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Five weeks ago, when I raised questions about the results
of Pfizer’s and Moderna’s COVID-19 vaccine trials, all that
was in the public domain were the study protocols and a
few press releases. Today, two journal publications and
around 400 pages of summary data are available in the
form of multiple reports presented by and to the FDA prior
to the agency’s emergency authorization of each
company’s mRNA vaccine. While some of the additional
details are reassuring, some are not. Here I outline new
concerns about the trustworthiness and meaningfulness
of the reported efficacy results.
“Suspected COVID-19”
All attention has focused on the dramatic efficacy results:
Pfizer reported 170 PCR confirmed COVID-19 cases, split
8 to 162 between vaccine and placebo groups. But these
numbers were dwarfed by a category of disease called
“suspected COVID-19”—those with symptomatic COVID19 that were not PCR confirmed. According to FDA’s
report on Pfizer’s vaccine, there were “3410 total cases of

suspected, but unconfirmed COVID-19 in the overall
study population, 1594 occurred in the vaccine group vs.
1816 in the placebo group.”
With 20 times more suspected than confirmed cases, this
category of disease cannot be ignored simply because
there was no positive PCR test result. Indeed this makes it
all the more urgent to understand. A rough estimate of
vaccine efficacy against developing COVID-19 symptoms,
with or without a positive PCR test result, would be a
relative risk reduction of 19% (see footnote)—far below
the 50% effectiveness threshold for authorization set by
regulators. Even after removing cases occurring within 7
days of vaccination (409 on Pfizer’s vaccine vs. 287 on
placebo), which should include the majority of symptoms
due to short-term vaccine reactogenicity, vaccine efficacy
remains low: 29% (see footnote).
If many or most of these suspected cases were in people
who had a false negative PCR test result, this would
dramatically decrease vaccine efficacy. But considering
that influenza-like illnesses have always had myriad
causes—rhinoviruses, influenza viruses, other
coronaviruses, adenoviruses, respiratory syncytial virus,
etc.—some or many of the suspected COVID-19 cases
may be due to a different causative agent.
But why should etiology matter? If those experiencing
“suspected COVID-19” had essentially the same clinical
course as confirmed COVID-19, then “suspected plus

confirmed COVID-19” may be a more clinically meaningful
endpoint than just confirmed covid-19.
However, if confirmed COVID-19 is on average more
severe than suspected COVID-19, we must still keep in
mind that at the end of the day, it is not average clinical
severity that matters, it’s the incidence of severe disease
that affects hospital admissions. With 20 times more
suspected covid-19 than confirmed covid-19, and trials
not designed to assess whether the vaccines can
interrupt viral transmission, an analysis of severe disease
irrespective of etiologic agent—namely, rates of
hospitalizations, ICU cases, and deaths amongst trial
participants—seems warranted, and is the only way to
assess the vaccines’ real ability to take the edge off the
pandemic.
There is a clear need for data to answer these questions,
but Pfizer’s 92-page report didn’t mention the 3410
“suspected COVID-19” cases. Nor did its publication in
the New England Journal of Medicine. Nor did any of the
reports on Moderna’s vaccine. The only source that
appears to have reported it is FDA’s review of Pfizer’s
vaccine.
The 371 individuals excluded from Pfizer vaccine
efficacy analysis
Another reason we need more data is to analyse an
unexplained detail found in a table of FDA’s review of

Pfizer’s vaccine: 371 individuals excluded from the
efficacy analysis for “important protocol deviations on or
prior to 7 days after Dose 2.” What is concerning is the
imbalance between randomized groups in the number of
these excluded individuals: 311 from the vaccine group vs
60 on placebo. (In contrast, in Moderna’s trial, there were
just 36 participants excluded from the efficacy analysis
for “major protocol deviation”—12 vaccine group vs 24
placebo group.)
What were these protocol deviations in Pfizer’s study, and
why were there five times more participants excluded in
the vaccine group? The FDA report doesn’t say, and these
exclusions are difficult to even spot in Pfizer’s report and
journal publication.
Fever and pain medications, unblinding, and primary
event adjudication committees
Last month I expressed concern about the potential
confounding role of pain and fever medications to treat
symptoms. I posited that such drugs could mask
symptoms, leading to underdetection of COVID-19 cases,
possibly in greater numbers in people who received the
vaccine in an effort to prevent or treat adverse events.
However, it seems their potential to confound results was
fairly limited: although the results indicate that these
medicines were taken around 3–4 times more often in
vaccine versus placebo recipients (at least for Pfizer’s
vaccine—Moderna did not report as clearly), their use was

presumably concentrated in the first week after vaccine
use, taken to relieve post-injection local and systemic
adverse events. But the cumulative incidence curves
suggest a fairly constant rate of confirmed COVID-19
cases over time, with symptom onset dates extending well
beyond a week after dosing.
That said, the higher rate of medication use in the vaccine
arm provides further reason to worry about unofficial
unblinding. Given the vaccines’ reactogenicity, it’s hard to
imagine participants and investigators could not make
educated guesses about which group they were in. The
primary endpoint in the trials is relatively subjective
making unblinding an important concern. Yet neither FDA
nor the companies seem to have formally probed the
reliability of the blinding procedure, and its effects on the
reported outcomes.
Nor do we know enough about the processes of the
primary event adjudication committees that counted
COVID-19 cases. Were they blinded to antibody data and
information on patients’ symptoms in the first week after
vaccination? What criteria did they employ, and why, with
a primary event consisting of a patient-reported outcome
(COVID-19 symptoms) and PCR test result, was such a
committee even necessary? It’s also important to
understand who was on these committees. While
Moderna has named its four-member adjudication
committee—all university-affiliated physicians—Pfizer’s
protocol says three Pfizer employees did the work. Yes,

Pfizer staff members.
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Vaccine efficacy in people who already had COVID?
Individuals with a known history of SARS-CoV-2 infection
or previous diagnosis of COVID-19 were excluded from
Moderna’s and Pfizer’s trials. But still 1125 (3.0%) and 675
(2.2%) of participants in Pfizer’s and Moderna’s trials,
respectively, were deemed to be positive for SARS-CoV-2
at baseline.
Vaccine safety and efficacy in these recipients has not
received much attention, but as increasingly large
portions of many countries’ populations may be “postCOVID,” these data seem important—and all the more so
as the US CDC recommends offering vaccine “regardless
of history of prior symptomatic or asymptomatic SARSCoV-2 infection.” This follows on from the agency’s
conclusions, regarding Pfizer’s vaccine, that it had ≥92%
efficacy and “no specific safety concerns” in people with
previous SARS-CoV-2 infection.
By my count, Pfizer apparently reported 8 cases of
confirmed, symptomatic COVID-19 in people positive for
SARS-CoV-2 at baseline (1 in the vaccine group, 7 in the
placebo group, using the differences between Tables 9
and 10) and Moderna, 1 case (placebo group; Table 12).
But with only around four to 31 reinfections documented

globally, how, in trials of tens of thousands, with median
follow-up of two months, could there be nine confirmed
COVID-19 cases among those with SARS-CoV-2 infection
at baseline? Is this representative of meaningful vaccine
efficacy, as CDC seems to have endorsed? Or could it be
something else, like prevention of COVID-19 symptoms,
possibly by the vaccine or by the use of medicines which
suppress symptoms, and nothing to do with reinfection?
We need the raw data
Addressing the many open questions about these trials
requires access to the raw trial data. But no company
seems to have shared data with any third party at this
point.
Pfizer says it is making data available “upon request, and
subject to review.” This stops far short of making data
publicly available, but at least leaves the door open. How
open is unclear, since the study protocol says Pfizer will
only start making data available 24 months after study
completion.
Moderna’s data sharing statement states data “may be
available upon request once the trial is complete.” This
translates to sometime in mid-to-late 2022, as follow-up
is planned for 2 years.
Things may be no different for the Oxford/AstraZeneca
vaccine which has pledged patient-level data “when the
trial is complete.” And the ClinicalTrials.gov entry for the

Russian Sputnik V vaccine says there are no plans to
share individual participant data.
The European Medicines Agency and Health Canada,
however, may share data for any authorized vaccines
much earlier. EMA has already pledged to publish the data
submitted by Pfizer on its website “in due course,” as has
Health Canada.
Footnote
Calculations in this article are as follows: 19% = 1 –
(8+1594)/(162+1816); 29% = 1 – (8 + 1594 – 409)/(162 +
1816 – 287). I ignored denominators as they are similar
between groups.
Originally published by The BMJ Jan. 4, 2021, written by
Peter Doshi, reproduced here under the terms of the CC
BY NC licence.
The views and opinions expressed in this article are those
of the authors and do not necessarily reflect the views of
Children's Health Defense.

