-Bissau. Thus, many women stayed in the rural
areas with their natal family while breastfeeding. These cultural

traditions introduced variability in the participation in weighing and
vaccination sessions.

2.3. Anthropometry

We arranged quarterly weighing sessions in each sub-district. The
responsible health worker advised mothers the day before a community
weighing. The following morning, the weight was measured and noted
on the child’s growth card and the BHP card. When the World Food Pro-
gram provided supplementary feeding this was given to families with
malnourished children.

24. Vaccinations

There was no community vaccination program in 1981 except that
we had organized a few measles vaccination campaigns (Aaby et al.,
1984). Mothers could take their children to the Mother and Child Health
Program in town. However, this clinic was mainly attended by the
urban elite. Few children were vaccinated before BHP organized vacci-
nation sessions (Table 1).

In June 1981, BHP started to provide vaccinations at the quarterly
weighing sessions. A health center nurse accompanied the weighing
team and vaccinated eligible children. DTP and OPV were provided
from 3 months and MV from 9 months of age. OPV-at-birth was not
given then. The three DTP and OPV doses could be given with an interval
of one month but since we only arranged weighing every three menths,
most children had longer intervals between doses. DTP was adminis-
tered intramuscularly and OPV as an oral drop. When both vaccines
were administered at the same session OPV was usually given first
and then DTP; the children would usually start crying after DTP due to
the pain of the injection and it would therefore have complicated the
administration of OPV to give DTP first. There were several periods
where either OPV or DTP was missing (Fig. 1). BCG was rarely provided
at the weighing sessions since most nurses were not trained to admin-
ister intra-dermal vaccination. A total of 269 children may have been
BCG vaccinated as they had a vaccination date on their card (N =
192) or were noted to have received BCG but no date given (N = 77).

The expatriate nurse sometimes organized additional vaccination
sessions in which the children were not weighed. During these sessions,

Table 1
Median age of vaccination and coverage for BCG, DTP and OPV of study cohort.
1980 1981 1982 1983 1981-1983

Median age in days (N vaccines)
BCG 9(4) 48.5 (50) 34 (46) 25 (68) 33(164)
DTP1 97 (12) 127 {147) 121 (164) 117 (278) 121 (589)
orvi 98 (12) 118 {185) 1215 (170) 117 (225) 118 (580)
MV 181 (5) 141 (53) 157 (2) 110(1) 141.5 (56)
Coverage at 6 months of age
BCG 1.7% (5/289) 3.5% (12/342) 23.7% (72/304) 17.4% (57/327) 14,5% (141/973)
DTP1 4.2% (12/289) 31.3% (107/342) 61.2% (186/304) 73.1% (239/327) 54.7% (532/973)
DTP3 2.4% (7/289) 0.9% (3/342) 4.3% (13/304) 4.0% (13/327) 3.0% (29/973)
0PVl 4.2% (12/289) 43,0% (147/342) 62.5% (190/304) 69.7% (228/327) 58.1% (565/973)
orv3 2.4% (7/289) 2.0% (7/342) 4.3% (13/304) 4.0% (13/327) 3.4% (33/973)
MV 2.8% (B/289) 15.2% (52/342) 0.7% (2/304) 0% (0/327) 5.5% (54/973)
Coverage at one year of age
BCG 2.6% (3/116) 2.4% (7/294) 15.4% (51/332) 17.4% (46/264) 11.7% (104/890)
DTP1 26% (3/116) 32.7% (96/204) 71.1% (236/332) 83.0% (219/264) 61.9% (551/890)
DTP3 2.6% (3/116) 4.4% (13/294) 18.4% (61/332) 43.2% (114/264) 21.1% (188/890)
oPv1 2.6% (3/116) 374% (110/294) 77.4% (257/332) 84.8% (224/264) 66.4% (591/890)
oPv3 26%(3/116) 12.2% (36/294) 32.5% (108/332) 44.3% (117/264) 29.3% (261/390)
MV 15.5% (18/116) 68.0% (200/294) 34.0% (113/332) 51.1% (135/264) 50.3% (448/890)

Notes: The inclusion criteria for the cohort in Table 1 are the same as for our study cohort: weight examination after 15 days of age and contribute time between 91 and 183 days of age.
Median age: ‘year’ means the year the vaccination was given, and median age is the median age at time of vaccination with a given vaccine among children vaccinated before tuming
6 manths. E.g. the 4 BCG vaccines in the 1980 column were given in 1980 to children with a median age of 9 days.

Coverage: 'year' means the year when the child turned exactly 1 year (or 6 months) old and coverage was assessed. Only children surviving to 1 year {or 6 months) of age were assessed for

coverage. Children turning 1 year in 1984 were thus not presented in the table.
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Fig. 1. Each vaccination of the specified type is plotted according age of the recipient and date of vaccination,

vaccinations were noted on the BHP cards. Both nurses and mothers
thought that sick children should not be vaccinated: the BHP card
often indicated that the child was ‘sick’, ‘malnourished’ or ‘orphan’ as
an explanation of why an age-eligible child had not been vaccinated.

2.5. Data Control

When a computerized system became available in 1990-1991,
weights and vaccinations from the BHP cards were entered. For the
present analysis, all information on dates of visit, weights and vaccina-
tion dates was checked against the original cards. A few cards were
not available or could no longer be found (Fig. 2).

Children born 03 Dec 1980 - 31 Dec 1983
& registered < DOB+365
N=1452

Follow-up end < 02 Jun 1981: N=19 [12]
Follow-up end < DOB+91: N=75 [46]
No follow-up: 2 [0] B

Follow-up in study period: N=1356

Card not seen in 2015: N=66 [2]

No examination fulfilling
DOB+14 < ex < DOB+183: N=220 (3]

Follow-up > examination: N=1070

Inconsistent vaccination info: 4 [0]
Unknown DTP dates: N=5 [0}

Orphan: N=4 [0]

the number of deaths before 6 months of age in the group.

Fig. 2. Flowchart of study population and children included in the analyses. Notes: DOB —
date of birth; || indicates the number of deaths before 6 months of age in the group.

2.6. The Study Cohort

We included children born from December 3, 1980 as they would
become eligible for vaccination before 6 months of age (Fig. 2). Few chil-
dren were vaccinated with BCG (Table 1). Children who travelled and
never attended any session were not included in the ‘unvaccinated'
group. Children weighed within a fortnight of their birth to obtain a
birth weight were only included if they took part in a subsequent com-
munity weighing session. Furthermore, we excluded orphans since they
were not breastfed and were likely to have different care. The cohort is
depicted in Supplementary Fig. 1.

2.7. Natural Experiment for 3-5-month-old Children

Though not individually randomized, the present study is a natural
experiment with limited bias in group allocation: With 3-monthly inter-
vals between weighing sessions, children were allocated by their birth-
day to receive their first vaccinations early or late between 3 and
5 months of age (Fig. 3). We therefore compared 3-5-month-old chil-
dren who had received DTP (4 OPV) vaccinations early with children
who had not yet received these vaccinations. Since there were no
healthy “unvaccinated” children after 6 months of age unless they had
travelled, we censored follow-up of all children at 6 months of age
(Fig. 3).

Sick children were not vaccinated, in the main analysis we therefore
censored ‘unvaccinated” children who attended a weighing session but
did not receive a vaccination (Fig. 3). Since the censoring of sick children
could have introduced a bias, we also conducted an intention-to-treat
analysis in which the censored children were transferred to the DTP
group. Hence, in this analysis we compared the mortality of the
intended-DTP-vaccinated group and the not yet DTP-vaccinated group.

Children were included from 91 days of age if they had been exam-
ined in a weighing session before 91 days; if they were only seen in a
weighing session after 3 months of age they were only included from
the day seen. DTP was not administered elsewhere and the follow-up
time of children was therefore counted as DTP-unvaccinated time in
the survival analysis until BHP provided the vaccine. Time as DTP-un-
vaccinated also came from children who did not turn up at the weighing
sessions between 3 and 5 months of age but had been seen before
3 months of age and therefore were part of the community cohort
(Fig. 3). Hence, the DTP-vaccinated and DTP-unvaccinated children
were all children from the same cohort of children born in Bandim
and their allocation depended on the timing of their birth date, the
timing of the weighing sessions and their travelling pattern. We
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Fig. 3. Natural experiment study design. Note: Children were weighed every third month. After 3 months of age they received DTP and OPV on weighing days if they were healthy. Children
who attended but were not vaccinated at a weighing session after 3 months of age were censored in the survival analysis comparing DTP-vaccinated and unvaccinated children.

compared the background factors for the children who were DTP vacci-
nated, attended a weighing session between 3 and 5 months but were
not vaccinated and those who did not attend a weighing session
(Table 2).

