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When Pfizer’s Six-Month Interim Report of Adverse Events (C4591001) revealed a total death count of 38
{35}, the number seemed unexpectedly fow for a clinieal triat involving 44,060 participants amidsta
pandemic. To mvest:gatc, Micheisand colloagues estimated the anticipated deaths based on US mortality
ratesin. 2{320 presuming comparability across participating countries {541, With 132 trial siteg inthe US and
80% of subjects, they estimated that 222 deaths should have occurred between July 27, 2020, and March 13,
2021, making the observed 38 deatht only 17% of the projected number. Most of the trial sites had fewer
- deaths than anticipated, possibly attributed to a considerable percentage of “Lost to Follow-up® subjects
o (4.2% of randomized subjacts); including 395 unique subjects within the study period. While some sites
/ recorded negligible losses, others exhibited substantisl figures, up to 5% of the site’s subjects {54). These
numbers likely contributed to the seemingly low overall death count and should have prompted increased
efforis 1o Tncate rhese individuale. Loging beack of nearly 400 study participants in the follow-up ohservation
- period could have substantialty compromised the validity and generalizability of the results, The missing
 data can produce blased estimates; leading to tnvalid conglusions. This could result in a distortion of
vaceine efficacy and Underestination of SAES (including deaths), thus nifsrepresenting the safety profileof .
the mRNA products. In short, Plizer’s faﬁure to minimize participant attdtion seriously undemnined the = f(o
accuracy and relinbility of the six-month study s conclusions..

DT . According to a retrospective analysis by Guibmndsen and colleagues, the Plizer trial data showed a
: ugmf'umt ass{xmmm hetween the murt;ﬂxty rateard time since the injection in both the vaccine and

“placebo arms {841 A minimal number of deaths wererecorded during the initial 80 days, but a significant
tnottality incréase was observed around the 100. day taark post- m;ectmn, indicating a pattern that cannot be
attributed to chance. Remarkably ieregular trends are also evident in the cardine SAEs within the trial. Nemly
half of o) the cardiae events manifested within the initial 50 days following the injection, despite the
constant risk exposure anticipated for the first 140 days. Oddly, a dramatic surge in cardiae SAES was
observed arpund the 100-day mark from the first njection in both the plaeebo and vaceine groups, ;F }
coinciding with the heightened death rate. Examining the predominant medical diagnoses before
participation in the tria! revealed yet another aberrant trend: ai nine of the most prevalent pre-existing
diagnoses were more cordmonly found among pa fzicigams in the placebo arm. Moreover, there was a notable

- contrast In the ages of deceased participants between the two groups, These ghserved pattems were unfikely
to oceur randomly. The only piausxble e\(pkmanon that dhgned with theke anomalouk trends was that the

These concems are further compounded by revelations concerning substandard research practices and

inadequate data management in the pivotal trials. A whistleblowes report by » former employee of the

contract research organization responsible for enrolling patients in Pfizer's pivotal trisl raises significant

questions regurding data integrity and the safety of trial participants {831 Athong the trial conduct issues
~Jocumented were failure to report protocol deviations, )mproper@torage of vaccines, tislabeling oﬂ %
_laboratory specimens, and Iack of timely follow-up for patients experxencm‘, AEy; possibly leading to

;gnggrrg;gurtmg in terms of regulatory oversight, the FDA inspectéd only nine out of the 153 study sites

tved in the Pfizer trial {46, i

Finally, an unblinding of participants pecurred early in the trial, potentially on a wide scale across different
study sites, Participants were not presented with clear information refarding poténtial ABs inboth trial

. Jprotocols and consent forms 187}, Some parts of the consent form were misleading and merely intended to Lfa‘
elicit participation that m;ght not otherwise have occurred if the volunteers had been made aware that what
was protised in theory ot “oh paper” was unltkely to happen i réal Ry {87]. As aresult, participants were
not beitg granted truly informed consent; the potential injuries and AEs most likely to be caused by the
vatcinations were never operdy stated.

This fack of informed consent carried over into the real-world setting following the BUA. Forexample, not
publicly disclosing the Pizer trial's exclusion of pregriant women is arguably among the CDC's most .
egregious oversights when asserting the safety of COVID-19 vactine administration during pregnancy L -
The Nutemberg Code-established patients’ rights to voluntary ihformed consent in the aftermath of World
War 11 {881, US courts consistently support infored consent aga fundamental right for patients’ atttonomy
{69). Informed consent procedures must provide clear dnshmtiunb between rigks that are frequently
observed, risks that oceur ravely, and the mwore obvious risk of lnck of effectiveness or waning iminunity,
which is separate from the risk of SAEs, Whether in a clinical frial or free-fiving real-world setting, informed
consentis essential to providing a cleat undefstanding of the phtential risks associated with receiving a
genetic vaccineg, Throughout the gandumc, healtheare wotkers ere duty-bound to provide clear rigk-
penefit information to patients. Tn préctice, however, inforred donsent was non-existent, s information
sheets were blank [961, and viccinees Were never informed of potential rigks beforehand.

/ . .
=P Shifting narratives, illusions of protection
' The'ability to Balt ot greatly hmlt infectionis generaliy considered essentlal to vgccine effectiveness,
Neverthelegs, the registeational triaks Wy Plizer and Moderny were, nnt designed to address this issue, the 5‘ {
endpoint of the frials was the reduction of symptoms assotiated with COVID-19 [1,4}, even thoughthe

publiv.was subseguently reld by the €1C thet the COVID-IZ products would stop trangdssion (51
Moreover, asymptomatic transmission was shown to be extremely minuscide [94], Since 9071, The scientific
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