Flu Vaccine Facts

*National Childhood Vaccine Injury
Act of 1986 and Brusewitz v. Wyeth
We compiled these resources to help
you make informed decisions about
the flu vaccine in order to protect you
and your family from harm. For
instance, mercury (thimerosal) is a
neurotoxin and contained in some flu
vaccines. It has been linked to
neurodevelopmental disorders and many diseases.
Download Flu Brochure 2020-21

Know The Facts
Every year, the Centers for Disease Control and

Prevention (CDC) and pharmaceutical companies mount
an aggressive campaign in the mainstream media to
persuade Americans to get their flu shots. Flu shots are
big business: industry analysts estimate that within the
next five years, the U.S. flu vaccine market will be
worth approximately $8.6 billion annually, up from $2.6
billion in 2019.
The CDC has advised the industry to hike demand
through the use of a “recipe” of messaging to get your flu
shot now through advertisements that include “…
statements of alarm by public health authorities…
prediction of dire outcomes from influenza…continued
reports that influenza is causing severe illness affecting
lots of people…repeated urging of influenza vaccination…”
that bombard consumers.
With the added coronavirus concerns, even the
mainstream media is encouraging “if you are concerned
about coronavirus, and you haven’t gotten a flu shot…you
should get a flu shot.” However, the only study we have
been able to find assessing flu shots and coronavirus is
a January 2020 US Pentagon study that found that the flu
shot INCREASES the risks from coronavirus by 36%.
“Receiving influenza vaccination may increase the risk of
other respiratory viruses, a phenomenon known as ‘virus
interference…’ ‘vaccine derived’ virus interference was
significantly associated with coronavirus…”
Roughly two thirds of the claims compensated in the

NVICP (5,297 claims) have been for influenza vaccine
injuries. The total compensation to date (paid for by
consumers) is almost $4.5 billion. As the Vaccine Adverse
Event Reporting System (VAERS), a voluntary surveillance
system, is acknowledged by the government to capture as
little as one percent of actual adverse events, the flu
vaccine injuries and deaths could be as high as 320,000.
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Thimerosal in the Flu Vaccination Supply
For the 2020-21 Season:
Flu vaccine is produced by private manufacturers, so
supply depends on manufacturers. For the 2020-21
season, manufacturers have projected they will provide as
many as 194 to 198 million doses of influenza vaccine for
the U.S. market. For the 2020-21 season, manufacturers

will produce influenza vaccines containing thimerosal and
some vaccines that do not contain thimerosal. For the
2020-2021 season, only multi-dose vial presentations of
influenza vaccines contain thimerosal. Approximately 87%
of projected vaccine supply, or 171 million doses of flu
vaccine, produced for the 2020-2021 flu season will be
thimerosal-free or thimerosal-reduced (i.e., preservativefree). (CDC Vaccine Supply and Distribution)

TABLE 1. Influenza vaccines — United States, 2020–21 inf

Trade name
(Manufacturer)

Presentation

Age indication

HA (IIVs
and RIV4)
or virus
count
(LAIV4)
for each
vaccine
virus (per
dose)

IIV4
Standard dose, egg based†

Afluria
Quadrivalent
(Seqirus)

Fluarix
Quadrivalent
(GlaxoSmithKline)

0.25-mL
PFS§

6 through 35
mos

0.5-mL PFS

≥3 yrs

5.0-mL
MDV§

≥6 mos
(needle/syringe)
18 through 64
yrs
(jet injector)

0.5-mL PFS

≥6 mos

7.5 µg/0.25
mL
15 µg/0.5
mL

15 µg/0.5
mL

FluLaval
Quadrivalent
(GlaxoSmithKline)
Fluzone
Quadrivalent
(Sanofi Pasteur)

0.5-mL PFS

≥6 mos

0.5-mL
PFS**

≥6 mos

0.5-mL SDV

≥6 mos

5.0-mL MDV

≥6 mos

15 µg/0.5
mL

15 µg/0.5
mL

Standard dose, cell culture based (ccIIV4)
Flucelvax
Quadrivalent
(Seqirus)

0.5-mL PFS

≥4 yrs

5.0-mL MDV

≥4 yrs

15 µg/0.5
mL

High dose, egg based† (HD-IIV4)
Fluzone HighDose
Quadrivalent
(Sanofi Pasteur)

0.7-mL PFS

≥65 yrs

60 µg/0.7
mL

Standard dose, egg based† with MF59 adjuvant (aIIV4)
Fluad
Quadrivalent
(Seqirus)

0.5-mL PFS

≥65 yrs

15 µg/0.5
mL

IIV3
Standard dose, egg based† with MF59 adjuvant (aIIV3)
Fluad
(Seqirus)

0.5-mL PFS

≥65 yrs

15 µg/0.5
mL

0.5-mL PFS

≥18 yrs

45 µg/0.5
mL

RIV4
Recombinant HA
Flublok
Quadrivalent
(Sanofi Pasteur)
LAIV4
Egg based†

FluMist
Quadrivalent
(AstraZeneca)

0.2-mL
prefilled
single-use
intranasal
sprayer

2 through 49
yrs

106.5-7.5
fluorescent
focus
units/0.2
mL

Table Source: Prevention and Control of Seasonal
Influenza with Vaccines, 2020-21

Flu Brochure References for 2020-21
Flu Brochure:
In 2004, the Environmental Protection Agency (EPA)
estimated that one in every six women has mercury blood
levels that could pose a risk to an unborn child.
NYT Report 2004
Mahaffey et al., 2004. Supplemental Materials
Mercury rapidly crosses the placenta and accumulates in
the fetus at higher levels than in the mother. Two studies
in 2012 showed that a mother’s mercury exposure is
linked to attention problems in her children.
Stern and Smith, 2003
Clarkson, 2002.
Sagiv et al., 2012
Boucher et al., 2012
Scientific studies have documented that ethylmercury
used in vaccines crosses into the infant brain and could
impact critical stages of brain development.

Burbacher et al., 2005
It is inconsistent to recommend vaccines containing
ethylmercury when also counseling pregnant women to
avoid seafood high in methylmercury due to the known
harmful effects mercury can have on the developing fetus.
FDA/EPA 2017 Advice
Thimerosal-containing flu vaccines contain 250 times the
mercury level the EPA uses to classify hazardous waste.
Unused thimerosal-containing flu vaccine should be
returned to the manufacturer for appropriate disposal.
Wisconsin DNR 2014
Colorado DPHE 2010
Ohio EPA 2017
An Australian study found one in every 110 children under
the age of 5 had convulsions following vaccination with
the FLUVAX H1N1 vaccine in 2009.
Armstrong et al., 2011
Australian Department of Health Report
Additional research found a spike in cases of narcolepsy
in children associated with the H1N1 vaccine.
Sarkanen et al., 2017
Partinen et al., 2012
Montplaisir et al., 2014

The Food and Drug Administration (FDA) warns pregnant
women and young children not to eat fish containing high
levels of methylmercury. Yet the Centers for Disease
Control and Prevention (CDC) recommends pregnant
women and infants get influenza vaccines, many of which
contain ethylmercury from the preservative thimerosal.
Receiving them may result in mercury exposures
exceeding the Environmental Protection Agency (EPA)
recommended maximum levels.
FDA/EPA 2017 Advice
CDC Recommendations
The research on fetal exposure to mercury from maternal
flu shots has never been done.
For a 6-month-old infant, the calculation is as follows:
The average 50th percentile weight for a 6-month-old is
7.6kg, the maximum recommended daily exposure to
methylmercury per the EPA is 0.1 mcg/kg/day (or .76155
mcg for this weight) and an infant flu shot may contain
12.5 mcg of mercury. This yields an exposure 16 times the
EPA limit from a single flu shot.
Children’s Health Defense is deeply concerned that the
risks of getting mercury-containing seasonal influenza
vaccines may outweigh the benefits for pregnant women,
infants and children. Mercury is known to be highly toxic
to brain tissue and can impact critical stages of brain
development.

Grandjean and Landrigan, 2014
A 2017 CDC study links miscarriage to flu vaccines,
particularly in the first trimester. Pregnant women
vaccinated in the 2010/2011 and 2011/2012 flu seasons
had two times greater odds of having a miscarriage within
28 days of receiving the vaccine. In women who had
received the H1N1 vaccine in the previous flu season, the
odds of having a miscarriage within 28 days were 7.7
times greater than in women who did not receive a flu
shot during their pregnancy.
Donahue et al., 2017
A study published in 2016 that looked at the safety of flu
vaccines found a moderately elevated risk for major birth
defects in infants born to women who had received a flu
vaccine during the first trimester of pregnancy. A study
published in 2017 found an elevated risk of autism
spectrum disorders in children whose mothers had a first
trimester flu shot.
Chambers et al., 2016
Zerbo et al., 2017
Flu vaccine administration is documented to cause an
inflammatory response in pregnant women. Recent
research found inflammation during pregnancy is
associated with the development of autism spectrum
disorders.

Christian et al., 2011
Christian et al., 2010
Brown et al., 2014
Patterson, 2011
A large study in approximately 50,000 pregnant women
over five flu seasons found no difference in the risk for
developing influenza or similar illnesses between those
who received the influenza vaccine during pregnancy and
those who did not.
Black et al., 2004
An independent 2014 review found no randomized
controlled trials assessing vaccination in pregnant
women. It states, “The only evidence available comes
from observational studies with modest methodological
quality. On this basis, vaccination shows very limited
effects.”
Cochrane Report 2014 (page 2)
If you decide to vaccinate, insist on mercury-free
influenza vaccines for yourself and your children and do
not get a flu vaccine the same day as other vaccines.
Miller, 2016
All vaccines, with or without mercury, pose health risks.
However, the influenza vaccine is of great concern, as
many brands contain high levels of mercury in their multi-

dose vials. Be sure to read package inserts for any
vaccine prior to getting vaccinated.
Supreme Court Decision in Bruesewitz v. Wyeth
According to flu vaccine package inserts, “Safety and
effectiveness has not been established in pregnant
women or nursing mothers and should only be given to a
pregnant woman if clearly needed.
FDA Link to Approved Vaccine Package Inserts
A study that compared children who received flu vaccine
to those who did not found the same rate of influenza in
both groups following vaccination. It also found that the
group of children who received the flu vaccine had a 4.4
times higher rate of non-influenza respiratory tract
infections.
Cowling et al., 2012
A review in the medical journal The Lancet found a lack of
health benefits from influenza vaccine in children under
two along with significantly increased rates of vaccinerelated adverse events.
Jefferson et al., 2005.
According to the CDC over the past 14 seasons, the
effectiveness of the influenza vaccine has varied from
10% to 60%.

