Evaluation of the methodological practices
Implemented in the Pfizer/BioNtech trials
In the development of its COVID-19
RNA-messenger vaccine in relation
to Good, Clinical Practices

Truth is a science with-a fature

Christine COTTON
Pierre - OpenVAET

Christine COTTON — 14/07/2023- ©



Understanding the Trial documents

1. The FDA shall produce the “more than 12,000 pages” articulated

* Publicly available documents (Protocol, Risk
H in its own proposal, see ECF No. 29 at 24, on or before Januar
Management Plans, VRBPAC meetings, s paes Y
Clinical Study Re ports) The FDA shall produce the remaining documents at a rate of

&

55,000 pages every 30 days, with the first production being due
on or before March 1, 2022, until production is complete.

3. To the extent the FDA asserts any privilege, exemption, or

L4 Data Iea ks (EMA e—ma”s’ made pu bl ic Out exclusion as to any responsive record or portion thereof, FDA
shall, concurrent with each production required by this Order,
Of Cou rt proced u re) produce a redacted version of the record, redacting only those

portions as to which privilege, exemption, or exclusion is asserted.

4. The Parties shall submit a Joint Status Report detailing the

* Court ordered documents released, thanks B e production by April 1, 2022, and every
to the action of the “Public Health and Medical S0 ORDERED on this 6th day of January, 2022.
Professionals for Transparency” (PHMPT.org),

and Aaron Siri in the US : mainly .PDF files, oo P

N UNITED STATES DISTRICT JUDGE
XPT files.

https://phmpt.org/wp-content/uploads/2022/01/ORDER 2022 01 06.pdf
https://phmpt.org/pfizer-16-plus-documents/
https://vaccines.shinyapps.io/abstractor/
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The Pfizer’s clinical trial
An accelerated development

Recruitmen | Recruitment
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Date articipants | centers of days da hour
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Characteristics of the Pfizer-BioNtech
Phase 1-2-3 trial

Planned visits

» Visit 1: 1st dose placebo or vaccine candidate Day 1

+ Visit 2: 2" dose injected between 19 and 23 days after visit 1

* Visit 3: at 1 week after dose 2 phase 1-2, not planned in phase 3

* Visit 4: at 2 weeks after dose 2-phase 1-2, not planned in phase 3

* Visit 5: at 1 month after dose 2

* Visit 6: at 6 months after dose 2 Visit 7: 12 months after the second dose
* Visit 8: at 24 months after dose 2

V3
1month postdose 2 [Nterim

Dosel Analysis va Vs Ve

6 months post dose 2 12 months post dose 2 24 months post dose 2

Dose2

Christine COTTON - 14/07/2023- ©



What we knew as early as December 2020

Population excluded from the trial

5.2. Exclusion Criteria

Participants are excluded from the study if any of the following critenia apply: * Pregnant/ breast feeding
Medical Conditions: * Immunocompromised patients
1. Other medical or psychiatric condition mncluding recent (within the past year) or active » Frail patients with co-morbidities

suicidal ideation/behavior or laboratory abnormality that may increase the nisk of study i R .
participation or. in the investigator’'s judgment. make the participant mappropmnate for the (eg Chl’Ol'!lC obstructive PUImonaw_dlsease
study. [COPD], diabetes, chronic neurological disease,

2. Phases 1 and 2 only: Known infection with human immunodeficiency virus (HIV), Cardiovascular dlsorders)

hepatitis C virus (HCV). or hepatitis B virus (HIBV). + Patients with autoimmune or inflammatory

3. History of severe adverse reaction associated with a vaccine and/or severe allergic disorders

reaction (eg, anaphylaxis) to any component of the study intervention(s)

4. Receipt of medications mntended to prevent COVID-19.

5. Previous clinical (based on COVID-19 symptoms/signs alone, if a SARS-CoV-2 NAAT . . : .
result was not available) or microbiological (based on COVID-19 symptoms/signs and a +Interaction with other vaccines not studied

positive SARS-CoV-2 NAAT result) diagnosis of COVID-19. « Transmission not studied

8. Immunocompromised individuals with known or suspected immunodeficiency. as . ' a :
deterrmiaed by history aadice Iaborassrsiplysical pine Asymptomatic cases not studied

10. Bleeding diathesis or condition associated with prolonged bleeding that would. in the
opinion of the investigator, contramndicate intramuscular mnjection.

11. Women who are pregnant or breastfeeding

Prior/Concomitant Therapy:

12. Previous vaccination with any coronavirus vaccine.

13. Individuals who receive treatment with immunosuppressive therapy, including cytotoxic
agents or systemic corticosteroids, eg, for cancer or an autoimmune disease, or planned

receipt throughout the study. If systemuc corticosteroids have been admumstered short
term (<14 days) for treatment of an acute 1illness, participants should not be enrolled into

Christine COTTON - 14/07/2023- ©



Efficacy

Main criterion results
e Mild or moderate Symptomatic covid cases

Christine Cotton OFFICIEL @ confirmed by PCR test

@StatChrisCotton
44 000 participants included, almost 38 000 analyzed into the first
interim analysis in December 2020

Table9. Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2 — » 3.5times more use of antipyretics which suppress symptoms in the
Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 - vaccine group compared to the placebo group

Evaluable Efficacy (7 Days) Population
¢ No symptom means No PCR test

Vaccine Group (as Randomized)
¢« No PCR test means no Covid = success for the vaccine

BNT162b2 (30 pg) Placeho
(V=18198) (\=18325)