We also examined the mortality of children who due to logistic rea-
sons had received DTP-only. Absences and travelling patterns are un-
likely to differ between children who at their first vaccination had
received DTP1 + OPV versus DTP1-only; these two groups were equally
likely to receive subsequent vaccinations both with respect to timing of
subsequent vaccinations and coverage {data available on request).

2.8. Statistical Methods
First possible enrolment date was june 2, 1981, when DTP and OPV
vaccinations were introduced. Different vaccination groups were com-

pared using a Cox proportional hazard model with age as underlying
time.

Table 2

Children were classified according to their most recent vaccination
(Supplementary Table 1). We ignored BCG vaccinations in the main
analysis because we gave few BCG vaccinations (Table 1) and some chil-
dren had received BCG at the maternity ward without proper documen-
tation as some children had a BCG scar but no vaccination card. To avoid
survival bias, we used a landmark approach (Jensen et al., 2007); hence,
a child's vaccination status was only updated from the day the informa-
tion was collected. Due to the additional vaccination sessions organized
by the expatriate nurse some “unvaccinated” children received a vac-
cine before the weighing session where they changed status to “vacci-
nated”; it is noted in the footnote to Table 3 how many had received
such vaccinations. As a sensitivity analysis we also did an analysis in-
cluding the additional vaccination sessions as [andmarks. For the re-
mainder of this paper, we will refer to these landmarks as vaccination-
days-without-weighing.

The WHO z-score for weight-for-age was used to assess nutritional
status. Control for sub-district, ethnic group and twinning did not
change the results {data not shown). There was no obvious clustering

Background factors children in the main analysis of vaccination and mortality between 3 and 5 months of age.

DTP-vaccinated at

Attended weighing session at Did not attend weighing

3-5 months 3-5 months, not vaccinated session at 3-5 months
Number 662 186 209
Male sex 52.1% 532% 54.1%
Twin 2.7% 22% 29%
Birth weight (SD) 3.23 (0.025) 3.28 (0.061) 3.22 (0.051)
Ethnic group
= Pepel 46.8% 54.8% 45.0%
* Balanta 11.8% 13.4% 16.3%
» Other ethnic groups 41.4% 31.7% 38.8%
Mean weight-for-age z-score (SD) at examination before 3 months of age 0.30(0.037) —0.34 (0.084) —0.43 (0.066)
Follow-up time ( person-years) between 3 and 5 months; All time 1355 [92] 36.8 [86] 47.4192]
[Median number of days of follow] As DTP 733 18 20
vaccinated
As 622 351 45.4
unvaccinated
Mean number (5D) of weighing sessions per year between 6 and 11 months 2.7 (0.03) 2.2 (0.07) 1.6 (0.08)

of age
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Table 3
Mortality rate and hazard rate (HR) for children from 3 months of age until first examination without vaccination or 6 months of age. Natural experiment.
Age group
3 -5 months Mortality rate (deaths,/person-years) HR (95% C1) for DTP vs unvaccinated
All
Unvaccinated 4.5 (5/111.4) DTP (£ 0PV} (N = 462) 17.4 (11/63.1) 5.00 (1.53-16.3)
(N = 651) DTPonly (N — 101) 35.2 (5/14.2) 10,0 (2.61-38.6)
DTP + OPV (N = 361) 12.3 (6/48.9) 3.52 (0.96-12.9)
Girls
Unvaccinated 1.9(1/519) DTP (+0PV) (N — 222) 13.3 (4/30.1) 9.98 (0.81-123.0)
(N = 313) DTP only (N = 44) 16.2 (1/6.2) 12.0(0.56-257.2)
DTP + OPV (N — 178) 12,5 (3/239) 9.50 {0.73-124.0)
Bays
Unvaccinated 6.7 (4/59.5) DTP (£ 0PV) (N = 240) 21.2 (7/33.0) 3.93 (1.01-15.3)
{N = 338) DTP only (N = 57) 49,8 (4/8.0) 8.93(2.01-39.7)
DTP + OPV (N = 183) 12,0 (3/249) 2.21(044-11.0)

Notes: There were no deaths due accidents in this age group. BCG is disregarded in the analysis. Hence, the unvaccinated children have not received DTP, OPV or MV but may have received
BCG. Of the 651 unvaccinated children, 219 received DTP and/or OPV before their first weighing examination. These children counted as ‘unvaccinated' until their first weighing exami-
nation, Of the 462 children who received DTP (+0PV), 177 received an additional DTP or OPV before 6 months of age. The OPV-only is not presented in the table because there were no

deaths and very little follow-up time in this age group.

of deaths and control for season and calendar time did not change esti-
mates (data not shown).

There were 18 deaths between 3 and 5 months of age: 3 had cough
and respiratory infections as the main symptom, 3 had fever (presumed
malaria), 2 were due to diarrhea, 5 had diarrhea and vomiting, 1 was a
sudden death, and 4 had no information on cause.

2.9, Ethics

The study of nutritional status was planned by SAREC (Swedish
Agency for Research Collaboration with Developing Countries) and the
Ministry of Health in Guinea-Bissau.

3. Resuits

Of 1356 children registered in Bandim and followed to 3 months of
age (Fig. 2), 286 were never weighed, had no card or their card was
lost. An additional 13 children had inconsistent information, vaccinations
marked with a cross but without dates or were orphans. Hence, 1057 chil-
dren were included in the study cohort. The median ages for DTP1 and
OPV1 were 121 and 118 days, respectively ( Table 1). The vaccination cov-
erage at 6 months of age was 55% for DTP1; 3% got DTP3 (Table 1). Cover-
age for MV was only 6%. Of the DTP1, OPV1 and MV vaccinations noted on
the BHP card 90-95% had been administered by the BHP.

For children examined after 91 days, a one-unit increase in w/a z-
score was associated with an odds ratio of 1.07 (0.93-1.24) for receiving
a vaccination at that weighing session.

3.1. Natural Experiment with 3-5-month-old Children

There were no marked differences in background factors for the three
groups of children who were DTP vaccinated at 3-5 months of age, those
who attended a weighing session but were not vaccinated, and those who
did not attend a weighing session at 3-5 months of age (Table 2). Birth
weight was similar in the three groups. Weight-for-age z-score before
3 months of age did not differ for the three groups (Table 2). Those who
did not attend a weighing session at 3-5 months of age were significantly
less likely to attend later weighing sessions during infancy, the mean
number of visits being lower for those not attending than for those
being DTP-vaccinated (p < 0.001) (Table 2): hence, they are likely to
have travelled more than those who were DTP-vaccinated.

In the main experiment depicted in Fig. 3, DTP vaccination (£0PV)
compared with ‘DTP-unvaccinated' was associated with a HR of 5.00
(1.53-16.3) (Table 3); the HR was 9.98 (0.81-123) for girls and 3.93
(1.01-15.3) for boys. if we also included vaccinations given on vaccina-
tions-days-without-weighing in the landmark analysis, DTP (+=0PV)
compared with unvaccinated was associated with a HR of 3.90 (1.20-

12.3). When DTP had been given alone without OPV the HR was 10.0
(2.61-38.6) (Table 3). The difference between DTP-only children and
DTP-plus-OPV does not reflect differences in follow-up and other vacci-
nations since the time to DTP2 and prevalence of DTP2 was the same for
DTP-only and DTP-plus-OPV vaccinated children (data not shown). If
we excluded the 269 children who may have been BCG vaccinated re-
sults were similar (Supplementary Table 2).

If the analysis was conducted as an intention-to-treat analysis in
which the children weighed but not vaccinated were not censored but
transferred to the DTP group, the intended-DTP-vaccinated group had
a HR of 3.92 (1.20-12.8) compared with the not-yet vaccinated group
(Supplementary Table 3).

32. Secondary Analyses

Since the introduction of DTP and OPV apparently was associated
with increased mortality, we examined what happened to infant mor-
tality from 3 to 12 months of age after the introduction of these vac-
cines. The mortality rate for all 3-11 months old children increased 2-
fold (HR = 2.12 (1.07-4.19)) from 1980, before vaccinations, to
1982-1983, after the introduction of DTP and OPV (Table 4).

