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Polasky, Alexandra

From: CBER VRBPAC
Sent: Thursday, September 23, 2021 7:56 AM
To: McNeill, Lorrie
Subject: FW: [EXTERNAL] Meeting 17th September Claims 

Hi Lorrie, 
 
Forwarding for response. 
 
Thank you, 
 

Monique Hill, MHA 
Committee Management Specialist  

Center for Biologics Evaluation and Research 
Division of Scientific Advisors and Consultants 
U.S. Food and Drug Administration 
Tel: 301-796-4620 
Bldg. 71, Room 1119 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
monique.hill@fda.hhs.gov  

 
 

 
 

From:
Sent: Wednesday, September 22, 2021 8:59 PM 
To: CBER VRBPAC <VRBPAC@fda.hhs.gov>; FDA Office of Media Affairs <FDAOMA@FDA.HHS.GOV> 
Subject: [EXTERNAL] Meeting 17th September Claims  
 

CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you recognize the 
sender and know the content is safe. 

 
Good morning 
 
I watched the Vaccines and Related Biological Products Advisory Committee meeting on the 17th September via YouTube 
with great interest. Within that meeting it was clearly presented the risks that the vaccines pose and the damage that has 
been done already and I have highlighted some of the most alarming claims below, although there was more.  
 
I would like to know what this group is doing to investigate these very serious claims to: 

 Stop vaccination mandates particularly in relation to children 
 Investigate the link to menstrual disorders as currently this is not acknowledged in any of the literature – and the 

effects on fertility 
 Investigate the pCoVS as noted below that is predicted given the volume of people receiving the vaccines 

already.  

 
What is the obligation of this group in regulating and taking action on this information? Can this group be held accountable 
by the law if they fail to take action? 

(b) (6)
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I appreciate your response to this matter.  
 
 
Highlights from the meeting: 
Vaccines and Related Biological Products Advisory Committee – 9/17/2021 - YouTube 
https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-advisory-committee-
september-17-2021-meeting-announcement 
 
 Israel reached high levels of population-wide immunity 3 months before most countries and now experiences its highest

levels of infection (delta variant) in spite of widespread 2nd dose vaccination with daily cases rising by more than 100
fold. Severe active cases increased >10-fold in a month with active severe fully vaccinated patients hospitalised.  

 (4.09.52) Dr Jessica Rose a Viral Immunologist presented that: 
 there is over 1000% increase in adverse events in the Vaccine Adverse Events Reaction System (VAERS) for

2021 in comparison with all other vaccines over the past decade. It was noted that it was clear the risks outweighed
any potential benefit particularly for children.  

 There are ~1500 immunological adverse events occurring per million fully injected people with 1/660 individuals
reporting an immunological adverse event in context of COVID19 products.  

 (4.20.36) Dr Steve Kirsh Executive Director of the COVID19 Early Treatment Fund noted: “The vaccines kill more 
people than they save” 
 There were 4 times as many heart attacks in the Pfizer 6 month trial group whilst the VAERS data has since shown 

that heart attacks happen 70 times more often with this vaccine compared with any other vaccines. 
 VAERS data shows that 1 in 317 boys (16-17) will get myocarditis from the vaccine, predicting that number will

become 1 in 25 after the booster shot.  
 Excess Death:Life ratio is unacceptable at 5 excess deaths for every 1 life saved.  
 Maddie de Garay was a 12 year old participant in the Pfizer trial and was not recorded in the trial results. Her

condition was reported as abdominal pain, however she is permanently disabled. This has been sited by Dr Kirst
as trial fraud and is being investigated.  

 (4.24.23) Dr David Wiseman PHD states “we see strong signals of death, serious adverse events, coagulaopathy and
myocardial infarction” he went on to note that: 
 Menstrual disorders: “potential links between COVID19 vaccination and menstrual changes” and “Some women

have reported experiencing irregular or missing menstrual periods, bleeding that is heavier than usual and other
menstrual changes after receiving COVID19 vaccines.  

 VAERS data shows: 7037 separate menstrual disorder symptoms in 4783 unique reports. Other vaccines for all
years show 897 symptoms in 798 unique events. 