18 to 55 Years of Age >55 Years of Age and Older

Efficacy Endpoint nl*  Swrveillnce nl*  Swrveillance (95% Pr (VE=>30% | BNT162b2 Placebo BNT162b2 Placebo
Time* (n2%) Time (n2%) Cr) data)f Dose 2 Dose 2 Dose 2 Dose 2

N=2045 N=2053 N=1660 N=1646

Adverse Event n (%) n (%) n (%) n (%)

First COVID-19 occurrence from 7 8 2214(17411) 162 2222(17511) 950 (903, 09999 Fever
days after Dose 2 0,044 % 0,88 % 9756) 238.0°C 231 (15.8) 10(05) | 181(109) 4(02)
- >38.0°Cto gfﬂc 198 (g.g) 5 (82) 131 (7.9) 2(0.1)
. >38 4° 3 1 ; 4
https://www.fda.gov/media/144246/download ,ﬁ_g,ﬁ {2 40>$ 2% 11_2; 320_1; 42 %;; : fg::}
>40.0°C 1(0.0) 0(0.0) 0(0.0) 0(0.0)
. . . . Chills?

Some symptoms are both possible reactions to the vaccination and symptoms Any 737 (35.1) 79(38) 3T (@21 4528)
. . . Mild 359 (17.1 65(3.1 199 (12.0) (2.1)

of COVID-19 such as fever, chills, muscle aches, diarrhea, vomiting. Moderate 333515,9; 14§o 7§ 151( ©.7) 11(07)
Severe 45(2.1) 0(0.0) 17(1.0) 0(0.0)

PCR tests ONLY on people who declared SYMPTOMS s '
m)é ;’% %g; :;’? fgg; 477 (28.7) 87 (5.3)

. ) ] . - . . : 202(122) 57 (3.5)

The dlagnos'Flg mgthod chosen; although usugl in the clinical trials on vaccines, Mok 410 (195) 5028) | 250(156) 20418
is very surprising in the context of a pandemic where any person infected with Severe 4722 3(0-1) 16(1.0) 10.1),
COVID-19 could contaminate those around him or her, transmitting a potentially —aomex SEER TN sammn 16109)

fatal disease.

No PCR test for ALL participants

Statistical bias leading to an underestimation
of the cases for the vaccine group

Christine COTTON — 14/07/2023- ©
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Efficacy Severe Cases - >12 years old

No efficacy statistically proved on severe cases, on every populations

Clinical Study Report- December 10, 2020 on the 216 yo Clinical Study Report-April 9, 2021 on the 12-15 years old

Table 16. Vaccine Efficacy — First Severe COVID-19 Occurrence From 7 Days After Severe COVID-19 cases
Dose 2 — Subjects Without Evidence of Infection Prior to 7 Days After Dose 2 —
Evaluable Efficacy (7 Days) Population There were no reports of severe COVID-19 cases (and no cases of MIS-C) in participants 12-15
- - years of age.

Vaccine Group (as Randomized)

https://www.fda.qgov/media/148542/download

BNT162b2 (30 pg) Placebo
(N*=18198) (N*=18325)
Efficacy Endpoint nl"  Surveillance nl1®  Surveillance VE (95% CI) Pr (VE =30% |
Time* (n2%) Time* (n2) (%) data)’
First severe COVID-19 occurrence 1 2.215(17411) 3 2.232(17511)  66.4 | (-124.8, 96.3) 0.7429
from 7 days after Dose 2

Abbreviations: N-binding = SARS-CoV-2 nucleoprotein-binding; NAAT = nucleic acid amplification test; SARS-CoV-2 =
severe acute respiratory syndrome coronavirus 2; VE = vaccine efficacy.

Note: Subjects who had no serological or virological evidence (prior to 7 days after receipt of the last dose) of past SARS-CoV-
2 infection (ie, N-binding antibody [serum] negative at Visit 1 and SARS-CoV-2 not detected by NAAT [nasal swab] at Visits |
and 2), and had negative NAAT (nasal swab) at any unscheduled visit prior to 7 days after Dose 2 were included in the analysis.
a. N =number of subjects in the specified group.

b. nl = Number of subjects meeting the endpoint definition.

c.  Total surveillance time in 1000 person-years for the given endpoint across all subjects within each group at risk for the
endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.

d.  n2 = Number of subjects at risk for the endpoint.

e. Credible interval for VE was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for surveillance
time. Refer to the statistical analysis plan, Appendix 2, for more details.

f.  Posterior probability (Pr) was calculated using a beta-binomial model with prior beta (0.700102, 1) adjusted for
surveillance time. Refer to the statistical analysis plan, Appendix 2, for more details.

PFIZER CONFIDENTIAL SDTM Creation: 17NOV2020 (09:48) Source Data: adc19ef Table Generation: 17NOV2020
(16:47)

(Cutoff Date: 14NOV2020, Snapshot Date: 16NOV2020) Output File:

/nda2_unblinded/C4591001 Efficacy FA_164/adcl9ef ve sev cov Tpd2 wo_eval

https://www.fda.gov/media/144246/download
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Efficacy Severe Cases - Children

No efficacy statistically proved on all populations on severe cases

10

October 26, 2021 Clinical Study Report on 5-11 years old

3.6.8.1. Severe COVID-19 and MIS-C Illness — Phase 2/3

As of the data cutoff date (06 September 202 1), no severe COVID-19 or MIS-C were

reported in pediatric participants 5 to <12 years of age i Study C4591007 in the safety
database.

https://www.fda.qgov/media/153409/download

Christine COTTON — 14/07/2023- ©

Clinical Study Report- June 14 - 15, 2022 on 2 6 months-4 yo

Catastrophic results
More severe cases into the BNT162b2 group
compared to placebo

Severe COVID-19 and MIS-C

Severe COVID-19 criteria (as described in the protocol, based on FDA definition and modified
for children to have very high sensitivity to alert for any potential severe illness) were fulfilled
for 7 cases (6 BNT162b2 and 1 placebo [takmg mto account 2:1 randomization]) among children
2 to <5 years of age. Of these, 5/6 cases in the BNT162b2 group fulfilled a single criterion of
increased heart rate or respiratory rate and 1 case 1n the placebo group fulfilled a single criterion
of decreased SpO2 (88% on room air); all occurred post-Dose 2 (Table 5). Note that in 2 such
cases m the BNT162b2 group, the participants reported illness after they were unblinded, which
could have mtroduced potential bias.