4. Discussion
4.1. Main Observations

DTP vaccinations were assodated with increased infant mortality even
though there was no vaccine-induced herd immunity. When unvaccinated
controls were normal children who had not yet been eligible for vaccina-
tion, mortality was 5 times higher for DTP-vaccinated children. Co-adminis-
tration of OPV with DTP may have reduced the negative effects of DTP.

42. Strength and Weaknesses

The present analysis assessed DTP and child survival in a “natural ex-
periment” in which the children were allocated by the timing of their
birth and community weighing sessions and the group allocation was
therefore not influenced by the usual selection biases to the same extent
as most other studies of DTP (Aaby et al., 2016). To assure that the cen-
soring from the main analysis of children who were not vaccinated had
not produced the unexpected strong result we made an intention-to-
treat analysis but this did not change the result. If anything the un-
vaccinated children had slightly worse nutritional status before
3 months of age than the children who were subsequently DTP vac-
cinated (p = 0.09) (Table 2); the unvaccinated children travelled
more than the DTP vaccinated children. These biases would tend to
favor rather than increase mortality in the DTP group and the
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Table 4
Mortality rates (deaths/100 person-years) between 3 and 11 months of age by study year.

HR (95% CI) for 1982-1983 versus

Mortality rate 1980 1981 1982 1983 1980
Children aged 47 (10/211.8) 7.2 (18/250.8) 8.0(19/237.1) 12.1 (30/247.5) 212 (1.07-4.19)
3-11 months (N = 547) (N = 678) (N — 632) {N = 638)

Notes: Event recorded as accidents were not removed from this analysis.

estimates from the natural experiment may therefore still be
conservative.

The estimated effects of DTP and OPV are unlikely to have been influ-
enced by other vaccinations since very few had received other vaccines;
if the children who may have received BCG were censored in the analy-
sis the result was essentially the same (Supplementary Table 2).

The 3-monthly community examinations assured that we had fol-
low-up information for all children and relatively accurate information
on the time of death. Some children were excluded because a BHP
card could not be found and we did not know whether they had been
vaccinated or were travelling. Most likely, BHP cards may never have
been made because the child was not coming for examination, or the
card may have disappeared at communily examinations, at the later
handling of BHP cards by field workers or data entry clerks, or due to
mice. However, the few missing cards are unlikely to have affected the
main analysis as the mortality rate in this group was similar to the gen-
eral mortality rate (Fig. 2).

To assure comparability of vaccinated and unvaccinated groups, also
with respect to travelling, we included only children who had been
weighed in Bandim in connection with the 3-monthly community ex-
aminations. This meant that children who mostly stayed outside the
area were not included in the analysis; these children had no access to
community vaccinations and they lived elsewhere where the mortality
risk might have been quite different, e.g. due to a higher risk of malaria
infection.

The present study was not a planned trial. The study would have
been a cleaner natural experiment if vaccinations had only been admin-
istered at the weighing sessions. However, the expatriate nurse did or-
ganize additional vaccinations and some ‘unvaccinated’ children had
therefore already received a vaccination before comning for a weighing
session. These ‘misclassifications’ do not explain the increased mortality
in the DTP group. The estimate for DTP-vaccinated (+ OPV) compared
with DTP-unvaccinated children was 4-fold higher mortality when we
included these additional landmarks in the analysis.

4.3. Comparison with Previous Studies of DTP and OPV

There is only one other study of the introduction of DTP. In rural
Guinea-Bissau, DTP (£ OPV) was associated with 2-fold higher mortal-
ity (Aaby et al., 2004a). All studies that documented vaccination status
and followed children prospectively indicate that DTP has negative ef-
fects; a meta-analysis of the eight studies found 2-fold higher mortality
for DTP-vaccinated compared with DTP-unvaccinated, mostly BCG-vac-
cinated controls (Aaby et al., 2016) (Appendix A).

The negative effect of DTP was much worse in this natural experi-
ment than has been reported in previous studies of DTP. This is presum-
ably due to the “unvaccinated” control children in previous studies
having been a frail subgroup too frail to get vaccinated. Previous studies
have not been able to compare DTP-vaccinated children with “normal”
controls. Hence, most previous studies have probably underestimated
the negative effect of DTP.

The potentially differential effects of DTP and OPV have only been
examined in few studies. However, we have recently been able to doc-
ument marked beneficial NSEs of OPV. In an RCT, OPV at birth (OPV0)
reduced infant mortality by 32% (0-57%) before the children received
campaign-OPV (Lund et al, 2015). In Bissau campaign-OPV reduced

the mortality rate by 19% (5-32%) (submitted ). When DTP was missing
for several months in Bissau, we showed that the all-cause case-fatality
at the pediatric ward was 3-fold lower if the children had OPV-only as
their most recent vaccination rather than the recommended combina-
tion of DTP and OPV (Aaby et al., 2004b). Thus, OPV may have modified
the negative effect of DTP.

This pattern was also seen when DTP was first introduced in the
rural areas of Guinea-Bissau in 1984 (Aaby et al., 2004a). OPV was not
used the first year and the HR for DTP versus unvaccinated was 5.00
(0.63-39.7). In the period from 1985 to 1987, when DTP and OPV
were nearly always administered together, the MRR was 1.90 (0.91-
3.97). in the present study, the hazard ratio was 10.0 (2.61-38.6) for
DTP-only but 3.52 (0.96-12.9) for children who received DTP and OPV
simultaneously (Table 3). Based on these two studies of the introduc-
tion of DTP, the HR compared with DTP-unvaccinated children was sig-
nificantly different for children who had received DTP-only (HR = 8.14
(2.63-15.2)) and for children who received both DTP and OPV (HR =
221 (1.16-4.19)) (test of interaction, p = 0.049). Hence, simultaneous
administration of DTP and OPV may have alleviated the negative non-
specific effect of DTP.

5. Conclusions

DTP was associated with 5-fold higher mortality than being unvacci-
nated. No prospective study has shown beneficial survival effects of
DTP. Unfortunately, DTP is the most widely used vaccine, and the pro-
portion who receives DTP3 is used globally as an indicator of the perfor-
mance of national vaccination programs.

It should be of concern that the effect of routine vaccinations on all-
cause mortality was not tested in randomized trials. All currently avail-
able evidence suggests that DTP vaccine may kill more children from
other causes than it saves from diphtheria, tetanus or pertussis. Though
a vaccine protects children against the target disease it may simulta-
neously increase susceptibility to unrelated infections.

The recently published SAGE review called for randomized trials of
DTP (Higgins et al., 2014). However, at the same time the IVIR-AC com-
mittee to which SAGE delegated the follow-up studies of the NSEs of
vaccines has indicated that it will not be possible to examine the effect
of DTP in an unbiased way. If that decision by IVIR-AC remains unchal-
lenged, the present study may remain the closest we will ever come
to a RCT of the NSEs of DTP.
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Appendix A. The DTP Controversy

The issue of DTP vaccination and child mortality in high mortality
areas was raised 15 years ago when a study from rural Guinea-Bissau
showed 1.84-fold higher mortality for children who had received
DTP1 vaccination (Aaby et al., 2016; Kristensen et al,, 2000). All subse-
Quent prospective studies have supported a negative effect (Aaby et
al., 2016). Furthermore, DTP may have a negative effect when given si-
multaneously with or after MV {Aaby at el., 2003b, 201 2). For example,
the negative effect of high-titer measles vaccination (HTMV) in girls,
which led to the global withdrawal of HTMV, was due to DTP being ad-
ministered after MV because HTMV had been given early at 4-5 months
of age (Aaby et al,, 2003b).