 Pregnancy CDC Studies: “data insufficient to inform vaccine associated risks in pregnancy “ (Comirnaty). He 
noted” There is an urgent need to monitor the safety of these vaccines during or around the time of pregnancy.”  

 Post COVID Vaccine Syndrome (pCoVs) is noted as short and long term vaccine associated effects may become
a major public health issue. It is defined as: A syndrome occurring after injection of antigen-inducing, gene therapy 
vaccines to SARS Cov-2 virus. The syndrome is currently understood to manifest variously as cardiac, vascular,
haematological, musculoskeletal, intestinal, respiratory or neurologic symptoms of unknown long-term 
significance. In addition to effects of gestation, manifestations of the syndrome may be mediated by the spike
protein antigen induced by the delivered nucleic acids, the nucleic acids themselves or vaccine adjuvants.  

 Long Term Safety Studies: 
o Comirnaty has not been evaluated for the potential to cause carcinogenicity, genotoxicity or impairment of

male fertility.  
o “mRNA is considered a gene therapy product by the FDA” (Moderna 2020) 
o FDA Guidance: 5-15 year long term follow up for autoimmune diseases, cancers for gene therapy products. 
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From: McNeill, Lorrie
To: Richards, Paul (paul.richards@fda.hhs.gov)
Cc: Bartell, Diane
Subject: FW: [EXTERNAL] Meeting 17th September Claims
Date: Friday, September 24, 2021 12:37:00 PM

Hi Paul –
I defer to you on responding. The inquirer doesn’t understand the committee’s role as advisory. The
speakers highlighted are during the OPH portion, so we’re not going to comment on those…
Thanks!
Lorrie

From:
Sent: Wednesday, September 22, 2021 8:59 PM
To: CBER VRBPAC <VRBPAC@fda.hhs.gov>; FDA Office of Media Affairs <FDAOMA@FDA.HHS.GOV>
Subject: [EXTERNAL] Meeting 17th September Claims
CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you
recognize the sender and know the content is safe.

Good morning
I watched the Vaccines and Related Biological Products Advisory Committee meeting on the 17th

September via YouTube with great interest. Within that meeting it was clearly presented the risks that the
vaccines pose and the damage that has been done already and I have highlighted some of the most
alarming claims below, although there was more.
I would like to know what this group is doing to investigate these very serious claims to:

Stop vaccination mandates particularly in relation to children
Investigate the link to menstrual disorders as currently this is not acknowledged in any of the
literature – and the effects on fertility
Investigate the pCoVS as noted below that is predicted given the volume of people receiving the
vaccines already.

What is the obligation of this group in regulating and taking action on this information? Can this group be
held accountable by the law if they fail to take action?
I appreciate your response to this matter.
Highlights from the meeting:
Vaccines and Related Biological Products Advisory Committee – 9/17/2021 - YouTube
https://www.fda.gov/advisory-committees/advisory-committee-calendar/vaccines-and-related-biological-products-
advisory-committee-september-17-2021-meeting-announcement
· Israel reached high levels of population-wide immunity 3 months before most countries and now

experiences its highest levels of infection (delta variant) in spite of widespread 2nd dose vaccination
with daily cases rising by more than 100 fold. Severe active cases increased >10-fold in a month
with active severe fully vaccinated patients hospitalised.

· (4.09.52) Dr Jessica Rose a Viral Immunologist presented that:
§ there is over 1000% increase in adverse events in the Vaccine Adverse Events Reaction System

(VAERS) for 2021 in comparison with all other vaccines over the past decade. It was noted that
it was clear the risks outweighed any potential benefit particularly for children.

§ There are ~1500 immunological adverse events occurring per million fully injected people with
1/660 individuals reporting an immunological adverse event in context of COVID19 products.

· (4.20.36) Dr Steve Kirsh Executive Director of the COVID19 Early Treatment Fund noted: “The
vaccines kill more people than they save”
§ There were 4 times as many heart attacks in the Pfizer 6 month trial group whilst the VAERS data

has since shown that heart attacks happen 70 times more often with this vaccine compared with
any other vaccines.