Table 5. Characterization of Cases Assigned as Severe That Met FDA Criteria:
Children 2 to <5 Years of Age

Group Age Timing™ Severity Severity Meets CDC Coinfecrion
Criteria Met Range Criteria

BNT162b2 4 years 32 days HR=132 =131 No

BNT16262 4 years 62 days RR=32 =29 No

BNT16262 3 years 183 days RR=32 =29 No

BNT162b2 3 years 208days  RR-32 =29 No

BNT162b2 2 years 44 davs HR=1350 =142 No

BNT16262 2 years 100 days HR=150 =142 Yes Parainfluenza
RE=40 =38 (Hospitalization) virus type 3
Sp02=91% =92%
Hospitalization

Placebo 2 years 162 days Sp01=88% =02% No

* All cases occusred post-Dose 2

Highlighted row (gray) p ts case inf ion for the only participant who fulfilled =1 severity criterion per protocol

pediatric-modified FDA definition and including CDC criterion of hospitalization. This participant had coinfection with

parainfluenza virus type 3. and clinical assessment included reported wheezing and ol ad
HR.=heart rate, RR=respiratory rate, SpOr=cxygen saturaticn

https://www.fda.gov/media/159193/download
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Safety data at 6 months - Deaths

Mortality due to COVID-19

* 1 Covid-19 death in vaccine group (BNT162b2) versus 2
in the placebo group

No vaccine efficacy statistically proven for the
deaths due to covid-19

No vaccine efficacy for the overall'mortality.

Christine COTTON — 14/07/2023- ©

BNT162b2
(N=21,926)

Reported Cause of Death*
Deaths
Acute respiratory failure

Aortic rupture

—
tn

Placebo
(N=21,921)
n

14

Artentosclerosis

Riliary cancer metastatic

—_ o = =

CUAVID=-15

COVID-19 pneumonia

Cardiac arrest

Cardiac failure congestive
Cardiorespiratory arrest

Chronic obstructive pulmonary disease
Death

Dementia

Emphysematous cholecystitis
Hemorrhagic stroke

Hypertensive heart disease

Lung cancer metastatic

Metastases to liver

Missing

Multiple organ dysfunction syndrome
Myocardial infarction

Overdose

Pneumonia

Sepsis

- -0 2 O 90 O 9 = = O = O O = = = §a = 3@ O 4 o O

= I — T e R X e = I~ i — e — i — N — ]

Septic shock )
L‘m = -

Unewvaluable event

Table S4 | Causes of Death from Dose 1 to Unblinding (Safety Population, 216 Years Old). a.

=

11

Multiple causes of death could be reported for each participant. There were no deaths among 12-15-year-

old participants.
Source: New England Journal of Medecine -15/09/2021

https://pubmed.ncbi.nim.nih.qov/34525277/
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Reanalyzing Deaths during the trial — Released documents .

Collaboration with Pierre from OPENVAET

A

«

Placebo-

BNT162b2 Placebo BNT162b2 Total Christine Cotton OFFICIEL @
2StatChrisCotton

DEATH N 19 17 2 38

Canceled Mouse

38 deaths on more than 46 000 subjects — at the same cut-off date (March 13, 2021)

19 deaths for BNT162b2, 17 for placebo, 2 former members of the Placebo arm who had received
BNT162b2 after un-blinding

Time of occurrence calculated from onset date of AE and date of doses

https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-deaths
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Phase 1 neutralizing antibodies analysis
Collaboration with Pierre from OPENVAET

* In Phase 1, several dosages : 10 mcg, 20 mcg, 30 mcg, 100/10 mcg
and Placebo

* Analysis on Placebo and 30 mcg : for several subjects, 2 tests on the
same day”, the most favourable were kept

\ [l 1 ¢t ' ' |
} {30 mecg) - Average Antibod 3 ihie Ist Test v o Te ey d l ke
\
@ Average Antibod By Subject Official Average Antibodies By Subject \

Canceled Mouse '«
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Known RiIsks
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Risks and missing information : populations not included into the clinical trial

» Missing information in the December 2020
Risk Management Plan
* Use in pregnancy and while breast feeding
* Use inimmunocompromised patients
* Use in frail patients with co-morbidities (e.g. chronic

obstructive Pulmonary disease [COPD], diabetes, chronic

neurological disease, Cardiovascular disorders)

* Use in patients with autoimmune or inflammatory
disorders

* Interaction with other vaccines
* Long term safety data

» Significant health risks to patients are
anaphylaxis, myocarditis and pericarditis,

and vaccine-associated enhanced disease

(VAED).