Seasonal Influenza Vaccine Effectiveness, 20042018 | Seasonal Influenza (Flu) | CDC
Simple techniques such as avoiding those with flu-like
illnesses, eating a healthy diet and good hand washing
can prevent many cases of flu. If you do contract
influenza, optimizing vitamin D levels, fluid intake and rest
can boost immune function.
CDC Recommendations
Vitamin D and Influenza
Epidemic influenza and vitamin D
2020 Pentagon study: Flu vaccines increase risk of
coronavirus by 36%.
Influenza vaccination and respiratory virus
interference among Department of Defense
personnel during the 2017–2018 influenza season
Consider the evidence regarding the effectiveness of the
flu vaccine in actually preventing influenza. For
information, visit summaries.cochrane.org

Breaking: CHD Responds to
News of Life-Threatening
Reaction to Pfizer COVID
Vaccine. Will Regulators
Take Action? • Children's
Health Defense
Lyn Redwood, RN, MSN
Update: Read the latest on life-threatening reaction to
Pfizer COVID vaccine.
Media outlets are reporting that two individuals who
received the Pfizer-BioNTech COVID-19 mRNA vaccine
developed severe anaphylactic reactions following the
injection.
England’s National Health Service (NHS) warned
Wednesday that people “with a history of a significant
allergic reaction to a vaccine, medicine or food” should
not be given the COVID-19 vaccine developed by U.S.
pharmaceutical giant Pfizer and Germany’s BioNTech.
UK’s Medical and Health products Regulatory Agency, as
reported by The Wall Street Journal, reminded health-care
workers that vaccinations should only be carried out in
facilities where resuscitation measures are available.

These warnings came after two National Health Service
employees who were part of the first tranche to receive
the vaccine on Tuesday suffered adverse reactions.
NHS England said in a statement that both of the medical
workers who experienced anaphylactoid reactions to the
Pfizer vaccine had a “strong past history of allergic
reactions.”
According to these news reports, documents published
by the two companies showed that people with a history
of severe allergic reactions were excluded from the clinical
trials. Therefore, this life-threatening adverse safety
signal did not appear in their clinical trial safety data.
On Aug. 26, Children’s Health Defense (CHD) sent a letter
to Dr. Jerry Menikoff, director office for Human Research
Protections Dept. of Health and Human Services
regarding the Phase III Moderna mRNA-1273 vaccine. The
letter requested the Office for Human Research
Protections investigate the use of polyethylene glycol
(PEG) in Moderna’s COVID-19 mRNA vaccine. Pfizer’s
COVID vaccine, which also uses mRNA technology, also
contains PEG.
Approximately 8% of the U.S. population has highly
elevated levels of anti-PEG antibodies. The concerns we
laid out in our letter about the Moderna vaccine were
related to the fact that injecting a PEG-containing vaccine
into individuals with pre-existing PEG antibodies could

lead to life-threatening anaphylaxis.
Such was the case with a member of CHD, Harold Gielow,
a retired military Lt. Col USMC who suffers with severe
anaphylactic response to polyethylene glycol. In fact, the
last time Gielow was exposed to an injected drug that
contained PEG, he went pulseless, requiring an injection
of epinephrine. His PEG allergy was diagnosed by Johns
Hopkins.
Gielow has voiced outrage that PEG is classified by U.S.
Food and Drug Administration (FDA) as biologically
inert/inactive.
“It is anything but that,” Gielow said. “The incidences of
hypersensitivity reactions to PEG are, understandably,
increasing, although many with PEG hypersensitivity go
undiagnosed, thus presenting an unreasonable hazard to
administering these vaccines to a population, the vast
majority of which is proven by science to have anti-PEG
antibodies.”
In fact, investigators who once assumed that the polymer
was largely “inert” are now questioning its
biocompatibility and warning about PEGylated particles’
promotion of tumor growth and adverse immune
responses that include “probably underdiagnosed” lifethreatening anaphylaxis. These undesirable responses
have, on occasion, halted clinical trials. As a result, some
scientists argue that it is time to develop alternatives to

replace PEG. American and Dutch researchers declared in
2013:
“[T]he accumulating evidence documenting the
detrimental effects of PEG on drug delivery make it
imperative that scientists in this field break their
dependence on PEGylation.”
Dr. Menikoff recommended that our concerns be sent to
Dr. Steven Hahn, director of the FDA and Dr. Marks,
director of the FDA Center for Biologics Evaluation and
Research. On Sept, 25, the letter was sent and included
with a cc to Dr. Anthony Fauci, director of the National
Institute of Allergy and Infectious Diseases.
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On Dec. 2, we received a response from Dr. Hahn and Dr.
Marks with a recommendation that we reach out directly
to the mRNA vaccine manufacturers regarding our
concerns with the use of PEG in their vaccines.
What is concerning about the response is the fact that in
the letter we acknowledge that we had already reached
out to Moderna’s scientists regarding the use of PEG and
lack of informing vaccine trial recipients about the use of
PEG in the vaccine, soliciting a history of PEG allergies
and testing blood antibody levels to PEG.
Did the FDA officials actually read the letter?

CHD’s concerns about PEG stem from the fact that PEGspecific immune responses can actually reduce the
efficacy of vaccines and increase the occurrence of
adverse events.
A 2016 study in Analytical Chemistry reported detectable
and sometimes high levels of anti-PEG antibodies
(including first-line-of-defense IgM antibodies and later
stage IgG antibodies) in approximately 72% of
contemporary human samples and about 56% of
historical specimens from the 1970s through the 1990s.
Of the 72% with PEG IgG antibodies, 8% had anti-PEG
IgG antibodies > 500ng/ml., which is considered
extremely elevated. Extrapolated to the U.S. population of
330 million who may receive this vaccine, 16.6 million may
have antibody levels associated with adverse effects.
The researchers confessed that the results were entirely
unexpected. The authors concluded that:
“…sensitive detection and precise quantitation of anti-PEG
Ab levels in a clinical setting will be essential to ensuring
the safe use of PEGylated drugs in all target patient
populations going forward.”
On July 28, Gielow wrote to CovPN citing the 2016 study’s
conclusions and asked the following question:
“As Moderna’s mRNA-1273 candidate vaccine uses a
PEGylated LNP vector, what procedures are included in
the trial to mitigate this risk?”

The response from CovPN was as follows:
“Thank you so much for this scientific question. I
consulted with several of the physician scientists working
on the Moderna study, and they have provided me with
this response to send on to you:
“Pre-existing antibody levels, along with various genetic
polymorphisms, may impact the safety profile of a
biomedical intervention in a variety of populations. If there
are significant safety signals from the CoVPN clinical
trials, all efforts will be made to understand the
mechanisms that may have contributed to these signals.
Pre-screening populations based on hypothesized
biomarkers, such as anti-PEG antibodies, is not a strategy
currently employed in our clinical trials.”
While the Moderna scientists allege that PEG antibody
development is purely hypothetical, the scientific
literature clearly documents that the immune system can
and does form antibodies against PEG (anti-PEG Abs) in
both animals and humans. The existence of anti-PEG
antibodies threatens patient safety through possible
anaphylaxis reactions and re-exposure to PEG-containing
drugs may greatly increase the chance for adverse effects
due to B cell memory of anti-PEG Abs. Thus, screening for
and monitoring the levels of anti-PEG antibodies in blood
before and during treatment with PEG-containing drugs
are of particular importance to improve safety and
maintain therapeutic efficacy.

The 2016 Analytical Chemistry findings and other studies
indicate the widespread occurrence of anti-PEG Abs in
the general population due to daily exposure to PEGcontaining products. The population’s increased exposure
to PEG-containing products makes it “natural to assume”
that anti-PEG antibodies will continue to be widespread.”
If high-titer anti-PEG Abs are present in blood, even
people without known allergies may have severe
hypersensitivity reactions when receiving PEG-containing
therapeutics for the first time.
Moderna documents and publications indicate that the
company is well aware of safety risks associated with PEG
and other aspects of its mRNA technology. In the
corporate prospectus supporting Moderna’s stock market
launch in late 2018, the company was frank that its
technical approach has numerous risks.
Specifically, Moderna acknowledged the potential for its
proprietary lipid nanoparticles and PEG to produce
“systemic side effects,” given the scientific literature’s
documentation of these types of side effects for other
LNPs. In comments not generally seen by the public,
Moderna stated (p. 33):
[T]here can be no assurance that our LNPs will not have
undesired effects. Our LNPs could contribute, in whole or
in part, to one or more of the following: immune reactions,
infusion reactions, complement reactions, opsonization

reactions, [links added] antibody reactions . . . or
reactions to the PEG from some lipids or PEG otherwise
associated with the LNP. Certain aspects of our
investigational medicines may induce immune reactions
from either the mRNA or the lipid as well as adverse
reactions within liver pathways or degradation of the
mRNA or the LNP, any of which could lead to significant
adverse events in one or more of our clinical trials.
Instead of expressing concern over clinical trial
participants’ welfare, that section of the prospectus
concluded that any one of these problems “could
materially harm [the company’s] business, financial
conditions and prospects.”
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As the excerpts from the Moderna prospectus illustrate,
Moderna scientists are fully aware of PEG-related safety
concerns. In the prospectus, Moderna admits that
“unacceptable health risks or adverse side effects” could
make it difficult to recruit or retain clinical trial participants
and also that an “unfavorable benefit risk ratio could
inhibit market acceptance” if their product proceeds to
market.
Addressing the efficacy side of the equation, a mid-2019
study by authors who “are or have been employees of
Moderna, Inc. and receive salary and stock options from
Moderna, Inc.” further admitted that anti-PEG antibodies

