ACIP May 19 2022. Data again withheld on safety and waning efficacy in consideration of 5-11 year boosting.
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CDC convened this meeting of ACIP following the EUA amendment by FDA® on May 17 2022 expanding the eligibility for
the Pfizer-BioNTech COVID-19 vaccine booster dose to children ages 5-11 years at least five months after completion of a
primary series. Responding to the policy question posed by CDC, and “based on the balance of benefits and risks,” ACIP
voted in favor of the following Interim Recommendation:

“A single Pfizer-BioNTech COVID-19 vaccine booter dose is recommended for persons ages 5-11 years at least 5 months
after the primary series, under the FDA’s Emergency Use Authorization.

FDA’s decision was based on data generated in a subset of children participating in the same clinical trial (C4591007) that
supported the original EUA for a primary series in this age group in October 2021.

For the evaluation of safety 401 children were followed for 1 month after a booster (3') dose was given at least five months
(range 5 to 9 months) after completing a two-dose primary series. The sponsor reported that this analysis did not raise any
new safety concerns. No cases of anaphylaxis, myocarditis/pericarditis, Bell's palsy (or facial paralysis/paresis) or
appendicitis were observed.

For effectiveness, antibody responses (immunogenicity) were evaluated in 67 study participants who received a booster
dose 7 to 9 months after completing the primary series. The change in neutralizing antibody against the wild type Wuhan
strain levels from before dosing to one month after dosing for the third dose was compared with the change occurring before
the first dose and one month after the second dose of the primary series. Another 30 subjects contributed to another assay
against the B.1.1.529 (Omicron) strain.

We note the following:

¢ As we have noted before,(1) key data was not shown to ACIP to provide a full picture of the risks and benefits.

o Pfizer’s safety evaluation relied on a small number of children (401) followed for only a short time (1 month). The
original primary series evaluation involved approximately 4600 subjects followed for up to 3.3 months.

o Effectiveness was judged based on immunobinding data. FDA and CDC officials in numerous public meetings since
September 2021 have stated without equivocation that there is no immune correlate of protection.

e Immunogenicity was established using an assay (stated to be validated) involving the Wuhan strain in only 67
subjects. This activity is largely irrelevant given the most recent Omicron variant. The assessment of antibody
response against Omicron was performed in only 30 subjects, in an assay who validation status was not disclosed.

e Given FDA’s admitted failure to validate key data for the primary series, as well as for the Janssen booster dose,
the decision for FDA to issue this amendment without a public VRBPAC meeting is concerning.

Firstly, in the VRBPAC meeting of October 26 (EUA for Pfizer in children 5-11), key analyses were not verified by
FDA, for example here:? (highlight added). Even data errors in a small number of subjects, could lead to large
interpretative errors.

1 www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-expands-eligibility-pfizer-biontech-covid-19-
vaccine-booster-dose
2 https://www.fda.gov/media/153510/download

Wiseman Comments CDC 2022-0065 ACIP Meeting May 19 2022 Page 1 of 7


mailto:Synechion@aol.com
https://www.fda.gov/media/153510/download
https://www.fda.gov/media/153510/download
http://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-expands-eligibility-pfizer-biontech-covid-19-vaccine-booster-dose
http://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-expands-eligibility-pfizer-biontech-covid-19-vaccine-booster-dose
https://www.fda.gov/media/153510/download

k. Supportive Efficacy Analysis
(Data accrued through October 8, 2021)
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|Analyses not verified by FDA |

¢ No clinical efficacy data were provided.

e CDC showed its own data® (2) describing the waning of a primary series response in various pediatric (<18)
populations to ineffective levels well before the 5 month period set for the booster interval by this EUA amendment.
In this data set, VE become negative at around 7 months. Other data presented by CDC also showed waning VE,
but these studies were ether small, or had too short a follow up period. Other data from Denmark (3) and New York
(children 5-11) (4) not shown to ACIP describing earlier negative VE against Omicron were not shown to ACIP.

e CDC suggested that evidence of protection in older populations by boosters against on severe outcomes, would be
replicated in children. However, data presented by the Israeli Ministry of Health at the April 6" VRBPAC meeting
showing that even this effect wanes,(5) were not provided to the committee.

e CDC were asked directly by ACIP member Dr. Long about the rates of myocarditis following boosters in older
children. CDC stated that the magnitude of risk is substantially lower than after the second dose. Data were referred
to descriptively but not provided. CDC published a myocarditis rate of 11.4/million in 12-17 year old males(6), lower
than rates of 17.2/million (12-15 years) and 23.2/million (16-17 years) presented at the ACIP meeting of April 20t
2022.(5) These rates are far lower than the alarmingly high rates of about 90/million for each of these two groups
presented by the Israeli Ministry of Health at the April 6" VRBPAC meeting, and not provided at all to ACIP.