The Risk Management Plan clearly demonstrate, due
to the huge amount of missing information, that the

risk assessment presented in the clinical trial is
totally incomplete

BNT162b2

Risk Management Plan 20 December 2020

On page 38 of the CSR on the 12-15yo

5.2 Unknown Benefits/Data Gaps

The unknown benefits and data gaps associated with the Pfizer-BioNTech COVID-19 vaccine
when used in adolescents 12-15 years of age are the same as those detailed in the

memorandum authorizing the vaccine for emergency use in for the individuals 16 years of age
and older." They relate to:

Duration of protection

Effectiveness in certain populations at high risk of severe COVID-19

Effectiveness in individuals previously infected with SARS-CoV-2

Future vaccine effectiveness as influenced by characteristics of the pandemic, changes
in the virus, and/or potential effects of co-infections

Vaccine effectiveness against asymptomatic infection

Vaccine effectiveness against long-term effects of COVID-19 disease

Vaccine effectiveness against mortality

Vaccine effectiveness against transmission of SARS-CoV/-2

This EUA Amendment provides additional insight for the following unknown benefit/data gap
that was previously considered:

Effectiveness in pediatric populations

The study enrollment is limited to participants 12 years of age and older. No data are available
at this time to evaluate the vaccine effectiveness in children under 12 years of age.

https:/lwww.ema.europa.eu/en/medicines/human/EPAR/comirnaty

BNT162b2 + BNT162b2 BA.1 + BNT162b2 BA 4-5
Risk Management Plan November 2022

Table 31. List of Important Risks and Missing Information

Table 77. List of Important Risks and Missing Information

15

Important identified risks

Anaphylaxis

Important potential risks

Vaccine-associated enhanced disease (VAED) including Vaccine-
associated enhanced respiratory disease (VAERD)

Missing information

Use in pregnancy and while breast feeding

Use in immunocompromised patients

Use in frail patients with co-morbidities (e.g. chronic obstructive

pulmonary disease (COPD). diabetes. chronic neurological disease,

cardiovascular disorders)

Use in patients with autoimmune or inflammatory disorders

Interaction with other vaccines

Long term safety|data

Christine COTTON — 14/07/2023- ©

Important identified risks

Myocarditis and Pericarditis

Important potential risks

Vaccine-associated enhanced disease (VAED) including Vaccine-
associated enhanced respiratory disease (VAERD)

Missing information

Use in pregnancy and while breast feeding

Use in immunocompromised patients

Use in frail patients with co-morbidities (e.g.. chronic obstructive
pulmonary disease [COPD]. diabetes, chronic neurological disease,
cardiovascular disorders)

Use in patients with autoimmune or inflammatory disorders

Interaction with other vaccines

Long term safety data

https://www.ema.europa.eu/en/documents/rmp-summary/comirnaty-epar-risk-management-plan_en.pdf
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Possible AE outcomes, listed in October 2020

The 22 October 2020, a document presented by the FDA itself mentioned
an impressive list of adverse events outcomes to follow
those that have been appearing in real life since the use of the Comirnaty vaccine,

The Risk Management Plan mentioned only a very small part of these.
WHY ?

FDA Safety Surveillance of COVID-19 Vaccines :
DRAFT Working list of possible adverse event outcomes
*¥**Subject to change™***

= Guillain-Barré syndrome «  Deaths

= Acute disseminated encephalomyelitis = Pregnancy and birth outcomes

*  Transverse myelitis »  Other acute demyelinating diseases
= Encephalitis/myelitis/encephalomyelitis/ .

Non-anaphylactic allergic reactions

meningoencephalitis/meningitis/ .
encepholapathy Thrombocytopenia

. _ . . : . .
»  Convulsions/seizures Disseminated intravascular coagulation

= Stroke = Venous thromboembolism

= Narcolepsy and cataplexy = Arthritis and arthralgia/joint pain

= Anaphylaxis = Kawasakidisease

*  Multisystem Inflammatory Syndrome
in Children

= Vaccine enhanced disease

= Acute myocardial infarction

= Myocarditis/pericarditis

=  Autoimmune disease

https://www.fda.gov/media/143557/download

Christine COTTON — 14/07/2023- ©


https://www.fda.gov/media/143557/download

An illusion of double-blind
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The study protocol was riddled with bias.

* While presented as a « double blinded study », the protocol introduces
numerous flaws in the process, with on-site members of the team who
weren’t blinded.

* A most abnormal violation to' good practices is the fact that the team in
charge of reviewing the protocol deviations wasn’t blinded, allowing
“cherry-picking”.

* No efforts made to keep the blinding on some sites, as Brook Jackson
testified.

https://www.bmj.com/content/375/bmj.n2635



https://www.bmj.com/content/375/bmj.n2635

Anomalies in the Double-blind from the Protocol perspective

throughout the study. The following sponsor staff, who will have no part in the blinded
conduct of the study, will be unblinded in Phase 2/3 (further details will be provided in a data JQSh Guetzkow
blinding plan): i

. . . . N rm I Sociologist | Criminologist |
Those study team members who are involved in ensuring that protocol requirements (0] d Human Being Being Human
for study intervention preparation, handling, allocation, and administration are

tulfilled at the site will be unblinded for the duration of the study (eg, unblinded study

manager, unblinded clinical research associate). No blind review meeti ng, the decisions to
Unblinded clinician(s), who are not direct members of the study team and will not assess m aj orp roto COI d eviations

participate in any other study-related activities, will review unblinded protocol —

deviations. Completely Abnormal

An unblinded team supporting interactions with, and analyses for, the DMC _ Norma | f or th e Data Monitorin g

(see Section 9.6). This will comprise a statistician, programmer(s), a clinical

scientist, and a medical monitor who will review cases of severe COVID-19 as they Committee th ey n eed t h ep rOd ucts
are received, and will review AEs at least weekly for additional potential cases of L ’
severe COVID-19 (see Section 8.2.3). administered to assess the safety results

