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October 22, 2021

VIA FEDERAL EXPRESS

Dear Chairman Monto, VRBPAC Members and FDA Staff:

We write to you on behalf of Children’s Health Defense (CHD), a non-profit organization
devoted to the health of people and the planet. We have actively followed your work to evaluate,
authorize and approve vaccines for the American public, and particularly children. We are aware
that you are likely to authorize Pfizer’s BioNTech SARS-CoV-2 vaccine for children aged 5-11
at your meeting on October 26, 2021. Your authorization thus will expose over 20 million
children in the United States, and millions more around the world, to potential COVID-19
vaccination of an Emergency Use Authorization (EUA) product.

We are writing to put you on notice that should you grant EUA status to this pediatric EUA
vaccine, CHD is poised to take legal action against you and other VRBPAC voting members as
well as the FDA. CHD will seek to hold you accountable for recklessly endangering this
population with a product that has little efficacy but which may put them, without warning, at
risk of many adverse health consequences, including heart damage, stroke and other thrombotic
events and reproductive harms.

We briefly outline why such authorization would be reckless.

1. The risks demonstrably outweigh the benefits of COVID vaccination for young
children. Deaths and hospitalizations are rare and have been inflated inaccurately.

2. Nearly half of all children have natural immunity to COVID, according to the CDC.
There is no ethical justification for superfluous vaccination that will put children at
elevated risk of vaccine harm.

3. Some children likely will die or be permanently injured from these vaccines based on
the authorization for children 12-16.

4. The clinical trials for the pediatric vaccine were too small to detect safety signals for
a population in the millions.

5. There are no long-term safety data for COVID vaccination of young children,
making this an experiment rather than appropriate medical prevention.

6. Unethical coercive pressure will be applied to children and their parents, as has
occurred with older children and adults. To grant authorization is to abet this unethical
coercion that violates the Nuremberg Code’s first principle.



7. There is no available care for children injured by COVID shots. The science and
medicine have not yet developed, and most families will be unable to cover the costs of
potential catastrophic injuries.

8. VRBPAC members should not participate in an exercise disguising a foregone
conclusion. The President’s purchase of 65 million pediatric doses, the CDC guidance for
COVID vaccine delivery, the AAP’s promotion of COVID vaccination for children all
call into question whether this committee’s deliberations mean anything. If the
Administration is unprepared to wait for your advice, let alone heed it, you should
signify your disapproval on behalf of the country the FDA is meant to protect.

9. First do no harm. You are physicians who owe a duty to patients and medical ethics. If
you authorize these shots, given all you know, will you be upholding your oath? If not, is
it possible that your acts could later be seen as reason to remove your medical licenses?

10. The liability-free nature of your deliberations may not stand the test of time. In the
fullness of time, your decisions may not have the liability protection that they currently
enjoy. Under the PREP Act of 2005, all actors advancing an EUA agenda for medical
countermeasures enjoy liability protection, absent willful misconduct. Nonetheless, if at a
later point these shots are deemed non-therapeutic gene products that you knowingly and
recklessly authorized, and which were then distributed to children as a direct result of
your decision, it is possible that liability could later attach.

11. There is no COVID emergency for children of this age.

12. There are safer drugs that could be used prophylactically and therapeutically for
COVID in children. There is extensive and compelling medical evidence for this
assertion; and the choice to eschew use of these drugs in favor of a demonstrably
dangerous vaccine is arbitrary and capricious.

We ask that you carefully consider all the information above before making any
recommendation to authorize Pfizer's vaccine in the 5 through 11 year age group at your
meeting on Tuesday, October 26, 2021.

Sincerely yours,

Robert F. Kennedy, Jr. Meryl Nass, M.D.

1227 North Peachtree Parkway, Suite 202, Peachtree City, GA 30269
childrenshealthdefense.org



Let's investigate the basis for claims that children aged five through eleven need to be vaccinated for COVID.