§ VAERS data shows that 1 in 317 boys (16-17) will get myocarditis from the vaccine, predicting that
number will become 1 in 25 after the booster shot.

§ Excess Death:Life ratio is unacceptable at 5 excess deaths for every 1 life saved.
§ Maddie de Garay was a 12 year old participant in the Pfizer trial and was not recorded in the trial

results. Her condition was reported as abdominal pain, however she is permanently disabled.
This has been sited by Dr Kirst as trial fraud and is being investigated.
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· (4.24.23) Dr David Wiseman PHD states “we see strong signals of death, serious adverse events,
coagulaopathy and myocardial infarction” he went on to note that:
§ Menstrual disorders: “potential links between COVID19 vaccination and menstrual changes” and

“Some women have reported experiencing irregular or missing menstrual periods, bleeding that
is heavier than usual and other menstrual changes after receiving COVID19 vaccines.

§ VAERS data shows: 7037 separate menstrual disorder symptoms in 4783 unique reports. Other
vaccines for all years show 897 symptoms in 798 unique events.

§ Pregnancy CDC Studies: “data insufficient to inform vaccine associated risks in pregnancy “
(Comirnaty). He noted” There is an urgent need to monitor the safety of these vaccines during
or around the time of pregnancy.”

§ Post COVID Vaccine Syndrome (pCoVs) is noted as short and long term vaccine associated
effects may become a major public health issue. It is defined as: A syndrome occurring after
injection of antigen-inducing, gene therapy vaccines to SARS Cov-2 virus. The syndrome is
currently understood to manifest variously as cardiac, vascular, haematological,
musculoskeletal, intestinal, respiratory or neurologic symptoms of unknown long-term
significance. In addition to effects of gestation, manifestations of the syndrome may be
mediated by the spike protein antigen induced by the delivered nucleic acids, the nucleic acids
themselves or vaccine adjuvants.

§ Long Term Safety Studies:
o Comirnaty has not been evaluated for the potential to cause carcinogenicity, genotoxicity or

impairment of male fertility.
o “mRNA is considered a gene therapy product by the FDA” (Moderna 2020)
o FDA Guidance: 5-15 year long term follow up for autoimmune diseases, cancers for gene

therapy products.
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From: McNeill, Lorrie
To:
Cc: Atreya, Prabhakara; Hayes, Kathleen
Subject: RE: [EXTERNAL] Fwd: Janet Woodcock PROMISED me they"d investigate Maddie de Garay
Date: Monday, September 27, 2021 4:51:00 PM
Attachments: RE EXTERNAL Please respond to my public comment submitted at the ACIP meeting ASAP.msg

Dear Dr. Gans –
Dr. Atreya forwarded your email and asked if I could respond.
We have interacted with Mr. Kirsch on a number of occasions. We strongly disagree with the claims
he’s made with regard to VAERS, and have communicated that to him. I’m pasting below language
we used to respond to Mr. Kirsch a couple of months ago when he initially contacted FDA/CBER; it’s
rather lengthy, but thought it best to share in its entirety for context.
He has continued to make claims about the data in VAERS, including that the vaccine has caused
200,000 deaths, and that there is massive underreporting to the system. The language below
addressed these points. More recently, we responded to an email he directed to CDC (see attached).
We pointed out the limitations of VAERS, including the fact that not all of the data are available to
the public.
I’m not sure if this information is helpful to you, but wanted to share. Please know that we have
tried to combat the misinformation he is spreading, including responding to numerous fact checkers

from news outlets who have asked about his presentation at the September 17th VRBPAC meeting.
If I can be of further assistance, or if you have additional questions, please don’t hesitate to contact
me directly.
Best regards –
Lorrie
Lorrie H. McNeill
Director
Office of Communication, Outreach and Development
Center for Biologics Evaluation and Research
U.S. Food and Drug Administration
lorrie.mcneill@fda.hhs.gov

    