An unblinded submissions team will be responsible for preparing unblinded analyses

and documents to support regulatory activities that may be required while the study is

ongoing. This team will only be unblinded at the group level and not have access to

individual participant assignments. The programs that produce the summary tables Norma I’ th ey on |y have access to
will be developed and validated by the blinded study team, and these programs \Vﬂl_ .

be run by the unblinded DMC team. The submissions team will not have access to unblinded results

unblinded COVID-19 cases unless efficacy 1s achieved in either an interim analysis or

the final analysis, as determined by the DMC.

https://jackanapes.substack.com/p/the-pfizer-vaccine-trial-was-not

Christine COTTON — 14/07/2023- ©


https://jackanapes.substack.com/p/the-pfizer-vaccine-trial-was-not

Anomalies in the Double-blind from the Protocol perspective

DL INTERNAL REVIEW COMMITTEE CHARTER

Appendix 2. Plan to Control Dissemination of Results

This is an observer-blinded study as the physical appearance of the BNT162 vaccine
candidates and placebo differ.

At the study site: The participant, investigator, study coordinator, and other site staff will be
blinded. The dispenser(s)/administrator(s) and those study site team members who are
involved in ensuring that protocol requirements for investigational product handling,
allocation, and administration are fulfilled at the site (e.g. study manager, clinical research
associates) will be unblinded for the duration of the study.

Breaking the blind by the Investigator: Blinding codes should be broken by the
investigator only when knowledge of the actual treatment code is absolutely essential for
further management of the participant. The method will be an electronic process via Impala.

Pfizer: For Stage 1 (dose-finding) and Stage 2 (expanded cohort): Pfizer study team
members are unblinded to the vaccine assigned/received by all participants.

Pfizer: Laboratory personnel performing the immunologic assays will remain blinded to
vaccine assigned/received throughout the study.

Unblinded Pfizer personnel: Randomization codes will be released to reporting team
(unblinded reporting statistician and unblinded programmer) who need access to the codes to
generate the summaries and participant data listings for the review by the unblinded
committee members during Stages | and 2 the study. Randomization codes will be available
to the committee via the reporting team.

Release of the randomization codes to designated personnel will only be performed upon

completion of the Randomization Code Release Request Form in GRAABS. Randomization
codes and unblinded data will be maintained in a secure location.
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The data itself shows that the blinding was
faulty — even for the subjects themselves

Placebo Treatment \

Potential COVID illness visit not done when required 1494

Josh Guetzk
Nasal swab collected at visit where not required 57 e R
Nasal swab not collected for visit where required 1186

Visit outside of protocol specified window 7571

Receipt of other coronavirus vaccine 546

Receipt of flu vaccine >14 days before/after 221
Revised informed consent not signed 639

Urine pregnancy test not performed 1309

Percentage of deviations to unblinding by treatment group
https://jackanapes.substack.com/p/the-pfizer-vaccine-trial-was-not

More details about the XPT deviations.
https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-making
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Local testing rate

e Subjects in the BNT162b2 arm were less susceptible to get tested
locally (45% vs 39%)

e Large variation from site to site
* Anomaly observed exclusively in the US (Argentina was at 90%+ for each arm)

* Testing rate increases for both arms after EUA is obtained

Local Testing Rate Across Arms Before & AFter EUA

Local PCR No Local PCR Marginal Row Totals
BNT162b2 768 (833.96) [5.22] 1191 (1125.04) [3.87] 1959
Placebo 1123 (1057.04) [4.12] 1360 (1425.96) [3.05] 2483
Marginal Column Totals 1891 2551 4442 (Grand Total)

The chi-square statistic is 16.2532. The p-value is .000055. Significant at p < .05.

The chi-square statistic with Yates correction is 16.0078. The p-value is .000063. Significant at p < .05.

https://openvaet.substack.com/p/pfizerbiontech-
c4591001-trial-how

BNT Local Placebo Local
B PicElA RPo-tEUA https://openvaet.substack.com/p/pfizerbiontech-

c4591001-trial-local



https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-how
https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-how
https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-local
https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-local

Local testing rate

Examples of abnormal sites

Site 1005, Rochester Clinical Research, Inc., led by Matthew Davis
24.3% of its 37 BNT162b2 visits being locally tested

51.2% of its 41 Placebo visits being locally tested

chi-square: 5.94, p-value 0.01

Site 1006, J. Lewis Research Inc., led by James Peterson
6.8% of its 44 BNT162b2 visits being locally tested
31.9% of its 47 Placebo visits being locally tested
chi-square: 9.02, p-value 0.002

Site 1007, Cincinnati Children's Hospital Medical Center, led by Robert Frenck
36.4% of its 22 BNT162b2 visits being locally tested

62.5% of its 48 Placebo visits being locally tested

chi-square: 4.15, p-value 0.04

Site 1028, Lillestol Research LLC, led by Michael Lillestol
40.7% of its 27 BNT162b2 visits being locally tested
76.1% of its 46 Placebo visits being locally tested
chi-square: 9.12, p-value 0.0025

Site 1042, Benchmark Research, led by William Seger
13.0% of its 23 BNT162b2 visits being locally tested
37.9% of its 29 Placebo visits being locally tested
chi-square: 4.04, p-value 0.04

Site 1056, Indago Research & Health Center, Inc., led by Jose Cardona
0% of its 31 BNT162b2 visits being locally tested

14.29% of its 21 Placebo visits being locally tested

chi-square: 4.69, p-value 0.03

Site 1057, Clinical Neurscience Solutions, Inc., led by Fadi Chalhoub
7.89% of its 38 BNT162b2 visits being locally tested
36.11% of its 36 Placebo visits being locally tested

chi-square: 8.68, p-value 0.003

Site 1090, M3 Wake Research, Inc, led by Lisa Cohen
22.73% of its 44 BNT162b2 visits being locally tested
46.67% of its 60 Placebo visits being locally tested
chi-square: 6.27, p-value 0.01