1. The truth is that children aged 5-11 are at extremely low risk of hospitalization, death, MIS-C or Long
COVID.

a. What is the actual risk of hospitalization, death, and MIS-C in aged 5-11 year old children? This age group has

the lowest rate of severe disease and death than all other age cohorts. CDC reports 94 COVID-19 deaths with

COVID since January 1, 2020 in the 5 through 11 age group. However, CDC designates these as deaths "involving
COVID" or "with COVID" rather than due to COVID,' according to CDC's chart below.

b. In the October 2021 Pediatrics a report by David McCormick et al. showed that of 112 pediatric deaths
associated with SARS-CoV-2, 86% had comorbidities, especially obesity, neurologic and developmental conditions.
The mean age of decedents was 17.2

c. Itis impossible to separate deaths with COVID from those due to COVID in the US because the CDC does not
distinguish them. But what we do know is that child deaths due to COVID in Germany, according to the BILD
newspaper, were 20 in May 2021, in a country with 85 million people. Pediatric deaths were "under 30" through

March 2021, according to the UK government, with 60 million people.®

COVID Population Fatality Ratios By Single Year of Age
Data from January 1, 2020 to October 16, 2021, as of October 20, 2021.
Source: hitps /data cde goviresource Japk-4udf csv Population from CDC Wonder.
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Deaths from COVID
‘incredibly rare’among
children

Studies find that overall risk of death or severe disease from COVID-19 is
very low in kids.

d. Regarding MIS-C, the data are sparse. The UK's Joint Committee on Vaccination and Immunisation (JCVI)
stated on 3 September 2021, based on data from the UK, Canada and the US:*

"There are no clinical trial data of vaccine efficacy against PIMS-TS [MIS-C], nor any real-world
estimates of vaccine effectiveness. Post-COVID-19 svndrome (often called ‘long COVID’) has been
reported in children and young people. Existing studies suggest that longer term (=8 weeks) symptoms
Jfollowing SARS-CoV?2 infection occur in about <1% to 10% of persons after COVID-19, with controlled

studies generally reporting rates at the lower end of this rangefeeeeZl

e. Regarding hospitalizations, we have some case series from pediatric hospitals in the US. In one report in
Hospital Pediatrics,’ of 146 hospitalized pediatric COVID cases during 5 months in 2020, only 20 (14%) were
deemed 'significantly symptomatic.' Only 24 of the total were actually admitted because of COVID. Of those
significantly symptomatic, 60% were obese and 35% had asthma. COVID-19 was either incidental or minimally
related to the reason for hospitalization in 86% of the admissions. Of the 4 pediatric deaths in this series, only one
was attributed to COVID by the authors, in a "medically complex patient admitted for respiratory failure."

A recent CDC MMWR publication on pediatric hospitalizations® contained the following graph, based on which

CDC claimed massive increases in pediatric hospitalizations this summer.

FIGURE 2. COVID-19—associated weekly hospi 15 per 100,000 chi and * by age group — COVID-NET, 14 states,’
March 1, 2020—August 14, 2021 (3-week smoothed nmmng average:‘:)’3
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However, it should be compared to another CDC graph below, updated through October 16: CDC's graph of
COVID-associated hospitalization rates by age.” The gray dotted line represents the 5 through 11 age group. It hugs

* Ibid.
* https://pubmed.ncbi.nlm.nih.gov/34011567/.
¢ https://www.cdc.gov/mmwr/volumes/70/wr/mm7036e2.htm#F1_down.
7 https://gis.cdc.gov/grasp/covidnet/covid19_3.html.
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the X axis, and has already dropped back to baseline since its slight uptick in the summer. The aqua line represents
the 18-49 year group, the navy line represents the 50-64 year group and the red line 65 years and above.

These graphs and detailed reports from pediatric hospitals, including the report by Lauren Kushner et al.,® "“For
COVID” or “With COVID”: Classification of SARS-CoV-2 Hospitalizations in Children" make clear that
hospitalization rates due to COVID are essentially negligible in this age group, even during peaks of infection. The
reason CDC could claim steep increases in pediatric hospitalizations was because even a handful of additional
hospitalizations caused a marked increase in the rate, and because it included hospitalizations in which COVID was
an incidental finding.
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particular, case counts and rates for recent hospital admissions are subject to lag. As data are received each week, prior case counts and rates are updated accordingly. COVID-NET conducts population-
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f. Regarding MIS-C, this is a problem whose dimensions are uncertain, and for which the role of vaccinations is
unknown.