+++++++++++
FDA response to Mr. Kirsch (July 2021)
FDA and the Centers for Disease Control and Prevention (CDC) place a high priority on vaccine safety
- and are committed to the integrity and credibility of our vaccine safety monitoring and research
efforts. FDA and CDC scientists continuously monitor the safety of all vaccines following approval or
authorization using a multi-pronged approach including: 1) Spontaneous Reporting (or Passive
Surveillance) through the Vaccine Adverse Event Reporting System (VAERS), combined with 2) Active
Surveillance, using large population-based healthcare datasets.
VAERS (consisting of safety reports submitted by healthcare providers, patients, parents and other
members of the public) serves as the nation’s established “early warning” system for post licensure
vaccine safety for both routine immunizations and COVID-19 vaccines by providing public health
professionals with valuable information to assess possible safety concerns. This data is especially
useful for rapidly detecting unusual or unexpected patterns of adverse event (AE) reporting that
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might signal a possible safety problem with a vaccine. Anyone may submit a report to VAERS
regardless of the plausibility of the vaccine causing the event or the clinical seriousness of the event.
Some of the limitations of VAERS include the lack of a control group - and reports may contain
inaccurate or incomplete data. Thus, VAERS is not designed to assess causality, but rather for
hypothesis testing. If VAERS monitoring identifies a potential safety signal, additional scientifically
rigorous active surveillance studies or investigations can be conducted through BEST (Biologics
Effectiveness and Safety) and the CMS (Center for Medicare and Medicaid) systems. The CDC’s
Vaccine Safety Datalink (VSD) or the Clinical Immunization Safety Assessment (CISA) Project can also
be utilized for this purpose as well. Additional information about COVID-19 vaccine safety
surveillance can be found here.
FDA has placed a strong focus on monitoring the safety of the COVID-19 vaccines. As part of this
effort, the manufacturers of the COVID-19 vaccines submitted pharmacovigilance plans to FDA to
monitor the safety of their vaccines. The pharmacovigilance plan for each vaccine includes a plan to
complete long-term safety follow-up for participants enrolled in ongoing clinical trials. These plans
also include other activities aimed at monitoring the safety of the vaccines to ensure that any safety
concerns are identified and evaluated in a timely manner.
Additionally, the manufacturers and vaccine administrators are required to report to VAERS any
adverse event that involved hospitalization, prolongation of existing hospitalization, life-threatening
illness, permanent disability, congenital deformity, or death. These reports were required to be
submitted irrespective of attribution to vaccination.
These mandatory requirements proved highly successful as in 2021, VAERS has received over
400,000 reports of adverse events compared to approximately 50,000 reports received in previous
years. However, because these reports are required to be submitted regardless of the plausibility of
the vaccine causing the event - not all of the reports involve an outcome caused by the vaccine.
Also, vaccine recipients, parents and caregivers are encouraged to submit reports to VAERS.
As part of the review and analysis process medical records are requested for any serious report, and
FDA medical officers continuously screen and analyze VAERS data for COVID-19 vaccines. These
analyses include review of individual reports, aggregate analysis of VAERS data, and generating case
series when indicated for possible safety concerns. In the course of these reviews, FDA has found
that many reports do not represent side effects due to the vaccine. This may be because the
diagnosis is not correct, medical records reveal the symptoms began prior to vaccination, or the
patient has underlying medical conditions that explain the adverse event.
The robust reporting to VAERS related to the COVID-19 vaccines make an analysis of events using
raw numbers in comparison to previous years unreliable. A more suitable analysis is to use the
reporting rate for particular adverse event in VAERS and compare it to the background rate in the
general population. While this calculation has limitations as well, it was used successfully to identify
several safety signals related to COVID-19 vaccines, including Guillain Barre Syndrome (GBS),
