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Empfehlungen  
1. Die Zulassung von Comirnaty muss sofort widerrufen werden.  Jede weitere 
Impfung muss vermieden werden. Die Gründe, die für sich genommen für diese 
Empfehlung ausreichen, sind: 
�N�‚�S�¡�_�‚�Æ�_�ñ�n�?�õ�Í�_�‚Zulassungsstudie C4591001 wies katastrophale Mängel bei 
Zulassung, Durchführung und Überwachung auf. 
�N�‚�S�¡�_�‚�ê�õ�ñ�„�_�Í�Ž�õ�•�n�_�‚�¨�;�_�?�¢�õ�B�Ž�}�ñ�„�‚�_�?�ê���„�Í�¡�B�Ž�n�_�‚�_�]�‚�t�•�¡�Æ�_�?-Biontech, 
Sicherheitsdaten, insbesondere Todesfälle, zu vertuschen oder anderweitig zu 
manipulieren. 
�N�‚Die Wirkung des Impfstoffs beruht wahrscheinlich auf einer betrügerischen 
Hemmung des RT-PCR-Tests. 
�N�‚�—�?���n�Æ�‚�N�_�?�‚�ê�õ�ñ�¡�5�}�Í�¡�_�?�n�_�ñ�p�‚�Æ�}�„�}�ñ�]�n�_�ñ�‚�ž���ñ�‚�H���ê�¡�?�ñ�õ�n�°�‚�ž�_�?�•���Í�]�B�Ž�n�_�ñ�‚
Sicherheitsdaten und trotz der betrügerischen Wirksamkeitsvariablen konnte 
die Studie nie einen Nutzen, sondern einen definitiven Nachteil zeigen. Mit 
anderen Worten, die Risiken überwiegen klar und eindeutig den (nicht 
vorhandenen) Nutzen. 
�N�‚�S�¡�_�‚�Ä�ê�5�•�}�ñ�„�‚�Ž�õ�n�‚�Å�_�¡�ñ�_�‚�ñ�õ�B�Ž�Ž�õ�Í�n�¡�„�_�‚�Æ�¡�?�Å�}�ñ�„�q�‚�S�_�?�‚�^�•�•�_�Å�n�‚�¢�¡�?�N�‚�ñ�õ�B�Ž�‚�_�n�¢�õ�‚�
�‚
Monaten irrelevant, nach spätestens 12 Monaten wird er negativ, d.h. es erhöht 
sogar die Infektanfälligkeit. Dies gilt auch oder erst recht für 
Auffrischungsimpfungen. 
�N�‚�S�¡�_�‚�Ä�ê�5�•�}�ñ�„�_�ñ�‚�]�¡�ñ�N�‚�Æ�¢�_�¡�•�_�Í�]���Ž�ñ�_�‚�ê�¡�n�‚�_�¡�ñ�_�ê�‚�õ�Å�}�n�‚�_�?�Ž���Ž�n�_�ñ�‚�‰�n�_�?�;�_�?�¡�]�¡�Å���‚
verbunden. 
�N�‚�S�¡�_�‚�Ä�ê�5�•�}�ñ�„�_�ñ�‚�]�¡�ñ�N�‚���•�•�_�ñ�]�¡�B�Ž�n�Í�¡�B�Ž�‚�õ�}�B�Ž langfristig mit einem erhöhten 
Sterberisiko verbunden. 
�N�‚�S�¡�_�]�_�‚�Ä�ê�5�•�}�ñ�„�_�ñ�‚�ž�_�?�}�?�]�õ�B�Ž�_�ñ�‚�_�¡�ñ�_�‚�Ã�¡�_�Í�Æ�õ�Ž�Í�‚�ž���ñ�‚�]�B�Ž�¢�_�?�_�ñ�‚�)�_�;�_�ñ�¢�¡�?�Å�}�ñ�„�_�ñ�q�‚
Viele dieser Nebenwirkungen führen zu bleibenden Behinderungen. 
�N�‚�S�¡�_�‚�Ä�ê�5�•�}�ñ�„�_�ñ�‚�ž�_�?�}�?�]�õ�B�Ž�_�ñ�‚���•�•�_�ñ�]�¡�B�Ž�n�Í�¡�B�Ž�‚�_�¡�ñ�_�‚�@�_�_�¡�ñ�n�?���B�Ž�n�¡�„�}�ñg der 
Fruchtbarkeit. Dieser Effekt scheint dauerhaft zu sein. 
2.  Da sich alle nachfolgenden Zulassungen von sogenannten adaptierten 
(bivalenten) Comirnaty-Versionen  auf die ursprüngliche Zulassung beziehen, 
müssen auch diese sofort zurückgenommen werden. 
3.  Die Forderung nach Rücknahme der Zulassung bezieht sich auch auf jene 
für  Jugendliche, Kinder und Säuglinge , da sich auch diese auf die 
ursprüngliche Zulassung beziehen. 
4.  Aufgrund der Absicht , also der Manipulationen in der Studie C4591001 und 
der Wirkung des Impfstoffs, die auf einer betrügerischen Hemmung des RT-
PCR-Tests beruht, liegt allen diesen Manipulationen ein kriminelles Motiv 
zugrunde . Daher müssen sämtliche Vereinbarungen zwischen Regierungen 
und Herstellern für null und nichtig erklärt werden. Die Haftung der Hersteller 
muss vollständig wiederhergestellt werden.  