2. Pediatric vaccinations cannot be justified as necessary for herd immunity, when herd immunity itself is
impossible to achieve with current vaccines. Vaccinating children to protect adults is also unethical.

a. Given the rapid waning of protection and the inability of current vaccines to prevent transmission of
SARS-CoV-2, admitted by CDC Director Walensky,’ it is not possible to achieve herd immunity with vaccination.

In fact, the UK's head of the Oxford Vaccine Group, Professor Sir Andrew Pollard, told Parliament that herd
immunity due to vaccination was a myth, and "not a possibility.""’

b. While protecting the elderly has sometimes been used as the justification for vaccinating children (for example,
against influenza) it is unethical to have one group take on risk to protect another group. It is even more problematic
when the group being asked to assume the risk, children, cannot give informed consent. When the magnitude of the
risk is significant (of myocarditis, for example) but has not been quantified, and the long-term risks of vaccination
are unknown, demanding children shoulder this risk for others is ethically untenable.

% https://hosppeds.aappublications.org/content/early/2021/05/18/hpeds.2021-006001.
? https://beckernews.com/walensky-180-40752/.
1 https://thehill.com/policy/healthcare/567414-herd-immunity-not-a-possibility-with-delta-variant-oxford-vaccine-group.
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3. We know nothing about the long-term risk of vaccination in children. The myocarditis risk immediately
after vaccination in older children is considerable, potentially life-threatening, and increased exponentially
with decreasing age.

a. The risk might be very high. The pediatric clinical trials are too small to quantify the risk from myocarditis and
quantify the risk of most other adverse events.

FDA acknowledged, in its approval Jetter to BioNTech, c/o Pfizer on August 23, 2021, that it was unable to assess
the "known serious risks of myocarditis.""

"We have determined that an analysis of spontaneous post-marketing adverse events reported under section
505(k)(1) of the FDCA will not be sufficient to assess known serious risks of myocarditis and pericarditis
and identify an unexpected serious risk of subclinical myocarditis.

Furthermore, the pharmacovigilance system that FDA is required to maintain under section 505(k)(3) of
the FDCA is not sufficient to assess these serious risks.

Therefore, based on appropriate scientific data, we have determined that you are required to conduct the
following studies..."

FDA told BioNTech-Pfizer that since FDA was unable to assess the myocarditis risk, it expected BioNTech-Pfizer to
do so. FDA wants Pfizer's final reports on myocarditis to be submitted in 2024 and 2025. Do you think it is okay to
vaccinate tens or hundreds of millions of the world's children before BioNTech-Pfizer tells us to what extent their
vaccines damage childrens' hearts?

b. According to the Jerusalem Post on October 7, 2021, the health ministry was considering whether "individuals
vaccinated with the Pfizer coronavirus vaccine may be asked to avoid strenuous exercise [including swimming] and
other physical activity for one week after receiving each dose due to cases of myocarditis..."

c. Let's review some of the data that has been presented at VRBPAC and ACIP meetings this year.

Preliminary myocarditis/pericarditis reports to VAERS following dose 2
mRNA vaccination, Exp. vs. Obs. using 7-day risk window (data thru Jun 11, 2021)

Females Males
Doses Doses
Age groups admin Expected™’ | Observed' admin Expected”’ | Observed®
12-17 yrs 2,189,726 0-2 19 2,039,871 0-4 128
18-24 yrs 5,237,262 1-6 23 4,337,287 1-8 219
25-29 yrs 4,151,975 0-5 7 3,625,574 1-7 59
30-39 yrs 9,356,296 2-18 11 8,311,301 2-16 61
40-49 yrs 9,927,773 2-19 18 8,577,766 2-16 34
50-64 yrs 18,696,450 4-36 18 16,255,927 3-31 18
65+ yrs 21,708,975 4-42 10 18,041,547 3-35 11
Not reported = = 1 - - 8