DTP has not been shown to have beneficial effects in RCTs or natural
experiments. The current policy for DTP has only been examined by
reanalyses of existing data sets collected for other purposes. All such
studies have had methodological problems related to different forms
of frailty and survival bias (Aaby et al., 2012). These studies have up-
dated follow-up time for DTP-vaccinated children who survived but
children who died without their vaccination status being documented
were classified as “unvaccinated”. Such procedures give a misleading
high mortality rate in the unvaccinated group, and the comparison of
DTP-vaccinated survivors and “unvaccinated” children will therefore
give a beneficial estimate for DTP (Aaby et al, 2016). If the mortality
rate of unvaccinated children is unnaturally increased, the HR of unvac-
cinated children versus children who have received at least one vaccine
may indicate how much bias there might be in the study, and we have
called this HR the “bias-index”. All studies with prospective follow-up
have had a bias index below 2.0 (Aaby et al., 2016); in the present
study the bias index was 0.41 (0.15-1.15) in the 3-5 months age
group (Supplementary Table 2). In studies with survival bias and unnat-
urally high mortality in the unvaccinated group, the bias index has been
3-8 times higher {Aaby et al., 2016).

SAGE recently reviewed the potential NSEs of BCG, MV and DTP
(Higgins et al, 2014; Strategic Advisory Group of experts on
Immunization, 2014). The reviewers indicated that the majority of stud-
ies showed a deleterious effect of DTP but they concluded that the re-
sults were inconsistent because two studies showed a beneficial effect.
The beneficial effect in these studies was not surprising because the
mortality rate in the unvaccinated group was unnaturally high, and
the bias index was 3.40 (2.93-3.95) and 7.52 (5.15-10.97), respectively
(Aaby et al,, 2016).

SAGE's working group on non-specific effects of vaccines further
emphasized that the overall effect remains unclear because DTP has
been given in combination with other vaccines and under

circumstances where the burden of the target diseases has been re-
duced to a very low level. However, several previous studies have
shown that the negative effect of DTP-plus-OPV was not due to OPV
(Aaby et al, 2004a,b, 2012). OPV has probably reduced the overall neg-
ative effect of DTP. Previous studies have indicated that DTP (£ 0PV)
was associated with a 2-fold higher mortality than DTP-unvaccinated
children (Aaby et al.,, 2016). Since pertussis did not account for >5-6%
of infant deaths in the only existing African study of the impact of per-
tussis on child mortality (Mahieu et al., 1978), it is not surprising that
DTP is also associated with a strong negative effect prior to vaccine-in-
duced herd immunity (Aaby et al,, 2012).

Appendix B. Supplementary Data

Supplementary data to this article can be found online at http://dx.
doi.org/10.1016/j.ebiom.2017.01.041.
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that the amount of aluminum exceeds federal guidelines for safety, and their nanoparticle form in
vaccines makes them incapable of being absorbed. Thomas also noted that vaccines for STD prevention
are given too early, as babies don’t partake in the risky behaviors that the immunizations protect
against, and that immunity from the Hepatitis B vaccine and others wanes before adolescence —
rendering them useless. Thomas closed by calling for informed consent for parents, a mechanism for
vaccine safety researchers to share their findings freely, and for a longitudinal study to compare health
outcomes of vaccinated versus unvaccinated children.

Brian Hooker, PhD, PE, noted anti-vaccine activist and parent of an autistic child, followed Thomas by
recounting his involvement within the ‘vaccine safety’ community since 2001, through the often-told
story of his interactions with CDC whistleblower William Thompson. Hooker called for a “robust vaccine
safety commission” removed from the CDC’s jurisdiction so that logical, safe decisions can be made on
the issue. He closed by publicizing the upcoming release of his book, which has been published by
Elsevier, and noting the continued censorship of scientific research that challenges the CDC.

A blogger from Health Impact News (Laurie ?) spoke in defense of the term ‘vaccine injury,” and rebuked
Facebook and other platforms that have framed the issue as “clickbait.” The woman then displayed a
thick white binder, which allegedly contained thousands of vaccine-injury cases filed in 2016 alone, and
she noted that settlements from the NVICP have grown from $114 million in 2015 to $127 million in
2016. The blogger claimed that this information is critical to public health, but it has been largely
censored from the media because it could threaten advertising dollars from the pharmaceutical
industry. However, she ultimately implored the media against serving financial interests over the pursuit
of truth.

Researcher Judy Mikovits, PhD, linked her career in AIDS research to the proliferation of ‘vaccine injury’
in children by arguing that “kids are the new AIDS patients,” as they have allegedly acquired
immunodeficiency from environmental factors — specifically vaccines. She claimed that any research
alleging a problem with vaccines is destroyed, and she chastised William Thompson and others for
rejecting their responsibility to reveal “the truth.” Mikovits noted that the medical technology to reverse
vaccine damage exists, but claimed that the National Childhood Vaccine Injury Act (NCVIA) of 1986,
which exempted vaccine manufacturers from injury claims, has kept this from happening. Mikovits
closed by denouncing the HPV vaccine as dangerous, and admitted her initial ignorance to the harms it
has allegedly caused as she previously recommended Gardasil to her family members. However, she
claims that the vaccine is driving the development of “auto pathogenic strains” of diseases, and is
essentially useless because “cervical cancer is not a public health threat.”

Jennifer Margulis, author of “Your Baby, Your Way,” spoke about how the spirit of fearlessness and
truth-seeking in media has been limitless in all areas but vaccine safety, due to financial conflicts. She
challenged the press to end their censorship of the topic in order to bring attention to vaccine damage,
and she spoke about the need for an independent vaccine safety commission to find unbiased results.

Finally, Toni Bark, MD closed the press conference by explaining how the medical community is largely
unaware of the NVICP, which consequently limits the number of vaccine damage claims made by
parents. She then detailed the evolution of the vaccine injury reporting procedure, from a table of
injuries with set payouts from NVICP to parents’ burden of proof for injuries. Bark encouraged parents
to make decisions about vaccine scheduling independent of pediatricians and other healthcare
practitioners, who are likely uninformed about the alleged dangers of vaccines.
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with importations into under-vaccinated
communities by U.S. residents returning
from international travel. With summer travel
season here, the Centers for Disease
Control and Prevention (CDC) would like to
remind you of the MMR vaccination
recommendations for international travelers
and persons living in or traveling
domestically to areas with ongoing measles
outbreaks and community-wide
transmission.

INTERNATIONAL TRAVEL

The MMR vaccination recommendations for
international travel have not changed.

Infants under 12 months old

e Get an early dose at 6-11 months

e follow the recommended schedule
and get another dose at 12—-15
months and a final dose at 4-6 years

Children over 12 months old

e Get first dose immediately
e Get second dose 28 days after first
dose

Teens and adults with no evidence of
immunity*

» Get first dose immediately
e Get second dose 28 days after first
dose

* Acceptable presumptive evidence of
immunity against measles includes at least
one of the following: written documentation
of adequate vaccination, laboratory evidence
of immunity, laboratory confirmation of
measles, or birth in the United States before
1957.

Patients who need MMR vaccine should be
fully vaccinated at least 2 weeks before
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ICAN

Informed Consent Action Network

VIA FEDEX
Qctober 12, 2017

U.S. Department of Health & Human Services
HHS Office of the Secretary

Eric D. Hargan

Acting Secretary of Health & Human Services
200 Independence Avenue, S.W.

Washington, D.C. 20201

Re: HHS Vaccine Safety Responsibilities and Notice Pursuant to 42 U.S.C. § 300aa-31
Dear Secretary Hargan:
Informed Consent Action Network hereby provides notice per 42 U.S.C. § 300aa-31(b).

Americans, including the over 55 organizations listed below, whose members exceed 5
million Americans, are concerned about vaccine safety. The National Childhood Vaccine Injury
Act of 1986 (the 1986 Act) made nearly every aspect of vaccine safety the exclusive responsibility
of the Department of Health & Human Services (HHS). As the Secretary of HHS (the Secretary),
this means you shoulder virtually all responsibility for assuring the safety of vaccines
administered to America’s 78 million children.

This notice respectfully requests confirmation that certain obligations regarding vaccine
safety required under the 1986 Act have been fulfilled or will forthwith be fulfilled. These specific
requests are numbered sequentially in this notice. We would welcome the opportunity to meet
and discuss reasonable means for complying with these requests. If that is not possible, the 1986
Act authorizes “a civil action ... against the Secretary where there is alleged a failure of the
Secretary to perform any act or duty” under the 1986 Act.