“present significant challenges to the clinical efficacy of
PEGylated therapeutics and will require strategies to
overcome [their] effects.”
In light of the recent acknowledgement of anaphylactic
reactions to Pfizers’ PEG-containing COVID-19 vaccine,
CHD continues to have grave safety and efficacy
concerns about the use of PEG in vaccines due to the
high percentage of the population having preexisting
antibodies to PEG. While it’s unlikely that everyone with
pre-existing PEG antibodies will have a severe reaction to
a vaccine containing PEG, it is dangerous to assume that
none will.
While vaccine manufacturers and federal agencies
providing oversight on COVID vaccine development are
quick to point out that the clinical trials did not identify
safety concerns with the vaccine, they fail to mention the
fact that the trial participants were excluded from the
study if they had a history of severe allergic reactions and
those in the trial were never screened for PEG antibodies.
Multiple previous studies regarding the prevalence of antiPEG antibodies in the population have stated that prescreening should be done prior to any administration of a
PEG-containing medication. Screening is likely to be even
more important in the case of a vaccine intended for
parenteral administration to as many people as possible
that contains a substance to which the majority of the
population unknowingly has antibodies.

Not characterizing trial participants’ adverse reactions in
relation to anti-PEG antibody presence and levels
eliminates insights into these interactions is a missed
opportunity to prevent harmful adverse events.
Now we are left in a situation where life-threatening
adverse events are occurring after widespread use of the
vaccine has begun. A finger needs to be pointed squarely
at the vaccine manufacturers and regulatory agencies
who buried their heads in the sand to legitimate safety
concerns in their rush to approve a COVID vaccine.
Unfortunately, the public is now left to bear the burden of
exposing these lapses in safety.
The views and opinions expressed in this article are those
of the authors and do not necessarily reflect the views of
Children's Health Defense.

RFK, Jr. Warned FDA Three
Months Ago About
Ingredient in Pfizer COVID
Vaccine That Likely Caused
Life-Threatening Reaction in
Two UK Healthcare Workers
• Children's Health Defense
Lyn Redwood, RN, MSN
On Dec. 2, Britain’s Medicines and Healthcare Products
Regulatory Agency (MHRA) became the first in the world
to approve a COVID-19 vaccine developed by Germany’s
BioNTech and Pfizer.
A mass vaccination campaign that targeted frontline
workers to receive the vaccine began on Dec. 8. Within 24
hours of launching the campaign, MHRA acknowledged
two reports of anaphylaxis and one report of a possible
allergic reaction.
Reuters reported late yesterday afternoon that an
investigation into the anaphylactic reactions by MHRA has
identified polyethylene glycol, or PEG, as the likely culprit.
Imperial College London’s Paul Turner, an expert in allergy

and immunology who has been advising the MHRA on its
revised guidance, told Reuters: “The ingredients like PEG
which we think might be responsible for the reactions are
not related to things which can cause food allergy.
Likewise, people with a known allergy to just one medicine
should not be at risk.”
It was also reported that PEG, which helps to stabilize the
shot, is not in other types of vaccines.
The statements by Turner that “PEG is not in other types
of vaccines” and that people with allergies to “just one
medicine should not be at risk” are a failed attempt to
provide false assurances and are patently untrue.
Moderna, Pfizer/BioNTech and Arcturus Therapeutics
COVID vaccines all utilize a never-before-approved
messenger RNA (mRNA) technology, an experimental
approach designed to turn the body’s cells into viral
protein-making factories. This technology involves the
use of lipid nanoparticles (LNPs) that encapsulate the
mRNA to protect them from degradation and promote
cellular uptake.
The LNP formulations in the three COVID-19 mRNA
vaccines are “PEGylated,” meaning that the vaccine
nanoparticles are coated with a synthetic, nondegradable and increasingly controversial PEG.
COVID mRNA vaccines are not the only vehicle for PEG
involvement in COVID-19 vaccine production.

Researchers at Germany’s Max Planck Institute report
developing a process for COVID-19 vaccine production to
purify virus particles at “high yield.” The process
involves adding PEG to a virus-containing liquid and
passing the liquid through membranes.
On Sept. 25, Robert F. Kennedy, Jr., chairman and chief
legal counsel for Children’s Health Defense (CHD),
notified the Steven Hahn, director of the U.S. Food and
Drug Administration (FDA), Dr. Peter Marks director of
FDA’s Center for Biologics Evaluation and Research and
Anthony Fauci, director of the National Institute for Allergy
and Infectious Diseases, of the serious and possibly lifethreatening anaphylactic potential of PEG.

CHD received the following response from the FDA, on
Dec. 2, but has not yet received a response from Fauci.

In earlier communications with Moderna scientists
regarding the controversial use of PEG in the company’s
COVID-19 vaccine due to the potential for life-threatening
anaphylaxis and need for pre-screening for PEG
antibodies prior to vaccine administration, they insisted
that the existence of PEG antibodies was purely
hypothetical and underserving of concern:
“Pre-screening populations based on hypothesized
biomarkers, such as anti-PEG antibodies, is not a strategy
currently employed in our clinical trials.”
Given the recent evidence of PEG anaphylaxis in Pfizer
mRNA vaccine recipients, I wonder if FDA and vaccine
manufacturers will now reconsider their position.
An extensive review of PEG therapeutics, published in
2013, documented adverse effects of PEGylation and

questioned the wisdom behind the continued use of PEG
in drug development. The authors concluded that “the
accumulating evidence documenting the detrimental
effects of PEG on drug delivery make it imperative that
scientists in this field break their dependence on
PEGylation.”
The statement by Turner that “people with a known
allergy to just one medicine should not be at risk,” is also
not true.
A 2018 study, “Immediate Hypersensitivity to
Polyethylene Glycols and Polysorbates: More Common
Than We Have Recognized” reports there are more than
1,000 products, including prescription drugs, that contain
PEG. (See chart below for detailed descriptions of PEG
containing drugs.)
The decision to allow people with other medication
allergies to receive vaccines that utilize PEG in the
manufacturing or delivery of the vaccine is a very risky
proposition — especially given that Pfizer has said people
with a history of severe adverse allergic reactions to
vaccines or the candidate’s ingredients were excluded
from their late stage trials.
We have no idea what the incidence of allergy or
anaphylactic reactions will be once Pfizer begins global
distribution of the vaccine, without such exclusions.
A 2016 study reported detectable and sometimes high

levels of anti-PEG antibodies in approximately 72% of
contemporary human samples and about 56% of
historical specimens from the 1970s through the
1990s. The population’s increased exposure to PEGcontaining products since the 1990’s makes it natural to
assume that anti-PEG antibodies will continue to be
widespread.
As approval of PEGylated mRNA vaccines for COVID-19
occurs, the uptick in exposure to injected PEG products
will be unprecedented and potentially disastrous.
While four out of five doctors regularly prescribe
PEGylated drugs, only one out of five are aware of the
potential for anti-PEG antibody responses. And only a
third even know that PEG is in the drugs that they are
prescribing.
A Vanderbilt University researcher agrees that there is a
widespread lack of recognition that PEG hypersensitivity
is possible, much less that it manifests on a regular basis.
While it has been recommended to screen patients for
anti-PEG antibody levels “prior to administration of
therapeutics containing PEG” such testing is currently
only available in research settings.
In a declaration effective Feb. 4, the Secretary of Health
and Human Services invoked the Public Readiness and
Emergency Preparedness Act (PREP Act) and declared
Coronavirus Disease 2019 (COVID-19) to be a public

health emergency warranting liability protections for
covered countermeasures, including vaccines.
The fact that the FDA has abdicated its responsibility for
assuring the safety of COVID vaccines to vaccine
manufacturers means we are on our own to study the
science, and weigh the benefits and risks of all drugs and
vaccines.
CHD will continue to monitor this important safety issue in
an effort to keep you well informed on the science and
public policies surrounding COVID-19 vaccine
development.
Descriptions of PEG containing drugs:

The views and opinions expressed in this article are those
of the authors and do not necessarily reflect the views of
Children's Health Defense.