* Assumes a 7-day post-vaccination observation window (i.e., symptom onset from day of vaccination through Day 6 after vaccination)

" Based on Gubernot et al. U.S. Population-Based background incidence rates of medical conditions for use in safety assessment of COVID-19 vaccines. Vaccine. 2021 May 14:50264-
410X(21)00578-8. Expected counts among females 12-29 years adjusted for lower prevalence relative to males by factor of 1.7 (Fairweather, D. et al, Curr Probl Cardiol. 2013;38(1):7-46).

28

" https:/www.fda.gov/media/151710/download (Page 6).
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Confining ourselves to males who received a 2nd dose of an mRNA vaccine and reported myocarditis within a week
of the shot to VAERS, we see that the reported myocarditis rate in the age group 12-17 (62.7/million) was over 100
times greater than in the over-65 group (0.6/million). Graphing these rates (below) we see that the rates increased
exponentially as age decreased. Extrapolating from this graph we could expect the highest myocarditis rates in

younger children.

VAERS Reports of myocarditis/pericarditis

following dose 2 of an mRNA vaccine in males within 7 days of vaccination:
Rate per million doses by age
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Tweeting'? from the October 21, 2021 ACIP meeting, esteemed reporter for Stat, Helen Branswell, informed us that
the rate of myocarditis in military servicemembers under age 20 was over 100 cases per million.

12 https://twitter.com/HelenBranswell/status/1451237720722915328
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Helen Branswell £ @HelenBranswell - 21h
21. This point has been made before, but boy, this rate of
myocarditis in younger males (under 20 yo) after an mRNA
vaccine is ... not small. #ACIP

* Military Health System continues to identify and follow patients with myocarditis ¥
following COVID-19 vaccination

* Overall rate of myocarditis within 7 days of vaccination is 10 cases per million doses,
buthMWmMmﬂmwmmmm

* Approximately two—lhlrdsofmﬁenu report feeling fully recovered within 6 weeks of

diagnosis; standard American College of Cardiclogy dations limit
activity for 3-6 months; follow-up within Military Health System is ongoing
June 29, 200

Myocarditis Following Immunization With mRNA
COVID-19 Vaccines in Members of the US Military
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The third graphic is the report to VAERS of a death in a 15 year old, attributed to myocarditis, six days after
receiving a COVID vaccination.

Details for VAERS 1D: 1764974-1
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FDA's Doran Fink pointed out at a recent meeting that we have no idea of the rate of subclinical myocarditis. Nor
are there good data regarding the long-term sequelae of COVID vaccine-induced myocarditis in teens or other



children. Recall that a 2015 military study by Renata Engler et al. revealed a rate of subclinical myocarditis after a
1st smallpox vaccine to be one in thirty."

4. The evidence suggests that Pfizer is neither reliable nor trustworthy.

a. Pfizer is projected to earn $33 billion dollars this year in vaccine sales, and more than that next year. Do you
honestly think Pfizer-BioNTech will try to identify the actual rate of myocarditis in children, when so much money
is at stake? I am sure you are aware that Pfizer is the world's largest drug company, and also that Pfizer has paid
more in fines to federal and state governments than any other pharmaceutical company.

b. An October 19, 2021 Public Citizen report'’ titled Pfizer's Power, discussing Pfizer and its COVID vaccine
contracts notes:

"neither Pfizer nor the U.S. government can make “any public announcement concerning the existence,
subject matter or terms of this Agreement, the transactions contemplated by it, or the relationship between
the Pfizer and the Government hereunder, without the prior written consent of the other.”[28] The contract
contains some exceptions for disclosures required by law."

I recommend you read the entire brief report to understand the nature of the vaccine company whose product you are
dealing with.