1. Background

The 1986 Act granted economic immunity to pharmaceutical companies for injuries
caused by their vaccines. (42 U.S.C. § 300aa-11.) The 1986 Act thereby eliminated the market
force which drives safety for all other products — actual and potential product liability.
Recognizing the unprecedented elimination of this market force, the 1986 Act makes HHS directly
responsible for virtually every aspect of vaccine safety. (42 U.S.C. §§ 300aa-2, 300aa-27.)
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Encephalitis, Encephalopathy, Infantile Spasms, Afebrile Seizures,
Seizures, Cerebellar Ataxia, Acute Disseminated Encephalomyelitis,
Transverse Myelitis, Optic Neuritis, Neuromyelitis Optica, Multiple
Sclerosis,  Guillain-Barre ~ Syndrome, ~ Chronic  Inflammatory
Demyelinating Polyneuropathy, Brachial Neuritis, Amyotrophic Lateral
Sclerosis, Small Fiber Neuropathy, Chronic Urticaria, Erythema
Nodosum, Systemic Lupus Erythematosus, Polyarteritis Nodosa,
Psoriatic Arthritis, Reactive Arthritis, Rheumatoid Arthritis, Juvenile
Idiopathic Arthritis, Arthralgia, Autoimmune Hepatitis, Stroke, Chronic
Headache, Fibromyalgia, Sudden Infant Death Syndrome, Hearing Loss,
Thrombocytopenia, Immune Thrombocytopenic Purpura®

Thus, out of the 158 most common serious injuries reported to have been caused by the vaccines
under review, the evidence supported a causal relationship for 18 of them, rejected a causal
relationship for 5 of them, but for the remaining 135 vaccine-injury pairs, over 86 percent of those
reviewed, the IOM found that the science simply had not been performed.*

The 1986 Act expressly provides that you, as the Secretary, “shall promote the
development of childhood vaccines that result in fewer and less adverse reactions” and “shall
make or assure improvements in ... the ... labeling, warning, ... and research on vaccines, in
order to reduce the risks of adverse reactions to vaccines.” (42 U.S.C. § 300aa-27(a)(2).) The first
step in reducing adverse reactions is identifying what adverse reactions are caused by vaccine.
Given this statutory obligation:

(5) For each of the 38 vaccine-injury pairs reviewed in the 1994
IOM Report which the IOM found lacked studies to
determine causation, please identify the studies undertaken
by the HHS to determine whether each injury is caused by
vaccination?

(6) For each of the 135 vaccine-injury pairs reviewed in the 2011
IOM Report which the IOM found lacked studies to
determine causation, please identify the studies undertaken
by the HHS to determine whether each injury is caused by
vaccination?

Further to your duties to identify what injuries are caused by vaccines, the 1986 Act also
expressly requires you to “make or assure improvements in ... the ... recall of reactogenic lots or
batches, of vaccines ... in order to reduce the risks of adverse reactions to vaccines” and thus each
“health care provider who administers a vaccine ... shall record ... in such person’s permanent

32 Ibid.
3 Ibid.
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unvaccinated children, despite all the resources at its disposal.®* It is no wonder a single injured
child’s claim faces a high likelihood of failure in the VICP.

Many parents, doctors and scientists, as well as politicians, are legitimately concerned
about the process whereby vaccines are licensed, recommended, promoted and defended by the
same department. This is not because of any conspiracy, or belief an insidious intent. Rather,
this system eliminates the incentive, and in fact creates a disincentive for HHS and vaccine
makers, to conduct research to uncover long term chronic conditions, including the immune and
neurological system disorders, which can result from the current vaccine schedule.

The 1986 Act expressly provides that you, as the Secretary, have at least equal and
arguably greater responsibility for vaccine safety than for vaccine promotion. (42 U.5.C. §§ 300aa-
2, 300aa-27.) In accordance with this statutory responsibility:

(11)  Please advise if you will:

a. prohibit conflict waivers for members of HHS’s vaccine
committees (ACIP, VRBPAC, NVAC & ACCV)?

b. prohibit HHS vaccine committee members or HHS
employees with duties involving vaccines from accepting any
compensation from a vaccine maker for five years?

c. require that vaccine safety advocates comprise half of HHS’s
vaccine committees?

d. allocate toward vaccine safety an amount at least equal to 50%
of HHS'’s budget for promoting/purchasing vaccines?

e. support the creation of a vaccine safety department
independent of HHS?

f. support the repeal of the 1986 Act to the extent it grants
immunity to pharmaceutical companies for injuries caused by
their vaccine products?

IX. Conclusion

HHS can do better. With hundreds of vaccines in the pipeline it must do better. Children
susceptible to vaccine injury are as deserving of protection as any other child. Avoiding injury
to these children is not only a moral and ethical duty, but will in fact strengthen the vaccine
program. Every parent that does not witness their child suffer a serious reaction after vaccination,
such as a seizure or paralysis, is another parent that will not add their voice to the growing chorus
of parents opposed to HHS’s vaccine program due to safety concerns.

% See Section VII above.
18
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Unless HHS performs its vital statutory obligations regarding vaccine safety, and until a
frank conversation is possible regarding vaccine safety, children susceptible to vaccine injury will
not be protected from such injuries. Nor will children injured by vaccines be able to access the
services they need. We can do far better in protecting and serving children who are susceptible
or succumb to serious injuries from vaccination. The first step in avoiding these harms and
helping children already harmed is admitting there are deficiencies and working diligently to
improve vaccine safety.

We respectfully request your attention to the important concerns outlined above and hope
you agree that addressing these concerns is in everyone’s best interest. These, in fact, reflect
nothing more than what Congress already explicitly recognized when passing the 1986 Act:
vaccines can and do cause serious injury and HHS needs to work diligently to identify and reduce
these harms. If you would like to meet and discuss the foregoing, we would welcome that
opportunity and hope to work cooperatively to address these issues.

If that is not possible, Congress, as a final resort to assure vaccine safety, authorized a
“civil action ... against the Secretary where there is alleged a failure of the Secretary to perform
any act or duty under” the 1986 Act. (42 U.S.C. § 300aa-31(a).) We are prepared to authorize such
an action and this letter constitutes the notice required by 42 U.S.C. § 300aa-31(b). It is, however,
our hope that the vaccine safety issues identified herein can be resolved cooperatively, with all
interested parties working together toward the common goal of vaccine safety entrusted to HHS
under the 1986 Act.

Very truly yours,
Del Bigtree
cc: See Appendix A.
Enclosures: Appendices A to C.
19
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A Voice For Choice

A Voice For Choice Advocacy
Christina Hildebrand, President
530 Showers Drive, Suite 7404
Mountain View, CA 94040

Alliance For Natural Health
Gretchen DuBeau, President
3525 Piedmont Road NE B6-310
Atlanta, GA 30305

Arizona Coalition Against Mandated
Vaccines

Kelsey Davis, President

Gilbert, AZ 85212

Autism Action Network
John Gilmore, President
550 East Chester Street
Long Beach, NY 11561

Autism Giving Tree

Christina Stafford, M.Ed., BCBA, LBS,

President
660 "W' Street
King of Prussia, PA 19406

AutismOne

Ed Arranga, President

1816 West Houston Avenue
Fullerton, CA 92833

The Canary Party

Jennifer Larson, President

6533 Flying Cloud Drive, Suite 1200
Eden Prairie, MN 55344

Colorado Coalition for Vaccine Choice
Fran Sincere, President

125 S. Zephyr

Lakewood, CO 80226

DAIR Foundation

Dawn Loughborough, President
10200 US HWY 290 West
Austin, TX 78736

Elizabeth Birt Center for Autism Law and
Advocacy

Kim Mack Rosenberg, President

200 Cabrini Boulevard, Suite 66

New York, NY 10033

Enriched Parenting

Rebecca Fleischman, President
1208 Avenue M, Suite 2323
Brooklyn, NY 11230

Focus for Health Foundation

Shannon Mulvihill, R.N., Executive Director
776 Mountain Boulevard, Suite 202
Watchung, NJ 07069

Georgia Coalition for Vaccine Choice
Sandi Marcus, Founder/CEO

P.O. Box 45

Silver Creek, GA 30173

Health Choice

Mark Blaxil, President

6533 Flying Cloud Drive, Suite 1200
Eden Prairie, MN 55344
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Health Choice Massachusetts
Candice Edwards, President
P.O. Box 175