Israel VRBPAC April 5 2022
M dt & 2 dt ~ CDC ACIP May 19 2022 <21d
yocarditis & perimyocarditis C2 o2 e am 2o 2020
Active surveillance. All cases reported in Israel Dec. 2020 - Mar. 29% 2022°
' 1% dose 2 dose 31 dose 4" dose
(0-21 days after the vaccine) (0-30 days after the vaccine) (0-30 days after the vaccine) (0-30 days after the vaccine)
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gFImSMT{]Y.“ ! ,," Two cases (Females) one of susp myocarditis reported 4 days following 4™ dose, one case 28 days following 4" dose (active COVID-19 at admission)
" Note: Sex unknow n for 53,927 vaccine recipients, Age unknow n for 329 vaccine recipients 18

e CDC continue to provide divergent versions of their data. For the primary series, the rates above are similar to those
previously described by CDC at the October 26" 2021 VRBPAC meeting and the ACIP meeting of January 5.
They are however lower than the rates published by CDC staff in JAMA (7) shown below.

3 www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-05-19/02-COVID-Link-Gelles-508.pdf
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Comparison of g-vaccine induced myocarditis rates reported
Rates per million doses shown for dose 1 or dose 2 :
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Source FDA Oster Oster
Reported 10/26/21 10/26/21 01/25/22
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e CDC continues to ignore under- and mis-reporting in VAERS to support its Risk-Benefit estimates. FDA, including
in a recent paper,(8) have specifically acknowledged the underreporting by VAERS, on which these CDC numbers
are primarily based. FDA prefer the Optum database. We have detailed this issue previously.(1) This is also
documented in the video record of the October 26 VRBPAC meeting youtu.be/laaL0 xKmmA?t=21807

Oct 26 2021: CDC to FDA - sources of data much

higher than VAERS7
, M B i
\
! y ]

~ VAERS: LIKELY

UNDERREPORTING

Q&A Dr Cohn CDC to Dr. Yang FDA, VRBPAC-FDA
youtube.com/watch?v=laalL0_xKmmA&t=21807s

(Annotated screenshot from October 26 VRBPAC meeting.
Exchange between CDC’s Dr. Cohn and FDA'’s Dr. Yang).

and in this Pfizer slide 4 revealing at least a 4.8x VAERS underreporting for myocarditis?

4 fda.gov/media/153513/download
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Benefit-Risk Supports a Revision to the EUA
for BNT162b2 to Include 5 to <12 Years of Age

Model-Predicted Benefit-Risk Outcomes Based on FDA Scenario 4 and CDC Risk Scenarios per
One Million Fully Vaccinated Children Ages 5 to <12 Years Over 6 Months
(Assumes a rate of myocarditis in 5 to <12 year-olds equal to that of 12-15 yo which may be an overestimate)

Benefits Risks
COVID-19 Outcomes Prevented Excess Myocarditis Cases

Model Scenario* Cases' Hosp.' icu! Deaths' VAERS? VvsD? Optum’
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“FDA scenario assumes the COVID-19 incidence as of September 11, 2021
FDA Briefing Document. EUA amendment request for Pfizer-BioNTech COVID-19 Vaccine for use in children 5 through 11 years of age. VRBPAC October 26, 2021
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Slide 32 from Pfizer’s Dr. Gruber (arrows added)

@

To estimate VAERS underreporting for Covid-19 vaccines, we used a method published (9) by CDC scientists,
reporting this to FDA in September 2021.(10) The numbers of deaths tentatively associated with the Pfizer vaccine
may be 4.9-15 times higher than reported. The number of life-threatening events may be 24-64 times higher than
reported. An additional source for an estimate of VAERS underreporting for Covid-19 quasi vaccines is another
paper from CDC (11) which compared VAERS reports with another database maintained by CDC called vsafe.®
This is a voluntary tracking system that functions through a smart phone app. CDC reported that only around 40,000
children (5-11) had been enrolled in vsafe, despite around 6 million children being vaccinated. In this highly
motivated population and despite CDC encouragement, only 2 of 13 vsafe participants reported their children’s
hospitalizations to VAERS, yielding a conservative 6.5 fold underreporting factor.