5. What we don't know yet, or haven't been told, is critically important. Why rush the shots into children?

a. Four Nordic countries recently halted the use of Moderna's vaccine in some age groups due to the risk of
myocarditis. It was reported by the Wall Street Journal that FDA paused its review of the Moderna vaccine for
teenagers in response to the Nordic countries' action.'> The article was subtitled, "Agency holds off decision on
expanding use of shot to 12-to-17-year-olds while it looks into risk of rare heart condition."

Shouldn't FDA hold off its expansion of the Pfizer shot to 5-11 year olds, since Pfizer's shot also causes myocarditis,
until it has completed this review?

b. The VAERS data on myocarditis are clearly concerning. The absence of data from other FDA and CDC-
accessible databases ought to be alarming. When 60% of the US has been vaccinated, how can it be that we still do
not know the actual rates of myocarditis in the population? Is this information being concealed in order to garner
authorizations for the vaccines in the pediatric population?

c. Other information from VAERS ought to have raised an alarm long ago. How can it be that adverse event reports
input to VAERS are greater, since the COVID vaccines were rolled out, than all cumulative AE reports to VAERS
for the prior thirty years? Death reports for 2021 are also greater than cumulative deaths reported to VAERS over
the preceding 30 years. Why has no public health official explained this? Why has CDC, which is charged with
investigating every reported death in VAERS, simply waved its hands and claimed none are due to vaccination,
without providing any data?

3 https://pubmed.ncbi.nlm.nih.gov/25793705/.
' https://www.citizen.org/article/pfizers-power/.
15 https://www.wsj.com/articles/fda-delays-moderna-covid-19-vaccine-for-adolescents-to-review-rare-myocarditis-side-effect-11634315159.



https://www.citizen.org/article/pfizers-power/
https://www.citizen.org/article/pfizers-power/#_ftn28
https://www.wsj.com/articles/fda-delays-moderna-covid-19-vaccine-for-adolescents-to-review-rare-myocarditis-side-effect-11634315159
https://www.wsj.com/articles/fda-delays-moderna-covid-19-vaccine-for-adolescents-to-review-rare-myocarditis-side-effect-11634315159

All Deaths Reported to VAERS by Year

12,500
10,000

7,500

Reported Deaths

d. The bottom line is that we have no idea of either the short or long-term risk of the Pfizer vaccine in 5-11 year old
children, but it is reasonable to assume the risk of myocarditis could be considerable. Other risks have not been
quantified but could also be considerable. Yet we do not even know their magnitude in adults, after 6.8 billion
COVID vaccinations have been administered throughout the world.'® How can anyone possibly justify vaccinating
children with vaccines for which the world's public health professionals have failed to collect and analyze the most
rudimentary data on safety during the largest rollout of (mostly experimental) vaccines in the history of the world?

Obviously, policies were put in place such that we will never know the risks of COVID vaccinations nor the
magnitude of those risks. Why?

6. The benefit exceeds the risk.

a. In the past, your briefers have exaggerated the harms to children from COVID and magnified the benefits of
vaccination in order to claim that benefit exceeds risk. This was accomplished through the use of datasets that
inexplicably failed to yield adverse event signals, conflating deaths and hospitalizations "with" COVID as if all were
"due to" COVID, ignoring the existence of naturally acquired immunity and making overly optimistic assumptions
about the efficacy and duration of vaccine-induced protection. However, if you use more realistic data, such as
presented here, the risk exceeds benefit in the 12-15 age group, and will exceed benefit in the 5-11 year age group
also.

b. One of your briefers who failed to find adverse event signals in the VSD was Nicola Klein, who is the Principal
Investigator (PI) in multiple COVID vaccine studies for Pfizer conducted in both adults and children. Those trials
have brought in many millions of dollars to her institution. This conflict of interest was undisclosed.

c. What percentage of young children are already immune? At a June VRBPAC meeting we learned that 27% of
children were naturally immune, a higher proportion than in any other age group. They were tested using
anti-nucleocapsid antibodies. Since then, they have had a summer in which to play together and two months of
in-person schooling, and their immunity could be approaching 50%. Vaccinating these children will expose them to
risk without the prospect of benefit. Why do it?

d. FDA allows Pfizer to use anti-nucleocapsid antibody tests to identify prospective subjects for clinical trials who
have preexisting immunity; they are not included in the efficacy analysis. Yet FDA and CDC do not allow ordinary
American children or adults to use the identical test to demonstrate that they are already immune and don't need
vaccinations for COVID. Why do you think this is? Does it make medical or scientific sense? Common sense?
Why are Americans forbidden from demonstrating they are immune and can safely go with their life unvaccinated?