Site 1116, MedPharmics, LLC, led by Paul Matherne
21.43% of its 14 BNT162b2 visits being locally tested
56.41% of its 39 Placebo visits being locally tested
chi-square: 5.058, p-value 0.02

Site 1123, Meridian Clinical Research, LLC, led by Brandon Essink
10.53% of its 38 BNT162b2 visits being locally tested

45.59% of its 68 Placebo visits being locally tested

chi-square: 13.55, p-value 0.0002



Central Testing Rates - Before & After EUA

Central Testing Rate Across Arms Before & After EUA

89%

0O
F17
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Pfizer VaCCine Trial Fraud? Human Being Being Human
The Story of Augusto Roux

& Josh Guetzkow
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Dr. Augusto German Roux
@RouxAugusto




|
On the way home after his second dose on Sept. 9, 2020, he began feeling S e rl 0 u S AE S n O n -

unwell, developed a high fever and felt terribly ill until he fainted on Sept. 11
and finally went to the hospital on Sept. 12 (not the one where the trial was

u
being run). They did a thorough work-up, including a CAT scan of his chest regl Ste re d 0 r

that showed an abnormal collection of fluid around the outside of the heart.

Basically he had pericarditis. re q ual i fi e d

On October 7, the clinical trial notes that “at the request of the sponsor” (AKA
BioNTech), the adverse event code was update to suspected COVID-19

disease. And that's how Pﬁzer/BioNTech made cases of myocarditis and A day before the hearing (and a day after the change in AE status), Polack
wrote in Augusto’s clinical trial records that he had had an attack of severe

pericarditis disappear, by sweeping them under the rug of suspected COVID- , , . . ,
l anxiety starting on September 23, not caused by the vaccine, and wrote that

/ . s, I . TTT-1Q war . argaina . . . .
19. Moreover, the diagnosis of suspected COVID-19 would not count against Augusto suspected a conspiracy between the two hospitals, described his
the efficacy calculations, since those required a positive PCR test to confirm anxiety as constitutional, and noted that it was ongoing.
diagnosis.

https://jackanapes.substack.com/p/is-subject-12312982-the-key-to-proving



https://jackanapes.substack.com/p/is-subject-12312982-the-key-to-proving

39633
39634
39635
39636
39637
39638
39639
39640
39641
39642
39643
39644
39645
39646
39647
39648
39649
39650
39651
39652
39653
39654
39655
39656
39657
39658
39659
39660
39661
39662
39663
39664
39665
39666
39667
39668
39669
39670

1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231
1231

Subjects missing from the Database 27

12312774 Placebo

12312775 BNT162b2 Phase 2/3 (30 mcg)
12312776

12312777

12312778 BNT162b2 Phase 2/3 (30 mcg)
12312779 Placebo

12312780

12312781

12312782

12312783

12312784

12312785 BNT162b2 Phase 2/3 (30 mcg)
12312786

12312787 BNT162b2 Phase 2/3 (30 mcg)
12312788

12312789

12312790 Placebo

12312791

12312792

12312793

12312794

12312795

12312796 Placebo

12312797 Placebo

12312798 Placebo

12312799 BNT162b2 Phase 2/3 (30 mcg)
12312800 BNT162b2 Phase 2/3 (30 mcg)
12312801

12312802 Placebo

12312803 BNT162b2 Phase 2/3 (30 mcg)
12312804 Placebo

12312805 BNT162b2 Phase 2/3 (30 mcg)
12312806 BNT162h2 Phase 2/3 (30 mcg)
12312807 Placebo

12312808 Placebo

12312809

12312810 Placebo

12312811 BNT162b2 Phase 2/3 (30 mcg)
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Canceled Mouse Josh Guetzkow

@canceledmouse

oshg99

Sociologist | Criminologist
Human Being Being Human

Totally impossible in an IWRS (Interactive Web
Response System) compliant with the 21CFR part
11 guideline

Participants identification numbers are
automatically incremented when the participant
Is created by a center

The same day Augusto Roux almost died in
Argentina (center 1231 military hospital), 17
participants number are missing ??

Ruikar V. Interactive Voice/Web Response System in clinical research.
Perspect Clin Res. 2016 Jan-Mar;7(1):15-20. doi: 10.4103/2229-
3485.173781. PMID: 26952178; PMCID: PMC4763512.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4763512/

https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-the
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Change in the manufacturing process

The Pfizer vaccines administered in real life are not those used in the clinical trial. We know from the study protocol available in the
appendices of the NEJM publication on the famous 95% efficacy in December 2020 that a new manufacturing process was used,

process 2.

250 participants were to receive vaccines from process 2, and immunogenicity and tolerance were to be compared with those of 250
randomly selected participants vaccinated with process 1. These results were never made public.

https://www.nejm.org/doi/full/10.1056/NEJMo0a2034577

https://www.nejm.org/doi/suppl/10.1056/NEJMo0a2034577/suppl_file/nejmoa2034577 protocol.pdf

PF-07302048 (BNT162 RNA-Based COVID-19 Vaccines)
Protocol C4591001
Protocol Amendment 9, 29 October 2020

Document History

Document Version Date Summary and Rationale for Changes

*  Made various editorial changes.

Protocol amendment 7 06 October 2020 *  Reduced the lower age range to include
adolescents 12 to 15 years of age and added
corresponding objectives.