Letter to Congressional
Representatives and
Senators
Children's Health Defense Team
On Dec. 4, Robert F. Kennedy, Jr., chairman and chief
legal counsel for Children’s Health Defense, sent the
below letter to Peter Marks, director of the Center for
Biologics Evaluation and Research (CBER), asking the U.S.
Food and Drug Administration to in approving that have
been developed at “.”
TAKE ACTION: On Dec. 10, CBER’s Vaccines and Related
Biological Products Advisory Committee (VRBPAC) will
meet in open session to discuss Emergency Use
Authorization of the for the prevention of COVID-19 in
individuals 16 years of age and older. Take action
below by urging VRBPAC to make safety the chief concern
in its considerations:
With the VRBPAC meeting coming up so quickly, the time
to act is now!
If the form does not load for you go to this page.
Here’s Robert F. Kennedy, Jr.’s letter:
Dear Dr. Marks,

Transparency and accountability are essential ingredients
in the public policy process, helping to engender public
trust and promote sound decision-making. As you are
undoubtedly aware, many Americans are expressing
worries about the lack of transparency and abbreviated
timeline governing the experimental COVID-19 vaccines
currently under development. Children’s Health Defense
shares the public’s concern that the government’s singleminded—and perhaps unrealistic—preoccupation with a
vaccine as the only way to end the COVID crisis has given
the vaccine enterprise a dangerous urgency that could
prompt health officials to take reckless steps to speed
one or more vaccines to approval. Children’s Health
Defense is writing to respectfully request that you and the
FDA slow down the approval process to meet the public’s
expectations for deliberations of the utmost rigor and
integrity.
Without having to provide “the full data to back up their
claims,” executives at Pfizer and Moderna “have made
significant amounts of money off their early
announcements of [vaccine] success.” In addition,
through Operation Warp Speed, Pfizer (in partnership with
German company BioNTech) has received $1.95 billion in
taxpayer funds for the manufacture and distribution
(though not R&D) of 100 million doses of its BNT162b2
mRNA vaccine; Operation Warp Speed has also awarded
over $2.4 billion to support the clinical trials,
manufacturing and distribution of 100 million doses of

Moderna’s mRNA-1273 vaccine developed in partnership
with the National Institute of Allergy and Infectious
Diseases (NIAID).
Both Pfizer and Moderna have now submitted Emergency
Use Authorization (EUA) applications (on November 20
and November 30, respectively) for their vaccines, and
Moderna has also directed an application to the European
Medicines Agency. News reports indicate that the FDA’s
Vaccines and Related Biological Products Advisory
Committee (VRBPAC) will meet on December 10 to review
Pfizer’s application and are speculating that FDA could
authorize the company’s vaccine as soon as midDecember. VRBPAC is also apparently hurrying to review
Moderna’s vaccine on December 17.
At an October 22 meeting of outside experts convened by
VRBPAC to discuss COVID-19 vaccines, one of the
attendees described the difficulty—particularly when
making a less stringent EUA decision—of striking the
proper “balance between looking at people’s rights to take
something where it’s determined that the benefit might
exceed the risk, while also making sure that. . . people are
not taking vaccines that might actually harm them” (p.
348). Recognizing the innumerable uncertainties that
surround these novel vaccines, Children’s Health Defense
believes that, at a minimum, the American public deserves
to have the FDA’s thorough and thoughtful answers to the
following questions:

How will the FDA account for potentially biased
conclusions about COVID-19 vaccine efficacy?
Both Pfizer and Moderna recently issued press releases
citing preliminary evidence that their COVID-19 vaccines
are 95% effective in preventing symptoms of mild
coronavirus infection; they are banking on these early
results to obtain the FDA’s emergency use authorization.
However, the clinical trials’ reliance on PCR testing to
ascertain study participants’ SARS-CoV-2 infection status
raises important questions. These prompted worldrenowned diagnostics expert Dr. Sin Hang Lee, founder of
the Connecticut-based Milford Molecular Diagnostics
Laboratory, to file an Administrative Stay of Action petition
with the FDA (Docket No. FDA-2020-P-2225) on
November 25. The petition focuses on the Pfizer study
but is just as relevant to the Moderna study. In the
petition, Dr. Lee asserts that Pfizer’s study design is
“inadequate to accurately assess efficacy” and asks the
FDA to conduct a more appropriate efficacy review before
proceeding to an EUA determination, stating that PCR
testing—prone to generating a high rate of false-positives
—should not serve as the primary evidence of SARS-CoV2 infection in trial participants. As Dr. Lee spells out, “a
higher number of false-positive test results in the
participants receiving placebo will artificially raise the
efficacy of the vaccine.” He argues that it is “absolutely
necessary” that all positive test results be verified using
gold-standard DNA sequencing.

Will the FDA factor into its EUA deliberations the fact
that neither clinical trial has a primary objective of
assessing whether the vaccines prevent severe
outcomes?
The pre-specified endpoints forming the basis of Pfizer’s
and Moderna’s preliminary conclusions about
effectiveness—the endpoints upon which the FDA’s
potentially momentous decision to grant EUA rests—focus
on a trivial difference in COVID-19 symptomatology
between a tiny subset of 164 or fewer trial participants in
the vaccinated and control groups. In late October,
internationally esteemed British Medical Journal (BMJ)
Associate Editor Dr. Peter Doshi, who is also a University
of Maryland professor, wrote in the BMJ, “The world has
bet the farm on vaccines as the solution to the pandemic,
but the trials are not focused on answering the questions
many might assume they are.” Dr. Doshi continued, “None
of the trials currently under way are designed to detect a
reduction in any serious outcome such as hospital
admissions, use of intensive care, or deaths.” According to
Dr. Doshi, Moderna’s chief medical officer is well aware of
this design shortcoming, having explained that to capture
endpoints such as hospitalization or death, the trials
would need to be “10 times the size” and run for a much
longer time frame. Scientist and former Harvard Medical
School professor Dr. William A. Haseltine agrees that the
trials’ narrow focus on mild cold-like symptoms makes the
study protocols “far from adequate”; Dr. Haseltine has

argued that the trials seem “intended to pass the lowest
possible barrier of success,” allowing manufacturers to
quickly petition for vaccine approval.
Experts at the late-October VRBPAC meeting made
similar remarks about the limitations of using mild
infection as the primary endpoint. Noting that there could
be “limited and, in some instances, no information about
some of the secondary endpoints” (such as more severe
illness), one panelist stated that “This would be
particularly true in the instance of an early EUA” (p. 100).
Another attendee pointed out that a vaccine could be
“effective in avoiding mild cases but actually [do] very
little to address what we really care about, which is
serious disease and deaths” (p. 308). A third participant
made the critical point that “many of the groups at risk for
severe disease don’t respond well to vaccines in the first
place” (pp. 346-347).
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Messenger RNA technology has previously faced
significant safety hurdles; what evidence can the FDA
share with the public supporting the short-term and
long-term safety of mRNA vaccines?
Until very recently, concerns about mRNA instability
bedeviled efforts to develop mRNA vaccines. The
apparent technological solutions for overcoming these
challenges—including nanoparticle carrier systems and, in

the case of the Pfizer vaccine, extreme freezing—remain
unproven. To our knowledge, Pfizer has not provided
detailed information about the reasons for its mRNA
vaccine’s unprecedented minus-94-degree freezing
requirements, which specify that the cool boxes may only
be opened briefly twice a day, must have their dry ice
replenished every five days, and that the vaccine can only
be stored at refrigerator temperatures for 24 hours. Why
are the Pfizer vaccine’s storage conditions so different
from those of the Moderna mRNA vaccine, which
apparently can be refrigerated for 30 days? Many
members of the public and scientific community would
like to know more about the two vaccines’ real-world
stability and safety.
Discussing Pfizer’s vaccine, Professor Allan Cheng, acting
chief health officer in the Australian state of Victoria,
describes safety as a “key unknown,” characterizing
mRNA vaccines as “pretty reactogenic” and prone to “lots
of side effects.” During the Phase II/III trials, 50% of Pfizer
participants aged 18-55 experienced systemic adverse
events within a month of their second dose of vaccine, as
did 100% of those injected with two doses of Moderna’s
vaccine.
Because mRNA vaccines rely on synthetic RNA, they
represent a significant departure from other biologically
based vaccine technologies. Virologist, Dr. Luc
Montagnier (who won the 2008 Nobel Prize for his
discovery of HIV) and other scientists even dispute the

label of “vaccine,” arguing that these products represent a
new form of gene therapy. It is debatable whether a fasttracked approval schedule is appropriate for an entirely
new vaccine technology that, essentially, is intended to
turn the body’s cells into viral-protein-making factories.
Professor Montagnier, who opposes the use of mRNA
vaccines in humans, stated in an interview with Children’s
Health Defense, “The human genome contains 7% to 9%
of endogenous retrovirus sequences. Some of these
sequences code for reverse transcription of RNA into
DNA. Therefore, it is possible that the spike protein mRNA
of the vaccine could be absorbed by human cells, reverse
transcribed, and integrated as a human gene in these
cells. This could be a beneficial event protecting the
human host from further infection by coronavirus or it
could induce a long-term deleterious effect such as
cancer. Even if animal testing showed protection, nobody
could predict long-term pathologic effects in a human
population and the precautionary principle should apply.”
Messenger RNA vaccines will not work without an in-built
delivery mechanism that enables the mRNA to make its
way into a cell’s cytoplasm. Moderna’s and Pfizer’s
chosen solution is to use lipid nanoparticle (LNP) carrier
systems. The two mRNA vaccine manufacturers are using
LNPs to “encapsulate the mRNA constructs to protect
them from degradation and promote cellular uptake,” in
addition to taking advantage of what vaccine scientists
describe as LNPs’ “inherent adjuvant properties.”