' https://www.bloomberg.com/graphics/covid-vaccine-tracker-global-distribution/.

8


https://www.bloomberg.com/graphics/covid-vaccine-tracker-global-distribution/
https://www.bloomberg.com/graphics/covid-vaccine-tracker-global-distribution/

e. Didn't you find it surprising that so many federal public health officials claimed that recovered immunity was
expected to be weaker than vaccine-induced immunity? Didn't that go against what you learned in medical school?
Can everyone finally agree that recovered immunity is broader and longer-lasting than immunity derived from
current COVID vaccines?'’

7. Beware the data tricks being employed to minimize safety concerns.

a. You know that VAERS is a passive reporting system that is intended to provide signals of potential safety
problems, which must be evaluated with additional studies. You know that VAERS data cannot be used to calculate
the rates of any adverse reaction. Yet CDC did exactly that for anaphylaxis, claiming the rate of VAERS reporting
was the rate of occurrence.'®

b. When a high quality study of MGH and Brigham hospital employees showed that anaphylaxis occurred in 250
per million employees,"” CDC failed to update its website and still claims, as of October 18, 2021 that anaphylaxis
occurs only 2-5 times per million COVID vaccinees.” Which begs the question: how accurate are CDC's other
adverse event rates?

c. CDC has made a number of changes to its standard practices since the beginning of the pandemic. Here is just
one example. Beginning on May 1, 2021, for CDC to accept a report of a breakthrough case, the infected case must
have required hospitalization or died and had their infection confirmed with a PCR test using 28 or fewer cycles.”!
Other problems with data acquisition of breakthrough cases® have further contributed to keeping the official number
of such cases much lower than they really are. In the UK, in all age cohorts of 30 years and up, there is a higher rate
of COVID cases in the vaccinated compared to the unvaccinated.=

COVID-19 vaccine surveillance report — week 42

Table 2. COVID-19 cases by vaccination status between week 38 and week 41 2021

Received Received
Cases reported one dose one dose, ds:s?:‘f 4 Ra:sr: ol‘l'ln‘:ﬂn Rates among
by specimen date . Not (1-20 days 221 days persons not
between week 38 Aaial Dolinkdh vaccinated before before d:;:db::: Jﬂa:;i?ud vaccinated
and week 41 2021 specimen specimen (per 100,000)
date) dile date (per 100,000)

Under 18 397,882 24,292 351,148 10,698 11,001 743 3141 30136
18-29 62,885 7,512 20,902 758 8,404 25,309 462.1 615.4
30-39 92,257 7,346 21,726 636 6,545 56,004 956.7 751.1
40-49 130,904 7,297 13,022 293 3,800 106,492 1,731.3 7729
50-59 88,020 4,790 5,399 80 1,632 76,119 1,075.3 528.6
60-69 45,155 2,614 1,872 24 617 40,028 704.1 3471
70-79 27,360 1,559 658 12 215 24,916 537.9 267.6
=80 11,907 854 382 7 215 10,449 406.8 3041

* Individuals whose NHS numbers were unavailable to link to the NIMS

** Interpretation of the case rates in vaccinated and unvaccinated population is particularly susceptible to changes in denominators and should be interpreted
with extra caution

d. Maddie de Garay was a healthy 12 year old when she entered Pfizer's pediatric COVID vaccine trial at the
University of Cincinnati with her two siblings. She became ill immediately after the second dose with high fever and
then a wide range of symptoms. Over the subsequent six months she had about a dozen ER visits and six
hospitalizations. She has required a feeding tube to be nourished and uses a wheelchair.?* Dr. Frenck, the PI, was her
physician and is aware of these problems. Yet she was not reported as a serious adverse event in the trial documents,

'7 https://www.cell.com/cell-reports-medicine/fulltext/S2666-3791(21)00203-22s=03#%20.