thrombosis with thrombocytopenia (TTS) following the Janssen COVID-19 vaccine, and myocarditis
and anaphylaxis following the Pfizer-BioNTech and Moderna COVID-19 vaccines. Information on
selected adverse events after COVID-19 vaccines are available here.
Reports of death after COVID-19 vaccination are rare. More than 339 million doses of COVID-19
vaccines were administered in the U.S. from December 14, 2020, through July 19, 2021. During this
time, VAERS received 6,207 reports of death (0.0018%) among people who received a COVID-19
vaccine. FDA requires healthcare providers to report any death after COVID-19 vaccination to VAERS,
even if it’s unclear whether the vaccine was the cause. It should be noted that early in the vaccine
roll out the COVID-19 vaccines were primarily administered to large number of nursing home
residents and older adults with co-morbidities that put them at high risk for more serious COVID-19
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outcomes and death. These included conditions like diabetes, chronic lung diseases, hypertension,
heart conditions, obesity, and liver disease. Persons with these conditions have a higher risk of
mortality regardless of vaccination status. Reports of adverse events to VAERS following vaccination,
including deaths, do not necessarily mean that a vaccine caused a health problem. FDA and CDC
have reviewed available clinical information, including death certificates, autopsy, and medical
records, and have not established a causal link to COVID-19 vaccines with the exception of deaths
due to TTS. An illustration of the effectiveness of this approach occurred in April, when FDA and CDC
were able to initially identify six cases (including 3 deaths) of TTS out of 6.8 million individuals that
had been vaccinated at that time.
There is no evidence that deaths are under reported in VAERS by 10-fold. Underreporting is a well-
known limitation of all passive surveillance systems. This has been acknowledged multiple times by
FDA and CDC at public meetings and on the VAERs website. It is why multiple systems in addition to
VAERS are put in place to monitor vaccine safety. We are aware of two references that have been
cited to support the contention that there is under-reporting of deaths in VAERS. However, neither
reference addresses spontaneous adverse event reporting in the context of emergency use
authorization (EUA). The first reference is a letter to the editor written by a retired pediatrician in
2010 (See - BMJ 2010; 340 doi: https://doi.org/10.1136/bmj.c2994 (Published 09 June 2010). It
contrasts the reporting rate of Kawasaki disease in VAERS with its incidence in the pediatric
population. Since a causal relationship between Kawasaki disease and vaccination has not been
established, it is not surprising that there is a paucity of reports in VAERS. A likely scenario is that
clinicians diagnosing or treating patients with Kawasaki disease did not feel it was related to the
vaccine due to timing or other factors. The second reference is from a paper authored by CDC staff
that evaluated the reporting sensitivity of VAERS for anaphylaxis and for Guillain-Barré syndrome
(See - Miller ER, McNeil MM, Moro PL, Duffy J, Su JR. The reporting sensitivity of the Vaccine Adverse
Event Reporting System (VAERS) for anaphylaxis and for Guillain-Barré syndrome. Vaccine. 2020 Nov
3;38(47):7458-7463. doi: 10.1016/j.vaccine.2020.09.072. Epub 2020 Oct 7. PMID: 33039207). This
study found VAERS sensitivity for capturing anaphylaxis after seven different vaccines ranged from
13 to 76%, sensitivity for capturing GBS after three different vaccines ranged from 12 to 64%. Of
note, the study found the highest percent of adverse events captured in VAERS were after the 2009
H1N1 inactivated pandemic influenza vaccine. During this time, 76% of cases of anaphylaxis and 64%
of GBS were captured in VAERS. This suggests that the degree of under reporting in VAERS may be
mitigated in the setting of a pandemic where there is a heavy emphasis on vaccine safety. The
COVID-19 vaccine program is unique as under the EUA conditions of use there are mandatory
reporting requirement for vaccine administrators and manufacturers which likely would lead to
increasing capture of death reports. Although under reporting is a limitation in VAERS with regard to
COVID-19 vaccine safety monitoring, there currently is not evidence to suggest it would
underestimate the amount of COVID-19 associated related deaths to such a large degree.