However, the LNP formulations in both COVID-19
vaccines are PEGylated, meaning that the vaccine
nanoparticles are coated with the synthetic,
nondegradable and controversial polyethylene glycol
(PEG) polymer. PEG is a potential allergen as well as a
suspected carcinogen. Moderna’s 2018 corporate
prospectus acknowledges that “there can be no
assurance that our LNPs will not have undesired effects,”
including reactions that “could lead to significant adverse
events.”
How will the FDA evaluate possible risks of pathogenic
priming and antibody-dependent enhancement?
Although Pfizer and Moderna have conducted some
experimental animal trials alongside their clinical trials in
humans, neither company has released any data
addressing the possibility of pathogenic priming. In
individuals vaccinated against the SARS-CoV-2 virus,
pathogenic priming could potentially trigger autoimmunity
against critical human immune system proteins as a result
of molecular similarities between SARS-CoV-2 protein
components and human protein components (epitopes).
A 2020 paper on pathogenic priming discusses these
risks, pointing out that “All SARS-CoV-2 immunogenic
epitopes have similarity to human proteins except one.”
The paper’s author cautions, “These epitopes should be
excluded from vaccines under development to minimize
autoimmunity due to risk of pathogenic priming.”

Another issue, as yet undiscussed by Pfizer and Moderna,
concerns the potential for antibody-dependent
enhancement (ADE), a phenomenon documented in
humans, non-human primates, and ferrets in connection
with the coronaviruses linked to SARS and MERS. In ADE,
vaccines can cause idiopathic antibodies to act like a
Trojan horse for wild viruses. In the case of individuals
receiving COVID-19 vaccines, ADE could not only end up
enhancing disease severity but could also lead to organ
damage. Of concern, COVID-19 vaccine trials are not
designed to detect ADE. It is not known what proportion
of the U.S. population might suffer pathogenic priming or
ADE after receiving a COVID-19 vaccine, but the
estimated 15 to 24 million Americans who already have an
autoimmune disease could be particularly susceptible.
The CDC has indicated that individuals with high-risk
medical conditions—individuals excluded from the Phase I
trials—are one of the proposed groups for early
vaccination.
What are the FDA’s plans for ensuring transparency of
data describing rates and types of adverse events,
including information about susceptible subgroups?
And how does the FDA plan to monitor adverse events
and long-term health outcomes once the clinical trials
are unblinded and vaccines are offered to those in the
placebo arm?
The National Vaccine Injury Compensation Program has
awarded over $4.4 billion for vaccine injuries and deaths

since 1990. These awards, along with the scientific
literature, the Vaccine Adverse Event Reporting System
(VAERS), and the data compiled in vaccine package
inserts, all illustrate that vaccines cause a multitude of
serious injuries, many of which have long diagnostic
horizons. Unfortunately, conditions such as allergies,
autoimmune diseases, neurodevelopmental problems,
and cancers are unlikely to be detectable within the short
clinical trial follow-up windows. The appallingly low rate of
reporting of vaccine injuries (an estimated 1%, according
to Harvard researchers) also suggests that, without fully
transparent access to data and information, few vaccine
recipients or health care providers are likely to connect
the dots between vaccination and subsequent adverse
events.
The unpredictable outcomes that may arise from
population-wide coronavirus vaccination are a disturbing
unknown. Although FDA often requires medicines to
continue active monitoring of injuries for up to five years,
Pfizer’s approved Phase 3 protocol calls for the company
to “actively” collect information about adverse events and
serious adverse events only through the second month—
the point at which the FDA could decide to award EUA.
Although the protocol states that researchers will also
collect serious adverse event data “approximately 6
months after the last dose of study intervention,” it implies
that it will rely on voluntary rather than “active” reporting
of these injuries and illnesses. Moreover, from 24 months

on (after the last follow-up visit), Pfizer’s investigators will
no longer be “obligated” to pay attention to adverse
events.
Following the close of their studies—or even sooner—both
Pfizer and Moderna have indicated that they plan to offer
their vaccine to every member of the placebo group. This
scheme will have the obvious effect of erasing
opportunities for long-term comparisons and making
future vaccine injuries invisible and deniable. Industry and
health officials argue that they will take this action “for
ethical reasons,” stating that it would be unethical to deny
placebo group members the advantage of an approved
vaccine. It would, however, also be highly unethical to give
millions of Americans a vaccine with potential long-term
adverse effects that have not been properly researched,
characterized, and documented.
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How will the FDA assess vaccine safety in different
age groups, including the elderly and children?
In a recent press release, Pfizer stated that 45% of the
participants in the U.S. portion of its vaccine clinical trials
were between the ages of 56 and 85. This lumping
together of working-age adults and seniors will make it
difficult to evaluate subsequent claims about COVID-19
vaccine safety and efficacy specifically in the elderly. This
is concerning, given that older adults in assisted living and

nursing home populations are one of the proposed groups
for early phase vaccination. The elderly and the general
public have a right to full transparency concerning the
number of seniors, broken down by smaller age ranges
and underlying health conditions, who participated in the
clinical trials and the rates of infection and adverse events
experienced by those trial participants. The published
data to date in the Phase I and II trials of both vaccines
(Pfizer and Moderna) included only 22 healthy,
community-living white seniors (the oldest was 74); none
of them were representative of the frail elderly
populations in long-term care facilities. Almost two out of
five nursing home residents are over age 85 (39%), and
Pfizer’s Phase III trial excluded people who were over 85.
Many comorbidities found in frail seniors would also have
excluded them from both of the Phase III trials. The wellknown phenomenon of immunosenescence—the “agerelated dysregulation and decline of the immune system”
—is linked to poor vaccine responses in older adults. No
one, and especially not seniors, will be able to make
informed risk-benefit decisions without access to full
information and clinical trial data.
At the October 22 expert meeting convened by VRBPAC,
participants expressed caution about giving COVID-19
vaccines to children, arguing that the risks could well
outweigh the benefits. Leading NIH researcher Dr. Luigi
Notarangelo went further, frankly stating that coronavirus
vaccines “should not be considered for use” in children

“at this point” and adding that the evidence presented at
the meeting had been insufficient to answer pressing
questions about safety in children (p. 337). Although FDA
requires institutions that test drugs and biologics in
children to have a pediatric plan in place, in early
November, the principal investigator leading Pfizer’s
vaccine trials in 12-17-year-olds made the scarcely
comforting disclosure to TIME magazine that “The plan
can be simply ‘We don’t have a plan,’” stating that the rule
“is lenient to the point of being no rule at all.” Bafflingly,
these remarks—which one hopes are a
mischaracterization of the FDA’s willingness to exercise
pediatric oversight—appear to have been intended to
reassure parents pondering whether to sign up their
children for the trials.
How will the FDA earn the public’s trust?
While all vaccines require due deliberation about safety
and efficacy, the candidate vaccines’ accelerated
development and the experimental nature of the neverbefore-approved mRNA technologies upon which they
rely clearly raise even more questions than usual. The fact
that racial/ethnic minorities are disproportionately
represented among the groups targeted for early phase
vaccination (including essential health care workers and
individuals with high-risk medical conditions) has also
prompted concerns. Focus groups indicate that
communities of color do not want to be “first in line,” are
reluctant to be “guinea pigs,” and “want to see some

data”; vaccine experts concede that ethnic minority
groups’ extremely low levels of trust in the vaccines’
safety are “quite rooted in historical reality.”
There are significant differences between the FDA’s
standard drug and biologic approval process and the
expedited EUA process; as those familiar with drug
development procedures acknowledge, an EUA “is not an
accepted endpoint for product development.” We urge
you, therefore, to take all the time required to carefully
assess the full range of unknowns pertaining to the Pfizer
and Moderna vaccines. The FDA’s eventual decisions
about these vaccines will have major implications not just
for 328 million Americans, but potentially for billions
worldwide.
Sincerely,
Robert Kennedy, Jr., Chairman, Children’s Health Defense

CHD Asks Journal to Retract
Study Saying Flu Vaccines
Protect Against COVID •
Children's Health Defense
Children's Health Defense Team
Last week, Robert F. Kennedy, Jr., chairman of the board
of Children’s Health Defense (CHD) and Brian Hooker,
Ph.D., Francis P. Owen Distinguished Professor of Biology
at Simpson University and CHD board member, sent a
letter to Piotr Romaniuk, Ph.D., associate professor at the
Medical University of Silesia in Katowice, Poland, and
editor of Frontiers in Public Health.
The letter details gross errors in “Considering Interim
Interventions to Control COVID-19 Associated Morbidity
and Mortality — Perspectives,” an original research paper
by Mark Christopher Arokiaraj, published Sept. 22 in
Frontiers in Public Health.
After reviewing the paper, Kennedy and Hooker concluded
that “because of the nature of the error and the faulty
conclusions made from the erroneous results, this paper
should be retracted as soon as possible.”
Here’s the letter:

Dear Dr. Romaniuk,
The journal Frontiers in Public Health lists you as the
editor for the recently published paper, “Considering
Interim Interventions to Control COVID-19 Associated
Morbidity and Mortality – Perspectives.”
The author of the paper, Mark Christopher Arokiaraj,
states in the abstract, “There is a correlation between
COVID-19 related mortality, morbidity, and case incidence
and the status of influenza vaccination, which appear to
be protective.”
Unfortunately, this paper is fatally flawed. Your journal
should retract it without delay to avoid complicity in
potentially dangerous policies that might flow from the
paper’s faulty conclusions.
Arokiaraj demonstrates the supposed correlation between
flu shots and lowered COVID-19 risks in Figures 1 through
3 and 5 through 8. Their graphs show COVID-19 mortality,
morbidity and incidence data divided by influenza vaccine
uptake percentage. Arokjaraj then plots this value against
influenza vaccine uptake percentage.
Each of these graphics also includes a trendline, showing
a downward trend of the y-variable with increasing
vaccine uptake. This line, along with the equations
Arokiaraj includes on each graph, gives the illusion that
there is an inverse relationship between COVID-19
mortality, morbidity and incidence and vaccine uptake.