Manchaug, MA 01526

Health Choice Maryland

Emily Tarsell, President

1501 Sulgrave Avenue, Suite 208
Baltimore, MD 21209

Health Choice Connecticut

Dr. Elissa Diamond Fields, President
P.O. Box 29

Roxbury, CT 06783

Health Freedom Florida

Dr. Ryan Fenn & MacKenzie Fraser, Co-
Presidents

153 Ivernia Loop

Tallahassee, FLL 32312

Health Freedom Idaho

Miste Gardner Karlfeldt, President
1045 S Ancona Ave Ste 140
Eagle, ID 83616

Healthcare Freedom Hawaii
Jessica McCormick &
Natasha Sky, Co-Directors
Mililani, HI 96789

Illinois Coalition for Informed Consent
Jen Suter &

Danielle Olson, Co-Directors
Jacksonville, IL 62650

Indiana for Medical Freedom
Melissa Sura, President

5424 Grapevine Drive
Indianapolis, IN 46235

Informed Choice Washington
Jena Dalpez, President

14106 93rd Avenue NE
Kirkland, WA 98034

Kentucky Vaccine Rights Coalition
Jennifer Benge & Ashley Kennedy, Co-
Presidents

899 Corinth Road

Corbin, KY 40701

Know The Vax

Angela Gallagher, President
4553 Aldrich Avenue North
Minneapolis, MN 55412

Learn the Risk

Brandy Vaughan, President
3463 State Street, Suite 182
Santa Barbara, CA 93105

Louisiana Parents for Vaccine Rights
Melisha Dooley &

Sunny Dixon, Co-Directors

413 Toby Lane

Metairie, LA 70003

Maine Coalition for Vaccine Choice
Ginger Taylor, Director

11 High Street

Brunswick, ME 04011
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March Against Monsanto
Tami Canal, President
7878 South 1960 East
South Weber, UT 84405

Michigan for Vaccine Choice
Suzanne M. Waltman, President
22615 Francis Street

St. Clair Shores, MI 48082

Minnesota Natural Health Coalition
Lee Beaty, President

1043 Grand Ave, Suite 317

St. Paul MN 55105

Minnesota Natural Health Legal Reform
Project

Leo Cashman, President

1043 Grand Ave, Suite 317

St. Paul, MN 55105

Minnesota Vaccine Freedom Coalition
Angela Gallagher, President

4553 Aldrich Avenue North
Minneapolis, MN 55412

Mississippi Parents for Vaccine Rights
MarylJo Perry, President

P.O. Box 141

Pelahatchie, MS 39145

Missouri Parents Against Vaccines
Janessa Baake & Kendal Bourne, Co-
Presidents

323 N. Fox Ridge Drive, Suite 204
Raymore, MO 64083

Moms Across America

Zen Honeycutt, President

24000 Alicia Parkway, Suite 17-236
Mission Viejo, CA 92691

Montanans For Medical Freedom
Edna Kent, Director

PO Box 1443

Florence, MT 59833

My Kids, My Choice
Rita Palma, President
2 Purdy Avenue
Baypoint, NY 11705

National Health Freedom Action
Jerri Johnson, President

PMB 218, 2136 Ford Parkway
St. Paul, MN 55116

National Health Freedom Coalition
Roseanne Lindsay, President

PMB 218, 2136 Ford Parkway

St. Paul, MN 55116

New York Alliance for Vaccine Rights
Aimee Villella McBride & Maria Gavriel,
Co-Presidents

550 East Chester Street

Long Beach, NY 11561

Ohio Advocates for Medical Freedom
Robert M. Wise, President

P.O. Box 1236

Hartville, OH 44632
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Oklahomans for Vaccine and Health Choice
Liza Greve, President

P.O. Box 721356

Norman, OK 73070

Organic Consumers Association
Ronnie Cummins, CEO

6771 South Silver Hill Dr.
Finland, MN 55603

Parents United 4 Kids

Stefanie Fetzer & Shawna Lambert, Co-
Presidents

2925 Bonanza

San Clemente, CA 92673

People Advocating Vaccine Education, Inc.
Lisa Jillani, CEO

P.O. Box 690712

Charlotte, NC 28227

Physicians for Informed Consent
Dr. Shira Miller, Executive Director
13749 Riverside Drive

Sherman Oaks, CA 91423

Rogue Recovery

Tyler Dahm, President
3221 West 96th Avenue
Westminster, CO 80031

South Carolina Health Coalition
Jennifer Black & Rebekah Watson, Co-
Presidents

1754 Woodruff Road, Suite 112
Greenville, SC 29607

Spectrum Revolution
Catharine Layton, President
357 S. Earlham Street
Orange, CA 92869

Tennessee Coalition for Vaccine Choice
Kristen Odom-Holland, President

P.O. Box 4508

Chattanooga, TN 37405

Vaccine Injury Awareness League
Michelle Ford, President

10866 Washington Blvd, Suite 65
Culver City, CA 90232

Vaccine Safety Council Minnesota
Patti Carroll, President

6533 Flying Cloud Drive, Suite 1200
Eden Prairie, MN 55344

Vermont Coalition for Vaccine Choice
Jennifer Stella, President

P.O. Box 74

Waitsfield, VT 05673

Virginians for Health Freedom
Deborah Hommer, President
P.O. Box 2015

Spotsylvania, VA 22553

West Virginians for Health Freedom
Dr. Chanda Adkins, Director

108 Yorktown Court

Beckley, WV 25801
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Weston A. Price Foundation

Sally Fallon Morell, President

PMB 106-380, 4200 Wisconsin Avenue NW
Washington, D.C., 20016

World Mercury Project

Robert F. Kennedy, Jr., Chairman

1227 North Peachtree Parkway, Suite 202
Peachtree City, GA 3026
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Yours faithfully

i,

Christopher Exley PhD
Professor in Bioinorganic Chemistry

Honorary Professor, University of the Highlands and Islands

List of Recent, Relevant and Significant Publications From Qur Group

Exley C, Siesjo P & Eriksson H (2010) The immunobiology of aluminium adjuvants: how do they really work?
Trends in Immunology 31, 103-109.

Exley C and House E (2011) Aluminium in the human brain. Monatshefte fiir Chemie - Chemical Monthly 142,
357-363.

House E, Esiri M, Forster G, Ince PG and Exley C (2012) Aluminium, iron and copper in human brain tissues
donated to the medical research council’s cognitive function and ageing study. Metallomics 4, 56-65.

Exley C (2011) Aluminium-based adjuvants should not be used as placebos in clinical trials. Vaccine 29, 9289.

Exley C (2012) When an aluminium adjuvant is not an aluminium adjuvant used in human vaccination
programmes. Vaccine 30, 2042.

Exley C (2012) The coordination chemistry of aluminium in neurodegenerative disease. Coordination Chemistry
Reviews 256, 2142-2146.

Exley C, House E, Polwart A and Esiri MM (2012) Brain burdens of aluminium, iron and copper and their
relationships with amyloid beta pathology in 60 human brains. Journal of Alzheimer’s Disease 31, 725-730.

Davenward S, Bentham P, Wright J, Crome P, Job, D, Polwart A and Exley C (2013) Silicon-rich mineral water
as a non-invasive test of the ‘aluminium hypothesis’ in Alzheimer’s disease. Journal of Alzheimer’s Disease 33,
423-430.

Khan Z, Combadiére C, Authier FJ, Itier V, Lux F, Exley C, Mahrouf-Yorgov M, Decrouy X, Moretto P,
Tillement O, Gherardi RK, and Cadusseau J (2013) Slow CCL2-dependent translocation of biopersistent
particles from muscle to brain. BMC Medicine 11:99.

Exley C (2013) Human exposure to aluminium. Environmental Science:Processes and Impacts 15, 1807-1816.

Ohlsson L, Exley C, Darabi A, Sandén E, Siesj6é P and Eriksson H (2013) Aluminium based adjuvants and their
effects on mitochondria and lysosomes of phagocytosing cells. Journal of Inorganic Biochemistry 128, 229-236.

Exley C (2014) Aluminium adjuvants and adverse events in sub-cutaneous allergy immunotherapy. Allergy,
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Do you want to show that the rotavirus vaccine increases risk of type 1 diabetes? There’s an
epidemiological study for that too (26).

There is no science here. This is fraud. You torture an epidemiological study enough, it will
confess to anything. That is why they are so popular. Vaccine regulators and pharmaceutical
companies can get whatever conclusions they like. Unlike other sciences, doctors don’t need to
understand the mechanism behind anything. It is all about associations. This is junk science.
No one in their right mind would trust such ridiculous material. Medical science is becoming an
oxXymoron.