'8 https://childrenshealthdefense.org/defender/did-cdc-mislead-public-allergic-reactions-moderna-vaccine/.
' https://jamanetwork.com/journals/jama/fullarticle/2777417.

% https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/adverse-events.html.

2! https://www.cdc.gov/vaccines/covid-19/health-departments/breakthrough-cases.html.

2 https://www.politico.com/news/2021/08/25/cdc-pandemic-limited-data-breakthroughs-506823.
23

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment _data/file/1027511/Vaccine-surveillance-report-week-42.p
df.
* https://www.fox6now.com/news/senator-johnson-families-speak-covid-vaccine-adverse-reactions.
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and when her trial was published in the NEJM, there were no serious vaccine-related adverse events listed for any
subject. Her physician, Dr. Frenck, was the first author of the NEJM study. How many other subjects in Pfizer's
trials were similarly injured, but went unreported? How many Principal Investigators issued positive reports despite
knowing of injuries?

8. How many vaccines will children need? What are the cumulative risks? How can we be sure there will be
no ADE?

a. None of this is known. Under what conditions is it acceptable to experiment on millions of our children
simultaneously?

b. In Israel, the green pass expired after 6 months, and college students have already received a booster dose. As
you know, data regarding booster dose efficacy and safety is scanty. Evidence of cumulative dose safety does not
exist.

9. Conflicts of interest.

a. We at Children's Health Defense have not devoted ourselves to investigating potential VRBPAC member
conflicts of interest (COls), but we noted that half the voting VRBPAC members are temporary members,
presumably installed to replace permanent members who disclosed COIs. Yet 3 current voting members have
glaring COls. Eric Rubin, editor in chief of the New England Journal of Medicine, has published all the Pfizer
clinical trials, and the NEJM will have earned a considerable sum for reprints and advertising from Pfizer. Drs.
Amanda Cohn and Melinda Wharton are both career CDC employees. Were either of them to vote against a vaccine
authorization or approval it could have severe consequences for their careers.

Both Eric Rubin and Melinda Wharton are temporary members. We are dismayed that conflicted temporary
members were selected to replaced conflicted permanent members on the VRBPAC.

10. Early treatment works, but to acknowledge this would prevent EUAs from being issued for COVID
vaccines and on-patent drugs like Regeneron's monoclonal antibodies, remdesivir and molnupiravir.

a. The statute under which Emergency Use Authorizations (EUA) are defined requires that there exist no alternative
approved, adequate and available product in order for an EUA to be issued.” Had effective drugs not been
deliberately suppressed, no EUAs could have been issued.

b. If children and adults were treated early with proven drug combinations, very few would progress to the
inflammatory and thrombotic stage of COVID-19. While this statement may appear controversial, forest plots of the
compiled literature on hydroxychloroquine and ivermectin for COVID are very compelling, with average efficacy
against the different endpoints of 64% to over 80%.%

c. The Nebraska Attorney General on October 15 issued an extraordinary 48 page opinion regarding these two
drugs, giving safe harbor to medical practitioners and pharmacists who prescribe and dispense them with informed
consent. We expect to see more opinions like it as the states protect the public from the harmful acts of health
professionals.

d. The probable efficacy of chloroquine drugs for coronaviruses was demonstrated in experiments published by the
CDC in 2005 and by Dr. Fauci's NIAID in 2014.%” ® This prior knowledge, obtained by CDC and NIH regarding
these drugs' efficacy at standard doses and their safety at standard doses, while agency officials suppressed their use
during the pandemic, is clear evidence of willful misconduct and nullifies liability protection for these federal
officials.

25

https://www.fda.gov/emergency-preparedness-and-response/mem-legal-regulatory-and-policy-framework/emergency-use-authorization#abouteua
s.
% from the c19study.com website: hcqmeta.com and ivmmeta.com.