In summary, FDA is continually monitoring the safety of COVID-19 vaccines using a number of
different systems - including VAERS. Current data reveals the vaccines have a favorable risk benefit
profile and supports use of these vaccines under EUA. FDA and CDC will continue to monitor reports
of all adverse events and update the public as more information becomes available.
Additional resources that you may find helpful can be found below:
FDA and CDC are committed to transparency and have held a number of public meetings and
released a wide range of materials discussing the safety of the COVID-19 vaccines. Examples of these
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include:
VRBPAC Presentations
ACIP Presentations:

June 23, 2021:
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-
06/03-COVID-Shimabukuro-508.pdf
May 12, 2021:
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-
05-12/07-COVID-Shimabukuro-508.pdf
April 23, 2021:
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-
04-23/03-COVID-Shimabukuro-508.pdf
April 14, 2021:
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-
04/03-COVID-Shimabukuro-508.pdf
February 28, 2021:
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-
02/28-03-01/05-covid-Shimabukuro.pdf
January 27, 2021:
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-
01/06-COVID-Shimabukuro.pdf
December 1, 2020:
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2020-
12/COVID-04-Shimabukuro-508.pdf

Morbidity and Mortality Weekly Reports (MMWR):
Gargano JW, Wallace M, Hadler SC, et al. Use of mRNA COVID-19 Vaccine After
Reports of Myocarditis Among Vaccine Recipients: Update from the Advisory
Committee on Immunization Practices — United States, June 2021. MMWR
Morb Mortal Wkly Rep. ePub: 6 July 2021. DOI:
http://dx.doi.org/10.15585/mmwr.mm7027e2
Shay DK, Gee J, Su JR, et al. Safety Monitoring of the Janssen (Johnson &
Johnson) COVID-19 Vaccine — United States, March–April 2021. MMWR Morb
Mortal Wkly Rep 2021;70:680–684. DOI:
http://dx.doi.org/10.15585/mmwr.mm7018e2external icon
Hause AM, Gee J, Johnson T, et al. Anxiety-Related Adverse Event Clusters After
Janssen COVID-19 Vaccination — Five U.S. Mass Vaccination Sites, April 2021.
MMWR Morb Mortal Wkly Rep 2021;70:685–688. DOI:
http://dx.doi.org/10.15585/mmwr.mm7018e3
MacNeil JR, Su JR, Broder KR, et al. Updated Recommendations from the
Advisory Committee on Immunization Practices for Use of the Janssen (Johnson
& Johnson) COVID-19 Vaccine After Reports of Thrombosis with
Thrombocytopenia Syndrome Among Vaccine Recipients — United States, April
2021. MMWR Morb Mortal Wkly Rep 2021;70:651-656. DOI:
http://dx.doi.org/10.15585/mmwr.mm7017e4
Gee J, Marquez P, Su J, et al. First Month of COVID-19 Vaccine Safety
Monitoring — United States, December 14, 2020–January 13, 2021. MMWR
Morb Mortal Wkly Rep 2021;70:283–288. DOI:
http://dx.doi.org/10.15585/mmwr.mm7008e3
Allergic Reactions Including Anaphylaxis After Receipt of the First Dose of
Moderna COVID-19 Vaccine — United States, December 21, 2020–January 10,
2021. MMWR Morb Mortal Wkly Rep 2021;70:125–129. DOI:
http://dx.doi.org/10.15585/mmwr.mm7004e1
Allergic Reactions Including Anaphylaxis After Receipt of the First Dose of
Pfizer-BioNTech COVID-19 Vaccine — United States, December 14–23, 2020.
MMWR Morb Mortal Wkly Rep 2021;70:46–51. DOI:
http://dx.doi.org/10.15585/mmwr.mm7002e1

Other Peer-Reviewed Studies:
Shimabukuro T, Nair N. Allergic Reactions Including Anaphylaxis After Receipt of
the First Dose of Pfizer-BioNTech COVID-19 Vaccine. JAMA. 2021;325(8):780–
781. doi:10.1001/jama.2021.0600
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Shimabukuro TT, Cole M, Su JR. Reports of Anaphylaxis After Receipt of mRNA
COVID-19 Vaccines in the US—December 14, 2020-January 18, 2021. JAMA.
2021;325(11):1101–1102. doi:10.1001/jama.2021.1967

Healthcare Provider and Public Data and Informational Websites:
Selected Adverse Events Reported after COVID-19 Vaccination -
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/adverse-
events.html
CDC Recommends Use of Johnson & Johnson’s Janssen COVID-19 Vaccine
Resume - https://www.cdc.gov/coronavirus/2019-
ncov/vaccines/safety/JJUpdate.html
Myocarditis and Pericarditis Following mRNA COVID-19 Vaccination -
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/myocarditis.html
CDC’s VAERS WONDER Program - https://wonder.cdc.gov/vaers.html

From: Hayley Altman Gans  
Sent: Sunday, September 26, 2021 6:16 PM
To: Hayes, Kathleen <Kathleen.Hayes@fda.hhs.gov>
Subject: [EXTERNAL] Fwd: Janet Woodcock PROMISED me they'd investigate Maddie de Garay
CAUTION: This email originated from outside of the organization. Do not click links or open attachments unless you
recognize the sender and know the content is safe.