The abject failure of the medical establishment in ensuring product safety, is responsible for the
rise of measles. 200 years after Jenner, parents are still being forced to choose between vaccine
preventable diseases and vaccine induced diseases.

You can fool all the people some of the time and some of the people all the time, but you cannot
fool all the people all the time. - Abraham Lincoln.

The vaccine safety movement
Hotez claims “antivaccine” groups are “well-organized” and “well-funded”.

The vaccine safety movement, mostly consisting of vaccine injury victims, is as “well-
organized” and “well-funded™ as the child that exclaimed, the emperor has no clothes.

Humans have co-evolved with measles, chicken pox etc. as with our gut microbiome. Natural
chicken pox infection prevents glioma (27) and protects adults against shingles (28). The ME has
absolutely failed to understand this larger picture. We certainly don’t want kids to die of measles
complications but it makes no sense to deprive them of the advantages of infections that we have
evolved to depend on for health either. The jab and “eradicate” approach is an oversimplification
that has not only failed to eradicate but that also fuels the epidemic of chronic diseases. The
focus must be on avoiding measles complications while simultaneously getting the full
advantage of a natural infection. The MMR vaccine is an utter failure in that regard.

The insanity of injecting live viruses

We teach kids that a wound must be kept clean to avoid infections. The Flumist vaccine
administers live attenuated virus via the same route as a natural influenza infection. In contrast,
the route of administration of the MMR vaccine does not match the route of natural infection.
The MMR vaccine creates a wound (injection) and infects it with live virus. While an infection is
desired to develop immunity, the choice of the route is insane. It injures nerves, destroys natural
nerve protection and provides the virus with direct access to the nerves. The result is encephalitis

(29), an injury listed on the vaccine injury table of the National Vaccine Injury Compensation
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What is the point of eliminating cervical cancer only to replace it with autoimmune diseases that
kill just as many? (39)

Autism

“inject fear into parents that vaccines cause autism”

And for good reason because vaccine do in fact cause autism. (4) Public discussion is always on
the MMR/autism controversy. But we show with strong mechanistic evidence that cow’s milk
protein containing vaccines (DTaP, Prevnar 13, ActHib, not MMR) cause the vast majority of

autism cases (4).
“vast cover-up by the CDC and other federal agencies.”

The US Department of Health and Human Services (HHS) is required by law to continuously
improve vaccine safety and provide a report of such improvements to Congress, every two years.
The HHS admitted providing no such report and thus repeatedly breaking the law for 30 years.

(30)

Just a few days ago, Dr. Fauci of the National Institutes of Health was caught lying at a
Congressional hearing on vaccines. Dr. Fauci claimed that vaccines do not cause encephalitis.
The lay audience protested. Dr. Fauci backtracked and changed his response to “rare”. So yes, it
is most certainly a cover-up. There can be no doubt.

“We have identified at least 99 genes associated with autism”

The vast majority of ASD cases (75%) test positive for folate receptor alpha antibodies (FRAA).
These FRAA bind with higher affinity to the bovine folate receptor than human folate receptor.
There is no way genes can cause that type of adaptive immune response. Dr. Hotez ignores such
inconvenient facts to still mislead the world about the role of genes in ASD. Hughes et al. write

that only 10-20% of ASD can be explained by genetic causes (40). Cow’s milk protein

containing vaccines induce FRAA mediated autism (4).

“the changes in the brains of kids with autism actually begin prenatally, meaning well before a
child ever becomes immunized”

It is a misconception that only the child’s immunization matters. Mothers are vaccinated with
cow’s milk containing vaccines as well. So of course they make FRAA too. Majority of FRAA

are of the IgG4 subclass that crosses the placenta (41) and damages the fetal brain. So it is of
course possible to have prenatal vaccine induced autism.

IR#0218_CDC_000358



IR#0218_CDC_000359



IR#0218_CDC_000360



IR#0218_CDC_000361



IR#0218_CDC_000362



IR#0218_CDC_000363



IR#0218_CDC_000364



IR#0218_CDC_000365



works on vaccines for neglected tropical diseases. "Parental rights mean more to us than your
self-enriching 'science," Stickland tweeted at Hotez earlier this month.

That same day, the Oregon Republican Party's official Twitter account posted that Oregon
Democrats were "ramming forced injections down every Oregon parent's throat."

Other Republican state officials have blamed Central American immigrants for disease
outbreaks, echoing a talking point of Fox commentator Lou Dobbs. In fact, experts say, children
in many of those countries are more thoroughly vaccinated than their U.S. counterparts against
diseases like whooping cough and measles.

In Washington state, the House sponsor of a bill to end exemptions from measles vaccination
was state Rep. Paul Harris, a moderate Republican whose district was the epicenter of a measles
outbreak. But in the state Senate, the entire 20-member GOP delegation — as well as two
Democrats — opposed the bill, although they failed to defeat it. In his signing statement, Gov.
Jay Inslee, who is seeking the Democratic presidential nomination, said pointedly, "We believe
in science. ... And that is why in Washington state, we are against measles."

In Oregon, where, again, most but not all opposition came from Republicans, Democratic Gov.
Kate Brown killed an effort to tighten exemptions as part of a compromise with Republican
leaders over a tax bill.

Vaccination was not a partisan issue in the past and even today, in states where vaccination
hasn't become politicized, GOP governments are sometimes as likely as Democratic ones to
tighten vaccine requirements. Wyoming, for instance, is deeply conservative, but its state health
department in a little-noticed decision last year created an immunization registry, added two
vaccines to a list of school-entry requirements, and required home-schooled children to be
vaccinated if they want to participate in sports or theater.

In neighboring Colorado, though, opposition to vaccine requirements became an attractive issue
for conservatives, a minority in the state Legislature. Colorado has one of the country's lowest
rates of vaccinated kindergartners, but when Democrats tried to pass a modest bill requiring
parents to take their vaccination exemption forms to the health department, hundreds came out to
testify against it. The witnesses ranged from conservative Christians to parents with children they
think were hurt by vaccines, to "natural living" types who don't want vaccines to muck around
with the immune system. But with a few exceptions, it was Republicans who helped stall and kill
the bill.

"The antivax messaging has shifted from a focus on questions of safety to things like parental
rights and data privacy, and those messages resonate more with conservative lawmakers and play
to the GOP political base," said Stephanie Wasserman, executive director of the Colorado
Children's Immunization Coalition.

People who prefer whooping cough

Not all that long ago, the anti-vax movement was dominated by the granola-eating, pharma-
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distrusting left. Conservative opposition was centered among people who also tended to see
water fluoridation as a communist plot. In addition to the political fringes, a few religious sects
opposed vaccination for doctrinal reasons — some small churches see them as arrogant
interference with God's plans; adherents of Rudolf Steiner, who propounded what he called
anthroposophic medicine, think high fevers are key to a child's spiritual growth.

The anti-vaccine club includes people like the former dentist Len Horowitz, who suggested that
Ebola and HIV were created in CIA-funded laboratories, and the late Harris Coulter of
Washington, D.C., whose books linked the pertussis vaccine to everything from blindness to
serial murder and attraction to loud rock music.

A good share of the opposition arises in parents who claim to have seen harm from vaccines in
their kids. Autism is often diagnosed around the time of the first measles shot, and while research
has thoroughly refuted a causal link, it's hard to shake the convictions — or convincing power —
of a parent with a disabled child.

And like any pharmaceutical product, vaccines can, rarely, cause serious adverse events.
Scientists at the CDC, FDA and elsewhere get paid to research side effects. Over the years, they
have investigated evidence of harm from pertussis and measles shots, and traces of mercury and
aluminum in vaccines. They've examined theoretical links to autism, allergies and sudden infant
death syndrome — all negative. But the anti-vaccine movement waxes and wanes on political
currents that have little to do with the evidence. Since Trump began his ascent in 20135, the
movement has been growing.

Paranoia, mysticism and cultural pessimism still contribute to anti-vaccine thinking, but freedom
from persecution is increasingly the banner raised in social media and public appearances. At a
13-hour committee vaccine bill hearing in the Colorado House last month, there were a lot of
parents like Thomas Olmstead, who called the bill "a step toward the complete erosion of our
medical freedom."