T https://virologyj.biomedcentral.com/track/pdf/10.1186/1743-422X-2-69.pdf.
Zhttps://www.ncbi.nlm.nih.gov/pmc/articles/PMC4136071/pdfizac4875.pdf.
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| All 32 hydroxychloroquine COVID-19 early treatment studies hegmeta.com Oct 1, 2021
Improvement, RR [C]] Treatment Control  Dose (4d)

Gautret 66% 0.34[0.17-0.68] viral+ 620  14/16 249 —— |

Huang (RCT) 92% 008[0.01132) norecov. 0710 612 4000

Esper 64% 036[0.15087] hosp. /412 12224 209 —_—— |

Ashraf 68% 032[0.10-1.10] death 077 25 169 .

Huang (ES) 59% 041[026064) vialtime 32(n) 37 (n) 20g(c) -

Guérin 61% 039[0.029.06) death 020 /34 249

Chen (RCT) 72% 028[0.11-074) vialtime  18(n)  12(n) 169 —

Derwand 79% 021[0.031.47] death n4a 13877 16

Mitja (RCT) 16% 0:84[0.352.03) hosp. 8136 1AST 209 -

‘Skipper (RCT) 37% 063[0.21-191] hosp/death 5231  8/234 329 —_—

Hong 65% 0.35[0.130.72) virak+ 42(n)  48(n) na .

Bemabeu-Wittel 59% 0.41[0.36-0.95] death 189(n) 83 (n) 209 -—

Yu(ES) 85% 015[0.02-1.05] death 173 2382608 169

by 56% 0.44[0.26:0.75) deatn 18116 20110 249 —a—

' 55% 0450011185 death 2097 44670 wa ==

| Heras 96% 004 [0.02:0.09] death 870  16/30 wa =

Kirenga 26% 074[0.47-1.17) recov.time 29(n) 27 (n) wa —

Sulaiman 64% 036[0.17-0.80] death INBI7 5443724 209 —— |

Guisado-Vasco (ES) 67% 033[0.051.55] death 2/65  139/542  n/a —_—

SzenteFonseca  64% 0.36[0.200.67) hosp. 25/175 B89/542 209 B |

Cadegiani 81% 019[0.01-3.88] death 0159 2137 169

Simova 94% 0.06[0.00-1.13] hosp. 033 25 249

Omrani (RCT) 12% 086[0.262.94) hosp. 71304 4N52 249 B —

Agusti 68% 032[0.06-167) progression 2/87  4/55 209 e

‘Su 85% 015[0.04-057) progression 261(n)  355(1) 169 .

Amaravadi (RCT) ~ 60% 0.40[0.13-1.28] no recov. 15 612 329 - —

| Roy 2% 098[0.452.20] recov.time 14(n)  15(n) na =

Mokhtari 70% 030[0.200.45] death 27/1295 287/21464 209 -

Million 83% 0.17[0.060.48] death 5/8315 11/2114 249 —-—

‘Sobngwi (RCT) 50% 048[0.09258) norecov.  2/95  4/92 169

Rodrigues (RCT)  -200%3.00 [0.13-71.6] hosp. Va2 o2 329

| Sawanpanyalert  42% 0.58[0.181.91] progression n/a na varies. . -
satment, 64% 0.36 [0.29-0.46] 148/20390 996/34.231 -

0 02505075 1 125 1.5 1.75

| Tou?=020,7 = 529% 2 =820 Effect extraction pre-specified, sec appendix Favors HCQ  Favors control A

11. Spike protein, the putative antigen induced by all 3 COVID vaccines, is a toxin.

It is produced and enters the circulation, has predictable negative consequences to vascular endothelium, activates
platelets, and crosses the blood brain barrier. It would be expected to trigger the destruction of cells that produce it
and present it on their surfaces. Products that induce the production of spike protein should only be used after
careful consideration of the individual recipient's risks and benefits. They should not be employed in mass
vaccination programs where there is no learned practitioner to weigh appropriate use, nor in individuals with a very
low risk of serious COVID disease.
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