Hi Kathleen
I am not sure who to reach out to, but I am getting numerous emails from Steve Kirsch, see example
below. And I am wondering if others are since the communications are to VRBPAC and ACIP.
I am curious if the FDA or CDC has any communications people that may be able to respond to him.
I would also love to know the details regarding is claims, is there a way to understand what he is
seeing in VAERS that appears to be at the foundation of his claims.
Thanks for any advise or if you prefer please put me in contact with someone who may be able to
address this.
Best
Hayley

Sent from my iPhone

Begin forwarded message:

From: Steve Kirsch <stk@skirsch.com>
Date: September 26, 2021 at 9:38:59 AM PDT
To: Stephanie de Garay <Shdegaray@outlook.com>
Cc: "Daniel O'Connor (doconnor@trialsitenews.com)" <doconnor@trialsitenews.com>,
Patrick deGaray <pdegaray@gmail.com>
Subject: RE: Janet Woodcock PROMISED me they'd investigate Maddie de Garay

Stephanie and Patrick,
What happened to your daughter is not right. Clearly, it wasn’t “bad luck” but as you
point out from identical cases, caused by the vaccines. VAERS makes this crystal clear
as well.
Unfortunately, nobody cares about the fraud in the Pfizer trial. Nobody cares that the
drug ruined your daughters life and the life of other kids. Or that other kids have died
from the vaccine.
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VAERS shows there have more deaths in kids from the vaccines than from COVID. John
Su at CDC won’t engage with me. He ignores all my emails and talking to him on the
phone was like talking to a wall. T
he outside committees will not engage in a discussion.
NOTHING matters to them.
They are all rubber stamps of government policy. They won’t pay attention to the data.
They don’t want to look at any peer-reviewed papers that confirm what I’ve been
saying about the deaths.
They just don’t give a shit if people die. Over 150,000 deaths using 8 different
methods… doesn’t matter. They can’t dispute any of these methods. They pretend they
don’t exist.
A silicon valley billionaire who is one of the smartest people in the world spent 2 hours
with me going over the data. He asked lots of questions. He could not find a hole in the
analysis.
The committees? Well, they won’t return a single email I sent.
I will keep trying to get their attention, but they were selected to be on the committee
because they have 100% blind allegiance to the clinical trials which were gamed (but
they aren’t interested in hearing why) and everything that happens in the real world is
ignored as anecdotal. So even though we can prove the trials were fraudulent, they
aren’t listening and will never listen. They are all miserable human beings.
-steve

From: Stephanie de Garay <Shdegaray@outlook.com> 
Sent: Sunday, September 26, 2021 10:58 AM
To: Steve Kirsch <stk@skirsch.com>
Cc: Steve Kirsch <stk@alum.mit.edu>; Daniel O'Connor (doconnor@trialsitenews.com)
<doconnor@trialsitenews.com>; Patrick deGaray <pdegaray@gmail.com>
Subject: Re: Janet Woodcock PROMISED me they'd investigate Maddie de Garay
There are two more teens with the exact same adverse reactions as Maddie. I have
messaged with both parents, the sequence of events following the vaccine has been
almost identical. None of us have been able to get the proper help for our daughters.
All healthy, happy teenagers before they got the vaccine. This isn’t right and it isn’t fair.
Please help our children so they can get back to who they were before the vaccine. And
help prevent this from happening to more kids. That is all we want, nothing else.
https://www.facebook.com/100001699368259/posts/4517213821678552/?d=n
https://www.facebook.com/Littles-Fight-100182848984373/