The effect suggests a protective role of influenza
vaccination against COVID-19.
However, this relationship is solely the artifact of the
author’s deceptive gimmick of dividing the y-variable by
vaccine uptake and plotting the resulting values directly
against vaccine uptake. This sophomoric error in statistics
is so fundamental that it has a name: “multicollinearity.”
Statisticians employing this trick can show a correlation
regardless of whether one exists or not. Specifically,
multicollinearity occurs when the statistician correlates
one variable to another variable containing redundant
information.
For example, the Arokiaraj paper divides COVID-19
mortality per million persons by vaccine uptake
percentage to yield a new variable, which he then plots
against vaccine uptake percentage. He thereby creates an
inherent inverse relationship. The erroneous inverse
relationship appears in Figure 1 (COVID-19 incidence),
Figure 2 (COVID-19 mortality), Figure 3 (deaths per
cases), Figure 5 (deaths per cases multiplied by tests),
Figure 6 (deaths per cases divided by tests), Figure 7
(critical cases) and Figure 8 (critical cases per total
cases).
Below is the actual mortality data from Table 1 plotted
against vaccine uptake. This in fact shows mortality
increasing slightly in countries with higher uptake of the
influenza vaccine, with a modest correlation coefficient.

The second graph (below) shows the inherent inverse
relationship between 1/vaccine uptake percentage plotted
against vaccine uptake percentage. The third graph
shows the result when this is combined with the first
graph. Now, because of the flaw of multicollinearity, the
graphs demonstrate an erroneous downward trend in the
data.

Thus, any protective benefit offered by the influenza
vaccine as reported in this paper is an erroneous result of
the fatally flawed data presentation.
Your journal should retract this paper as soon as possible
before it causes harm in the form of damaging policies
based on the paper’s unsupported conclusions.

Sincerely,
Robert F. Kennedy, Jr. and Brian S. Hooker, Ph.D.

COVID Vaccine Hesitancy
Widespread, Even Among
Medical Professionals •
Children's Health Defense
Jeremy Loffredo
As details on the latest COVID vaccine contenders flood
the news cycle on a daily basis, reports of concerns
regarding the safety and efficacy of the vaccine are
widespread among many demographics, even including
the professional medical community.
As vaccine hesitancy grows agencies, including the World
Health Organization (WHO), are stepping up efforts to
build vaccine confidence through public relations and
communications campaigns.
Surveys reveal vaccine hesitancy
Researchers from the University of California Los Angeles’
Karin Fielding School of Public Health surveyed healthcare
personnel working in the Los Angeles metropolitan area.
As the Washington Post reported, they found that two
thirds (66.5%) of healthcare workers “intend to delay
vaccination,” meaning they do not intend to get the COVID
vaccine when it becomes available. They plan instead on
reviewing the data once it’s widely administered and

proven safe.
Seventy-six percent of the vaccine-hesitant healthcare
workers cited the “fast-tracked vaccine development” as
a primary reason for their concerns. Typically, vaccines
take between eight to 10 years to develop, Dr. Emily
Erbelding, an infectious disease expert at National
Institute of Allergy and Infectious Diseases, told CNN in an
article titled, “The timetable for a coronavirus vaccine is
18 months. Experts say that’s risky.”
The coronavirus vaccine frontrunners — Pfizer, Moderna
and AstraZeneca — are expected to make their debut in
January. The pharmaceutical giants have exponentially
accelerated the average safety and review timeline for
vaccine development and production, to get the vaccines
to market in under a year. Erbelding admitted that the
accelerated pace will involve “not looking at all the data.”
Susan Bailey, president of the American Medical
Association, said in a video that the number of physicians
expressing hesitancy was “unprecedented” and “posed a
real risk” to public confidence in vaccines.
A recent Gallup poll showed that only 58% of Americans
plan on getting the COVID vaccine when it’s available. An
October poll conducted by Zogby found that nearly 50%
of Americans have concerns about the safety of the
coming COVID vaccines.
A new collaborative survey project by the National

Association for the Advancement of Colored People and
Langer Research found that Black and Latinx Americans
are overwhelmingly concerned about the coming COVID
vaccine.
The survey, as reported in the Washington post, claims to
be “one of the largest and most rigorous conducted on
this topic to date.” It found that only 14% of Black
Americans trust that a vaccine will be safe, while only
34% of Latinx Americans trust it will be safe.
The survey also found, in the context of COVID, only 19%
percent of Black Americans trust drug companies, while
less than a third trust the U.S. Food and Drug
Administration to “look after their interests.”
According to the Advisory Committee on Immunization
Practices, a group of medical experts who advise the
Centers for Disease Control and Prevention (CDC), fears
surrounding the painful or harmful side-effects of the
COVID vaccine are rooted in reality.
According to CNBC, during a virtual Advisory Committee
on Immunization Practices’ meeting on Nov. 23, Dr.
Sandra Fryhofer told fellow CDC officials that patients
need to be aware that the side effects from the COVID
vaccines “will not be a walk in the park.” Fryhofer
acknowledged that side effects from the vaccines have
been reported to mimic symptoms of a mild case of
COVID, including muscle pain, fever, chills and headache.

Fryhofer, who explained that both Pfizer’s and Moderna’s
COVID vaccines require two doses, worries that her
patients might not come back for a second dose after
experiencing potentially unpleasant side effects after the
first shot.
As a participant of the Moderna vaccine trials noted “it
was the sickest I’ve ever been.”
Health officials try to combat vaccine hesitancy
Despite this, officials at the forefront of the COVID
response plan to combat vaccine safety concerns and
hesitancy using, what some are calling, questionable
psychological techniques.
For example, the WHO, which named “vaccine hesitancy”
as the top global public health threat, has hired the PR
firm Hill + Knowlton to identify micro-influencers, macroinfluencers and “hidden heroes” on social media who
could covertly promote the organization’s image as a
COVID authority in order to “ensure WHO’s advice and
guidance is followed.”
Cass Sunstein, the chairman of WHO’s Technical Advisory
Group on Behavioral Insights, recently wrote an article in
Bloomberg in which he promoted the use of popular
celebrities, athletes and actors as tools for vaccine
persuasion against those who “lack vaccine confidence.”
“Trusted politicians, athletes or actors — thought to be

‘one of us’ rather than ‘one of them’ — might explicitly
endorse vaccination and report that they themselves have
gotten the vaccine,” Sunstein wrote.
Then there’s the “Guide to COVID-19 Vaccine
Communications,” developed by the University of Florida
and the United Nations that aims to help governments
improve COVID vaccine uptake. The authors of the guide
promote the tactic of covertly using trusted community
leaders to help with pro-vaccine information.
Citing vaccine hesitancy among the African American
community, the guide suggests that barber shops and hair
salons in predominantly black neighborhoods might be
tapped to help disseminate approved vaccine messaging.
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Among the 100 or so global players now working on
experimental Covid-19 vaccines, most of the entities
touted as frontrunners are obscure biotechnology and
nanotechnology firms. Despite their focus on razzledazzle “next-generation” technologies that private
foundations, the U.S. government and the military
apparently find alluring, few of these companies have any
prior experience successfully bringing vaccines to market.
In contrast, some of the biggest and most experienced

vaccine manufacturers in the U.S. and globally, including
Merck, Sanofi and GlaxoSmithKline (GSK), seemed, until
recently, to be missing in action—“conspicuously absent”
from the frontrunner lists. In May, a Merck executive
explained the relative silence this way: “It’s not that the
company wasn’t working on the problem, . . . but that it
simply wasn’t ready to speak.” Meanwhile, GSK—which
leads the world in global vaccine revenues—has been
casting itself as the wise old granddaddy in a sea of
impetuous upstarts, modestly stating its preference for
“the slow and steady approach of focusing on an
established technology that has the best chance of
reaching the widest possible demographic.”
In late spring, GSK apparently decided to reverse its
tortoise-like approach and stepped boldly out of the
shadows. After having already made its “established
technology”—that is, GSK’s “pandemic vaccine adjuvant
system”—available to several regional players earlier in the
year, a splashy mid-April announcement reported that
GSK would override its ordinarily fierce competition with
Sanofi to embark on a Covid-19 vaccine joint effort,
pooling both know-how and manufacturing capacity with
the French pharma giant. Under this “unprecedented”
arrangement, Sanofi will provide the coronavirus antigen
while GSK ponies up its trademark AS03 adjuvant system.
Adjuvants get marketed to the public as a tool to “turbo
charge” the recipient’s immune response, but they are
immensely attractive to vaccine manufacturers for a

different reason: adjuvants are “antigen sparing,” meaning
they “cut the amount of antigen that is needed to create
effective vaccines.” This benefit is “particularly sought
after during pandemic outbreaks as it enables more
people to be vaccinated using available antigen supplies.”
In late May, right on cue, GSK declared that it would be
producing one billion doses of AS03 “to support the
development of multiple adjuvanted COVID-19 vaccine
candidates.”
GSK’s adjuvant systems
For many decades, aluminum was the only adjuvant used
in vaccines. In the 1990s, however, vaccine scientists
sought to overcome the perceived limitations of single
adjuvants and began tinkering with adjuvant systems—
powerful combinations achieved by “mixing and
matching” different immunostimulants. GSK has since
made it a top business priority to develop adjuvant
systems that it not only folds into its own vaccines but can
potentially market to other companies as it is currently
trying to do with Covid-19.
Although GSK has developed three different adjuvant
systems (AS01, AS03 and AS04) and all three have made
their way into various GSK vaccines around the world, only
one of these systems (AS01) is currently in general use in
the United States in the Shingrix vaccine marketed to
adults over age 50. The Cervarix vaccine for human
papillomavirus (HPV), which contains AS04, is no longer