Mistrust of government also seems to have underlain the epidemic that struck parts of New
York's ultra-Orthodox Jewish community, a crisis that took scientists by surprise. "I can't recall
in my time at CDC or since where the Orthodox community was involved in anti-vaccine
beliefs," said Walter Orenstein, who led immunization efforts at CDC from 1988 to 2004 — and
happens to come from a family of rabbis.

Vaccine resistance has swept into conservative areas of Texas, where parental refusal rates
doubled over just a few years. Unsurprisingly, perhaps, rates of refusal increased somewhat in
liberal Austin, but the biggest upticks occurred in places like suburban Dallas and Trump-loving
West Texas. In Gaines County, midway between Odessa and Lubbock, the percentage of vaccine
refuseniks went from 3 percent to 9 percent from 2012 to 2018.

The late feminism opponent Phyllis Schlafly opposed vaccine mandates for years, but she was
considered a right-wing gadfly for much of her career. The party has moved toward her. Her son
Andrew Schlafly became lead counsel for the Association of American Physicians and Surgeons,
a group that's skeptical of vaccination and for a time counted former Trump HHS Secretary Tom
Price as a member.
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This is regarding the article on vaccine preventable diseases by Dr. Hotez (1).
Trust must be earned and cannot be dictated

The medical establishment (ME) admits after billions and decades wasted, it has no answers for
the root cause of food allergies, asthma, autism or autoimmune diseases such as type 1 diabetes.

Anyone who does not know the root cause of food allergies (2,3), autism (4,5), asthma (6,7) and
type 1 diabetes (8—10), is unqualified to make claims about vaccine safety. Since the ME admits
they don’t know the root cause of all these diseases, they are definitely unqualified to make
claims about vaccine safety.

Drs. Pulendran and Ahmed of the Emory Vaccine Center admit that vaccines are based on
empirical trial and error approaches with no understanding of the immunological mechanisms

(11). Mojsilovic admits that we have no understanding about how vaccine adjuvants work (12).

Professors of medicine, medical journal editors and cardiologists point out that most medical
research findings are false, of poor quality and are affected by flagrant conflicts of interest. (13—

20)

The US Institute of Medicine committee in their 2011 report (21) on Adverse Effects of
Vaccines: Evidence and Causality

wrote:

“The committee concluded the evidence convincingly supports 14 spe-cific vaccine—adverse
event relationships. In all but one of these relation-ships, the conclusion was based on strong
mechanistic evidence with the epidemiologic evidence rated as either limited confidence or
insufficient.”

So in an overwhelming 93% (13 of 14) cases, mechanistic studies provided convincing evidence
and epidemiological studies failed to do so. At best, epidemiological studies are weak, have
numerous sources of confounding and offer little value. At worst, they mislead, sicken millions

and setback science by decades (22,23). Epidemiological study results are misinterpreted leading

to type Il errors (24). The vast majority of vaccine safety claims however, are based on such
broken epidemiological studies.

Do you want to show that the rotavirus vaccine protects against type 1 diabetes? There’s an
epidemiological study for that (25).

Do you want to show that the rotavirus vaccine increases risk of type 1 diabetes? There’s an
epidemiological study for that too (26).
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There is no science here. This is fraud. You torture an epidemiological study enough, it will
confess to anything. That is why they are so popular. Vaccine regulators and pharmaceutical
companies can get whatever conclusions they like. Unlike other sciences, doctors don’t need to
understand the mechanism behind anything. It is all about associations. This is junk science.
No one in their right mind would trust such ridiculous material. Medical science is becoming an
oXymoron.

The abject failure of the medical establishment in ensuring product safety, is responsible for the
rise of measles. 200 years after Jenner, parents are still being forced to choose between vaccine
preventable diseases and vaccine induced diseases.

You can fool all the people some of the time and some of the people all the time, but you cannot
fool all the people all the time. - Abraham Lincoln.

The vaccine safety movement
Hotez claims “antivaccine” groups are “well-organized” and “well-funded”.

The vaccine safety movement, mostly consisting of vaccine injury victims, is as “well-
organized” and “well-funded” as the child that exclaimed, the emperor has no clothes.

Humans have co-evolved with measles, chicken pox etc. as with our gut microbiome. Natural
chicken pox infection prevents glioma (27) and protects adults against shingles (28). The ME has
absolutely failed to understand this larger picture. We certainly don’t want kids to die of measles
complications but it makes no sense to deprive them of the advantages of infections that we have
evolved to depend on for health either. The jab and “eradicate™ approach is an oversimplification
that has not only failed to eradicate but that also fuels the epidemic of chronic diseases. The
focus must be on avoiding measles complications while simultaneously getting the full
advantage of a natural infection. The MMR vaccine is an utter failure in that regard.

The insanity of injecting live viruses

We teach kids that a wound must be kept clean to avoid infections. The Flumist vaccine
administers live attenuated virus via the same route as a natural influenza infection. In contrast,
the route of administration of the MMR vaccine does not match the route of natural infection.
The MMR vaccine creates a wound (injection) and infects it with live virus. While an infection is
desired to develop immunity, the choice of the route is insane. It injures nerves, destroys natural
nerve protection and provides the virus with direct access to the nerves. The result is encephalitis

(29), an injury listed on the vaccine injury table of the National Vaccine Injury Compensation

Program (VICP). For every case of encephalitis that is dismissed as rare, how many thousands
suffer subclinical nerve/brain damage due to this insanity? Why after 50 years since the
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Autism

“inject fear into parents that vaccines cause autism”

And for good reason because vaccine do in fact cause autism. (4) Public discussion is always on
the MMR/autism controversy. But we show with strong mechanistic evidence that cow’s milk
protein containing vaccines (DTaP, Prevnar 13, ActHib, not MMR) cause the vast majority of

autism cases (4).
“vast cover-up by the CDC and other federal agencies.”

The US Department of Health and Human Services (HHS) is required by law to continuously
improve vaccine safety and provide a report of such improvements to Congress, every two years.
The HHS admitted providing no such report and thus repeatedly breaking the law for 30 years.

(30)

Just a few days ago, Dr. Fauci of the National Institutes of Health was caught lying at a
Congressional hearing on vaccines. Dr. Fauci claimed that vaccines do not cause encephalitis.
The lay audience protested. Dr. Fauci backtracked and changed his response to “rare”. So yes, it
is most certainly a cover-up. There can be no doubt.

“We have identified at least 99 genes associated with autism”

The vast majority of ASD cases (75%) test positive for folate receptor alpha antibodies (FRAA).
These FRAA bind with higher affinity to the bovine folate receptor than human folate receptor.
There is no way genes can cause that type of adaptive immune response. Dr. Hotez ignores such
inconvenient facts to still mislead the world about the role of genes in ASD. Hughes et al. write

that only 10-20% of ASD can be explained by genetic causes (40). Cow’s milk protein

containing vaccines induce FRAA mediated autism (4).

“the changes in the brains of kids with autism actually begin prenatally, meaning well before a
child ever becomes immunized”

It is a misconception that only the child’s immunization matters. Mothers are vaccinated with
cow’s milk containing vaccines as well. So of course they make FRAA too. Majority of FRAA

are of the IgG4 subclass that crosses the placenta (41) and damages the fetal brain. So it is of
course possible to have prenatal vaccine induced autism.

Doctors are taught that when they hear hootfbeats, they should think horses, not zebras. But
Hotez and his genetic autism researcher friends are not even chasing zebras, they are chasing
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From: Cohn, Amanda (CDC/DDID/NCIRD/QOD)

Sent: Wed, 13 Mar 2019 13:26:29 +0000
To: Miles, Carla (CDC/DDID/NCIRD/OD) (CTR)
Subject: Re: Good morning!

Is it from ICAN? If so, I have the same folder :)

From: Miles, Carla (CDC/DDID/NCIRD/OD) (CTR) <yiv8@cdc.gov>
Date: March 13, 2019 at 8:49:44 AM EDT

To: Cohn, Amanda (CDC/DDID/NCIRD/OD) <ancO@cdc.gov>
Subject: Good morning!

| have a folder on my desk for you from Dr. Messonnier. | didn’t want to leave it on your desk — are you
in your office?

Carla Miles
Contractor (Cherokee Nation Assurance)

Centers for Disease Control and Prevention

National Center for Immunization and Respiratory Diseases (NCIRD)
Influenza Coordination Unit

1600 Clifton Road

Atlanta, GA USA 30333

Office: 404 639-2941

Cell: 404 432-1524

Telework: Tuesday/Friday
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