*  Removed reference to COVID-19 antibody
testing in Section 2.3.2.

s Clarified with efficacy estimands and endpoints
that last dose refers to second dose.

* | Added an additional exploratory objective to
describe safety and immunogenicity in
participants 16 to 55 years of age vaccinated
with study intervention produced by
manufacturing “Process 1" or “Process 2.”

e | Clarified exclusion criterion 5.

» | Added Section 6.1.1 to describe manufacturing
“Process 1" and “Process 2.”
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The vaccine candidate selected for Phase 2/3 evaluation 1s BNT162b2 at a dose of 30 pg.

6.1.1. Manufacturing Process

The scale of the BNT162b2 manufacturing has been increased to support future supply.
B"'J"Tlﬁzb” enerated usm the nmnufar:h_n"m pProcess sup orlm an increased supply

ndiv 1duals 16 to 55 years of age vaccinated with material generated using the existing
manufacturing process “Process 1. and with material from lots generated using the
manufacturing process supporting increased supply, “Process 2, will be described.

In brief, the process changes relate to the method of production for the DNA template that
RNA drug substance 1s transcribed from, and the RNA drug substance purification method.

The BNT162b2 drug product is then produced using a scaled-up LNP manufacturing process.
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Change in the manufacturing process

The mRNA integrity level of process 2 was significantly lower than that of process 1, which led to major

objections from the EMA, the European deputy Michele Rivasi has raised the issue in the European
Parliament.

https://ema.europa.eu/en/documents/assessment-report/comirnaty-epar-public-assessment-report en.pdf

Manufacture, process controls and characterisation

Manufacturers

The active substance is manufactured and controlled by either Wyeth BioPharma Division, Andover,

United States or by BioNTech Manufacturing GmbH, Mainz, Germany, and Rentschler Biopharma SE,
Laupheim, Germany.

During the procedure, a number of issues were highlighted relating to the GMP status of the manufacture
of the active substance and of the testing sites of the finished product for the purpose of batch release.

| These issues were classified as a Major Objection (MO).lAfter further information was obtained from the
sites and inspectors, the MO was considered resolvea.

EU GMP certificates for the manufacturing and testing sites were subsequently obtained. In conclusion,
appropriate manufacturing authorisations and GMP certificates are in place for all active substance and
finished product manufacturing sites.

Christine COTTON — 14/07/2023- ©
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Process 1 vs Process 2 — Increased risk on safety

tl‘]ebmj covid-19 Research v Education v News & Views v Campaigns v Jobs v

¢ Rapid response to:

Covid-19: Researchers face wait for patient level data from Pfizer and Moderna

vaccine trials

BMJ 2022 ;378 doi: https://doi.org/10.1136/bmj.01731 (Published 12 July 2022)

Cite this as: BMJ 2022;378:01731

Article Related content Article metrics Rapid responses

Rapid Response:

Effect of mENA Vaccine Manufacturing Processes on Efficacy and
Safety Still an Open Question

Dear Editor,

Recent calls for more transparency in COVID-19 vaccine clinical trials is
particularly relevant for data on the manufacturing process, whichis an
integral part of the regulatory approval process to ensure consistent
safety and efficacy outcomes[1,2]

Response

13 May 2023

Jlosh A Guetzkow

Senior Lecturer

Retsef Levi, Professor, MIT
Hebrew University

Mt Scopus, Jerusalem
(djoshg99, (qRetseflL



Increase risk on safety from mRNA impurities

& endotoxins

Geoff Pain “f.)

Pfizer jabs create the perfect Cytokine Storm

All of the Adverse Events reported after Pfizer jabs can be attributed to Cytokine Storm
triggered by Endotoxins known to be in every

: ; 9 » : ; .
As mentioned previously = Human volunteers injected with E Coli Endotoxin show

immediate increase of inflammatory cytokines TNF-a, IL-6, IL-10, and IL-1RA.

vial.

Fatigue, Headache, Muscle Pain, Fever and Chills
after Pfizer Jabs match Endotoxin Effects

Lipid NanoParticles carry Endotoxin on their
Surface as well as Inside

I

Lipid Nanoparticles Covid19 jabs carry more that mRNA all over '

Risk factors for Stroke after mRNA Jabs point to

Endotoxin

Postmenopausai Haemorrhage after mRNA jabs
most likely caused by Endotoxin

J Blindness caused by Endotoxin in mRNA Jabs

Abortion, Preeclampsia and Placenta Damage b;

Atrial Fibrillation is the most common type of
Tachycardia, Anaphylaxis leading to Sudden
Death caused by Endotoxin in mRNA Jabs

Pfizer jabs are expected from the vial Endotoxin

GMO Spike Protein carries E coli Endotoxin and
enhances Inflammatory Damage to Jabbees

d0i:10.1093/jmcb/mjaa067

916 | Journal of Molecular Cell Biology (2020), 12(12), 916-932
| Published online December 9, 2020

’ Article

SARS-CoV-2 spike protein binds to bacterial
lipopolysaccharide and boosts proinflammatory
activity

° Kevin McKernan &

rmission slips and ceremaonies we

Replication is all that matters

g] Debunk the Funk

So, you have a finding that you believe
n es that the COVID mRN/
ficant accusation

cines are

f L\ Phillip J. Buckhaults, Ph.D. &

well, first of all, | don’t know if this violates any GMP
regulations. Second of all | don’t owe you or
anybody else a formal publication. this is not my

real job- i am a cancer genome jock. i just saw
kevins work and figured i would chk our clinical
depts vials because i am curious and am kinda good
at this stuff. i was gonna call BS on Kevin, but here
we are. he was right. you are welcome.