Kind regards,
Stephanie de Garay
(Maddie’s mom)
Sent from my iPhone

On Sep 26, 2021, at 10:28 AM, Steve Kirsch <stk@skirsch.com> wrote:

Dear VRBPAC and ACIP members:
The FDA and CDC did nothing after Janet Woodcock told me she’d
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investigate Maddie’s paralysis that started <24 hours after her Pfizer
injection.
Maddie was the 12 year old girl in the Pfizer phase 3 12-15 year old safety
study with 1,100 kids in each arm.
She’s paralyzed for life. She has to eat via a feeding tube. She cannot feel
from the waist down. She can’t hold her head up. It was reported in the
trial as abdominal pain so the trial would be approved.
Janet promised to investigate and nothing happened.
I pointed this fraud out at the VRBPAC meeting when I spoke.
https://twitter.com/NeverSleever/status/1439489527094071297
Nobody cares there is clinical trial fraud in a pivotal safety study??????
Just for the record, so you all are going to do nothing, and pretend it
didn’t happen, RIGHT???
I wanted to give you all one last chance before I call out all of you for
ignoring this. We can cripple 1 in 1,000 kids and this is OK???
-steve
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From: McNeill, Lorrie
To: stk@skirsch.com
Cc: Su, John (CDC); Anderson, Steven; Marks, Peter; "Forshee, Richard

(Richard.Forshee@fda.hhs.gov)"; Scott, John; Walderhaug, Mark O; 

Subject: RE: [EXTERNAL] Please respond to my public comment submitted at the ACIP meeting ASAP
Date: Thursday, September 2, 2021 4:26:00 PM

 
Dear Mr. Kirsch,
 
While your email was not directly addressed to FDA, we would like to note that we do not agree with
the analysis put forth in your comment, as we believe the data from VAERS that you reference were
not properly interpreted.  This is due to the limitations of VAERS itself, as well as limitations
regarding certain private patient information that is not available to individuals outside of the FDA
and CDC, as we noted in our correspondence to you dated July 27, 2021. 
 
FDA and CDC have multiple systems in place to monitor the safety of COVID-19 vaccines, including
VAERS.  We continue to find that the COVID-19 vaccines have a favorable benefit-risk profile,
supporting their use under Emergency Use Authorization.  Additionally, FDA’s approval last week of
Comirnaty (COVID-19 Vaccine, mRNA) followed a determination that the vaccine is safe and effective
in preventing COVID-19 in individuals 16 years of age and older.
 
Sincerely,
 
Lorrie H. McNeill
Director
 
Office of Communication, Outreach and Development
Center for Biologics Evaluation and Research
U.S. Food and Drug Administration
lorrie.mcneill@fda.hhs.gov  

              

 
 
-----Original Message-----
From: Steve Kirsch <stk@skirsch.com>
Sent: Wednesday, September 1, 2021 2:35 PM
To: Su, John (CDC) <ezu2@cdc.gov>; 
Cc: Anderson, Steven <Steven.Anderson@fda.hhs.gov>; Marks, Peter <Peter.Marks@fda.hhs.gov>;
Scott, John <John.Scott@fda.hhs.gov>; Forshee, Richard <Richard.Forshee@fda.hhs.gov>;
Walderhaug, Mark O <Mark.Walderhaug@fda.hhs.gov>; 

Subject: [EXTERNAL] Please respond to my public comment submitted at the ACIP meeting ASAP
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CAUTION: This email originated from outside of the organization. Do not click links or open
attachments unless you recognize the sender and know the content is safe.
 
 
Hello,
 
Attached is an updated public comment I submitted at the ACIP meeting. Since you are both
mentioned by name in the comment, I would like to give you an opportunity to respond before I
publish this on TrialSiteNews.
 
To the CBER team members on the Cc: line, you should take a very close look at this. If you can find
an error please let me know. If I don't hear from you, I will assume you have no objections to the
methods and the conclusions.
 
I worked with a team of 20 scientists in putting this together... VAERS experts, statisticians,
physicians, one Medical Examiner, multiple pathologists, and the inventor of the mRNA vaccine.
 
Thanks!
 
-steve
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