Also consistent with these estimates are estimates we have made using data presented at the January 5" CDC-
ACIP meeting from the Israeli Ministry of Health,® who, unlike CDC, were actively monitoring for cases of
myocarditis. The slide below compares Israel’s myocarditis rates (blue annotations) with CDC estimates made from
VAERS in October 2021. It can be seen that the rates differ by a factor of approximately 2-10.

ACIP Update 1/5/22

Males. Females

SYNFCHION
US myocarditis rates (CDC 10/26/21) vs. Py o e [
Israel (12/15/21 at ACIP 1/5/22) [ azsyeas | an | sz ) 5E
Underreporting by ~2-10x 1e-17years | gy 702 00 76

Age group Dosel | Dose2 Dosel | Dose2

Reporting rates (per 1 million doses administered) of myocarditis after Pfizer mRNA COVID-19 quasi-vaccine
From Dr. Matthew Oster, CDC, Oct 26 2021

Mixed
D1 D"
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12-152.3 21.9 4.2 66 [[39.9 0.4
16-172.85 38.5 5.7 153 [69.1 0.0
18-24/1.25 19.6 23 105 |36.8 0.2
25-290.75 6.0 13 33 [10.8 0.2
30-390.55 2.9 0.5 15 [5.2 0.6
40-4902 15 0.3 2.0 0.1
50-640.25 0.4 0.2 0.3 | 0.3
65+ 0.15 0.2 0.2 0.1 0.1

(Males) (Females)

Lastly, another source of credible data concerning underreporting in VAERS comes from the Kaiser-Permanente
group in Oregon.(12) This is an important source because it is one of the centers that contribute data to CDC’s VSD
(Vaccine Safety Datalink) program, another safety monitoring system used by CDC. This is based on actual medical
records, rather than (as for VAERS), spontaneous reports. The authors determined that incomplete ICD10 coding
as well as delays in hospital claims data resulted in discrepancies with the VSD data. The rates they described for
myocarditis suggest VAERS underreporting of between 6 and 14 times.

5 www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/vsafe.html
6 Slide 28 of www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-01-05/06_COVID_Oliver_2022-01-05.pdf
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US myocarditis rates (CDC 10/26/21) vs.

2nd dose- underreporting by ~6-14x

Reporting rates (per 1 million doses administered) of myocarditis after Pfizer mRNA COVID-19 quasi-vaccine
From Dr. Matthew Oster, CDC, Oct 26 2021
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Comparison of myocarditis rates described by Sharff et al., (12)
and CDC (VRBPAC Meeting October 26 2021 )Error! Bookmark not defined.

o Pfizer committed to a study on subclinical myocarditis and troponin levels. This has not yet been produced.

e CDC appear to have recognized that MIS-C may occur in vaccinated children. ACIP’s Dr. Long raised the possibility,
that myocarditis and/or MIS-C may be partly accounted for by vaccination following Covid-19 infection. CDC
provided only unclear answers to this question. A recent study in adults(13), funded by NIH found: “people with
prior COVID-19 had greater odds of adverse effects and more severe adverse effects after COVID-19 vaccination.
Data from randomized clinical trials were not conclusive with regard to the association between prior COVID-19
and adverse effects after vaccination. Other smaller real-world reports have also reported increased adverse effects
in people with prior COVID-19. In this study, which included 895 participants with prior COVID-19, there was a
strong association between prior COVID-19 and vaccine adverse effects.”

e CDC continues to ignore AEs other than myocarditis. A recent paper from NIH has acknowledged that neurological
events may occur after Covid-19 vaccination.(14)

e The contribution of a high rate to seroprevalence (77%) reported by CDC in 5-11-year-olds, to protection continues
to be ignored.

e The gene therapy nature of these quasi vaccines is also ignored, as are questions as to the distribution of the mRNA
and spike protein, and the product’s long-term consequences.

e According to the Australian government’s “Nonclinical Evaluation Report,” the Pfizer quasi-vaccine was not
proposed for pediatric use. Had it been, studies in juvenile animals would have been submitted.(15)

e The data provided by Pfizer and CDC are largely irrelevant to future strains.

| refer to previous submissions made either to FDA (1,10,16-19) or CDC.(1,5,18,20-24) for further detail on a number of the
above points.
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