4Quotes 1,238 Likes 93 Bookmarks


https://geoffpain.substack.com/
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Conclusions

» Populations excluded from the trial or with no result
- Pregnant or breastfeeding women
- Immunocompromised patients
- Patients with co-morbidities or autoimmune diseases

» Interaction with other vaccines including influenza vaccine not studied

» Transmission not studied

» Interim analyses on 3-months follow-up on all the studied populations, I> 16 years old, 12-15 yo, 5-11 yo, 6
months-4 yo

» Primary endpoint evaluation biased

» No statistically proven efficacy on severe covid post-dose 2:(lack of cases) in december 2020 and all other
populations

» No statistically proven efficacy in 75+ years in December 2020

» Neutralising antibodies not measured after 2 months post dose 2 to hide the drop: In December 2020, boost
already under study

» Follow-up median time = 2 months post dose 2, shorter than the 6 months FU recommanded into the previous
guidelines on vaccines. Mean term safety and long term safety unknown

» Serious Adverse Events not reported into the database and then missing in the Clinical Study Reports for the
interim analyses
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Conclusions

» inappropriate management of participants, inappropriate choice of criteria and inappropriate choice of ways to manage
participants (no PCR for all), despite patient protection laws (Declaration of Helsinki)

» Violation to GCP in the centers managed by the CRO Ventavia

No analysis without these centers despite doubtful data integrity

Protocol deviations assessed during non blind meetings for each population analysis, totally ABNORMAL
Less nasal swabs or visits for potential covid into the vaccine group = major statistical bias

» Data integrity not checked.during the audits performed by authorities

» Change in the manufacturing process-inttoduced in october 2020 (protocol)

» MRNA never used in any medication norwaccine (see Albert Bourla interview)

» Emergency Use Authorization 9 months after the mRNA due to accelerated développement, rolling reviews and fast-
track, NO RESULT on the second manufacturing process!

Reliability and integrity of the results doubtful according to.Good Clinical Practices

Results of the Analysis at 6 months

> No statistically proven efficacy on Covid mortality
> No statistically proven efficacy on overall mortality

Results on publicly released data

» Umbalance between centres in the number of patients recruited, over 10,000 participants out of 40,000 recruited by 5
centres
But no analysis by centre performed

» Efficacy calculated on the nucleocapsid serology assay (participants with Covid during the trial and not only
symptomatic cases = 55 % , results never published




Balance

Benefits

Efficacy

Immunogenicity

Risks

Safety

Main criterion : first occurrence of symptoinatic

Adverse events

A COVID-19 from 7 days after dose 2 : .
Criteria o y : Antibodies Dosage / ) ) .
The participant had to report his/her o . . Populations not included in the
measured . Protection Duration L .
symptoms to the site clinical trial
No PCR test planned
No PCR test for | Use of Anti-nucleocapside | No data after 2 = No dot=ye Median SAE not Many
everyone antipyretics to serology results months after between 2 fpllow-up reported in unkngwns
Incorrect report | suppress (ADVA SAS® dose 2in months after time of 2 the CSR m_ted in the
of symptoms symptoms that dataset) interim dose 2 and 6 months Risk
Lack / Bi No test done may lead to a analyses months after . T
o o diagnosis : dose 2 planned Rouxinthe  Plan
/ Fraud in CovID Efficacy calculated into the stud Too shortto ~ >16yo
on the i y assess report Populations
No COVID No test done - No possibility  flowchart P puiat
centers o seroconversion ; mean term not studied
_ _ 7 o conclude to : Lo
Confirmation around 55 % a duration of and long Maddie de in trial
Ventavia case: u . term safety Garay : * Pregnant
participants with |~ NO COVID Surestimation of prot(taﬁtlon >3 Large gap not reported  women ...
: - - months i
Quality symptoms never | oo efficacy using the between Visits in the 11-15  * Immuno-
Indicat called back choosen main e hEe yo report comromised
n |Ca OrS pecause Of C”terlon_ k d h d *Frail
are all RED J confirmation i SelEnes LRI UG CiE] patients

into ADVV SAS® | Detween the + Efficacy assessed in neutralizing

dataset

groups for the
intake of these
treatments in

only on patients
without previous
SARS-COV?2 (far

antibodies

confirmed a few

months later

CSR. from real life)

Violations of Good Clinical Practices (Ventavia centers, SAE not reported, missing patients,
unblinded study reviews to assess deviations )
+ Main criterion not « representatige » of the disease in real life

No safgdy issue
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Helsinki)declaration

Questionnable Results = Erroneous B/R ratio

95)%%

Bias: elements that may cause the results to deviate from their true value

Duration of protection = 4 months
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Conclusions

» Authorisations given on the basis of biased results distorting the assessment of the benefit/risk
ratio

» Given the number of major biases arising from the design of the trial itself

The results provided in the different Pfizer clinical reports, having been examined in a hurry by the different
health authorities, both ‘in tenms of efficacy (symptomatic cases, severe cases...), immunogenicity, and
safety cannot be considered as honest and reliable from the point of view of Good Clinical
Practices, thus biasing the evaluation. of the supposedly favorable benefit/risk ratio of the
Comirnaty vaccine.

» Given the risks identified and the information still missing
» Given the change in manufacturing process
» Given the absence of data on the process 2

The use of Comirnaty vaccine in real life poses a significant risk to the lives of individuals.

» It is therefore necessary to urgently suspend all vaccination by Comirnaty, not only for the
populations on which we have no information to date, but also for the entire population while
waiting for explanations from Pfizer regarding the choice of its trial design, its evaluation
methods, the algorithm for calculating the efficacy criteria...
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