used in the U.S. Thus, GSK would be more than happy for
the chance to broaden its adjuvant technology’s U.S.
market share by incorporating AS03 into a widely
recommended Covid-19 vaccine.
Up until now, the only approved U.S. vaccine to contain
AS03 is an H5N1 “bird flu” vaccine included only in the
U.S. government’s National Stockpile—for distribution
when and if needed. An AS03-containing Covid-19
vaccine would represent, therefore, the first time this type
of adjuvant would reach the U.S. general population—
children and adults alike. As distinct from GSK’s other two
adjuvant systems, AS03 is an “oil-in-water emulsion,”
containing synthetic squalene oil, polysorbate 80 (a
synthetic, detergent-like surfactant and emulsifier) and
synthetic vitamin E. Though industry researchers dispute
it, squalene was flagged as a likely problem in studies of
Gulf War Syndrome patients who received squalenecontaining vaccines. Likewise, polysorbate 80 has raised
concerns due to its deleterious effects on female
reproductive organs and cell permeability as well as its
propensity for oxidative degradation—a “major quality
concern.”
Describing AS03’s mechanisms of action in vaccines, GSK
researchers have noted that the adjuvant can induce
“rapid perturbation” that activates a response called
endoplasmic reticulum (ER) stress. An activated ER stress
response has been associated with numerous chronic
diseases, and severe ER stress also “threatens proper

organ function.” Investigators have described an urgent
need to study “the consequences of pharmacological
interference with ER stress responses.”
The 2009 swine flu debacle
AS03 played out quite differently in Europe, where it
featured prominently in GSK’s Pandemrix H1N1 “swine flu”
vaccine—widely administered in 2009-2010. The U.S.
never licensed Pandemrix. In 2010, after Pandemrix
received fast-tracked approval from the European
Medicines Agency (EMA) under special rules for declared
pandemics, an unusually high number of young people—
an estimated 1300 in all—developed severe narcolepsy,
“all but wreck[ing] normal life.” As Children’s Health
Defense has summarized previously:
Published studies reported as much as a 14-fold
increased risk of narcolepsy in children and
adolescents as well as a 2- to 7-fold increased risk in
adults following Pandemrix vaccination.
Though clinicians and researchers observed a
“strong temporal relationship” that made it logical to
suspect a Pandemrix safety signal, GSK not only
ignored early warning signs but continued to deny
the problem long after independent research had
produced compelling evidence. In 2013, the chief
medical officer of GSK’s vaccines division hedged,
“As a statistical association that’s clear. It’s a very

different thing, though, to say that then means A
causes B.”
In March 2018, top-tier representatives from GSK,
the CDC and FDA, the World Health Organization and
European agencies belatedly published their
consensus that “an increased risk of narcolepsy was
consistently observed after Pandemrix.”
Some of the current news coverage about GSK’s Covid-19
vaccine partnerships admits that the potent AS03
adjuvant system represents an “unresolved safety
concern.” However, GSK dismisses these concerns by
suggesting that the risks seen with Pandemrix were an
“extremely rare coincidence” associated with “a similarity
between a protein in the wild type H1N1 virus and a
human protein relevant in regulating the sleep cycle.” On
the other hand, researchers have pointed out that the
“immunological mechanisms of action” of vaccine
adjuvants remain woefully understudied, which makes it
difficult to predict how AS03 will behave when paired with
an entirely new antigen and production process.
GSK’s rising star?
In late June, Yahoo! Finance reported that GSK’s stock
market shares had declined 12.5% in the year-to-date
against a 1.8% increase in the large-cap pharmaceutical
industry. However, the announced manufacture of one
billion doses of AS03—compared to the 700 million

vaccine doses that GSK produces in a typical year—
suggests that GSK is betting big on Covid-19. Developing
partnerships with multiple companies, including its
behemoth rival Sanofi, and focusing on what it considers
(ignoring Pandemrix) to be a “proven technology” appears
to be “GSK’s answer to minimising the risk of failure” and
having “several shots on goal.” As The Guardian wryly
reported, “Two companies joining forces, rather than
competing, in a vaccine effort is extremely unusual,” but
“the potential scale of the market is also not a typical
situation.”
President Trump’s May appointment of Moncef Slaoui to
head up Operation Warp Speed (the White House
initiative launched to speed up U.S. coronavirus vaccine
development and distribution) furnishes an additional hint
that GSK is well-positioned to profit from Covid-19. Slaoui
is a 30-year GSK veteran who closed out his Glaxo career
as head of the company’s global vaccines business and
who is credited with having “spearheaded a profound
overhaul of GSK’s pharmaceutical R&D” and developed a
“robust vaccines pipeline.” It so happens that Slaoui is
also one of the world’s experts in “electroceuticals”—a
burgeoning field that seeks to introduce electrical
impulses into the brain via nanotechnology, microdevices,
microchips, implants and other forms of brain-machine
interfaces. Given how closely these technologies align
with the dystopian agenda of vaccine technocrats like Bill
Gates, it would probably be wise to keep a close eye on

what Slaoui and GSK get up to in the coming weeks and
months.
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is planning many strategies, including legal, in an
effort to defend the health of our children and obtain
justice for those already injured. Your support is
essential to CHD’s successful mission.
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On March 12th, 2020, Anderson Cooper and Dr. Sanjay
Gupta held a global town hall on “Corona Facts and
Fears.” During the discussion, Anderson said to the
viewing audience, “And, again, if you are concerned about
coronavirus, and you haven’t gotten a flu shot…you should
get a flu shot.”
Setting safety and efficacy of influenza vaccination aside,
is Anderson’s claim that the flu shot will help people fight

COVID-19 remotely true? The short answer is no.
In fact, the results of many peer-reviewed, published
studies prove that Anderson’s recommendation may have
been the worst advice he could have given the public.
In searching the literature, the only study we have been
able to find assessing flu shots and coronavirus is a 2020
US Pentagon study that found that the flu shot
INCREASES the risks from coronavirus by 36%.
“Receiving influenza vaccination may increase the risk of
other respiratory viruses, a phenomenon known as “virus
interference…’vaccine derived’ virus interference was
significantly associated with coronavirus…” Here are the
findings:

2020 Pentagon study: Flu vaccines
increase risk of coronavirus by 36%
Examining non-influenza viruses specifically, the odds of
coronavirus in vaccinated individuals were significantly
higher when compared to unvaccinated individuals with
an odds ratio (association between an exposure and an
outcome) of 1.36. In other words, the vaccinated
were 36% more likely to get coronavirus.

Many other studies suggest the increased risk of viral
respiratory infections from the flu shot:

2018 CDC Study: Flu shots increase
risk of non-flu acute respiratory
illnesses (ARI) in children.
This CDC supported study concluded an increased risk of
acute respiratory illness (ARI) among children <18 years
caused by non-influenza respiratory pathogens postinfluenza vaccination compared to unvaccinated children
during the same period.

2011 Australian Study: Flu shot
doubled risk of non-influenza viral
infections and increased flu risk by
73%.
A prospective case-control study in healthy young
Australian children found that seasonal flu shots doubled
their risk of illness from non-influenza virus infections.
Overall, the vaccine increased the risk of virus-associated
acute respiratory illness, including influenza, by 73%.

2012 Hong Kong Study: Flu shots
increased the risk of non-flu
respiratory infections 4.4 times and
tripled flu infections.
A randomized placebo-controlled trial in Hong Kong
children found that flu shots increased the risk of noninfluenza viral ARIs fivefold (OR 4.91,CI 1.04—8.14) and,
including influenza, tripled the overall viral ARI risk (OR
3.17, CI 1.04—9.83).

2017 Study: Vaccinated children are
5.9 more likely to suffer pneumonia
and 30.1 times more likely to have
been diagnosed with Allergic Rhinitis
than unvaccinated children.
Vaccinated children were 30.1 times more likely to have
been diagnosed with Allergic Rhinitis and 5.9 times more
likely to have been diagnosed with pneumonia than
unvaccinated children.

2014 Study: Influenza-vaccinated
children were 1.6 times more likely
than unvaccinated children to have a
non-influenza “Influenza-like-illness”
(ILI).

Even more published science
The well-respected Cochrane Collaboration’s
comprehensive 2010 meta-analysis of published influenza
vaccine studies found that the influenza vaccination has
“no effect” on hospitalization, and that there is “no
evidence that vaccines prevent viral transmission or
complications.” The Cochrane Researchers concluded
that the scientific evidence “seem[s] to discourage the
utilization of vaccination against influenza in healthy
adults as a routine public health measure.”

In their meta-analysis, the Cochrane researchers accused
the CDC of deliberately misrepresenting the science in
order to support their universal influenza vaccination
recommendation. Nevertheless, CNN and other
mainstream media outlets continually broadcast CDC
pronouncements as gospel and, ironically, ridicules those
of us who actually read the science as “purveyors of
‘vaccine misinformation”.
Sign up for free news and updates from Robert F.
Kennedy, Jr. and the Children’s Health Defense. CHD
is planning many strategies, including legal, in an
effort to defend the health of our children and obtain
justice for those already injured. Your support is
essential to CHD’s successful mission.