https://kremer.tentary.com/
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Summary 

The Pfizer-Biontech trial C4591001 provided excellent data for assessing the benefit due to 
its size and the placebo control. It is important to note that benefits can only be meaningfully 
assessed on the basis of such randomized controlled trials. 

Efficacy does not necessarily mean benefit. Benefit must be clinically relevant for an individual. 
Statistics must be used to estimate the benefit. 

In the case of trial C4591001, actually the only one of its kind on this product, numerous 
fundamental errors are to criticize, all of which have the potential to distort the conclusions; 
always in one direction only: in favor of the product. 

One problem is that the trial was not conducted in a double-blind manner. Not only on the 
basis of statistics, but also on the basis of individual findings, it must be concluded that bias 
was introduced with knowledge of the true allocation. This applies above all to the primary 
efficacy analyses preferred by the sponsor as well as essential safety data, i.e. deaths and 
serious adverse events (SAEs) as well as cases of � śevere COVID-19�µ. Embezzlements of such 
cases in the active group should be accounted for; vice versa in case of "severe COVID-19" a 
risk of dramatization of placebo cases by relying on nonsensically high CT values should be 
envisaged. 

Despite these and other forms of bias, various analyses of potential benefit show either no 
difference (death and SAE; although bias in favor of Comirnaty can be assumed in both cases) 
or statistically clear benefits of placebo (severe events, mild to moderate events, severe 
adverse events versus � śevere COVID-19", non-severe adverse events versus non-severe 
"COVID-19").  

The objection that the vaccination could possibly have a much longer effect than observed in 
this trial, i.e. about 4.5 months, can be refuted. The vaccination is hardly effective beyond 
about 6 months. In the longer term the vaccinations even increases susceptibility to infection. 

Overall, there is no discernible benefit of vaccination. If anything, one must speak of the 
opposite, i.e. negative benefits or disadvantage. Any detailed discussion of the risks 
would therefore be superfluous. 

The key data for this assessment were already available when the conditional approval was 
granted; however, at that time, there was perhaps still hope for longer-term benefits. The 
manufacturers of the modRNA products launched a campaign back in the fall of 2020 to 
prematurely end, i.e. sabotage, their placebo-controlled trials by prematurely terminating the 
placebo group on flimsy, allegedly ethical grounds. As a result, valuable data on long-term 
effects was irretrievably lost. 

Many considerations suggest that this sabotage was deliberate on the part of the 
manufacturers, because it was almost impossible that these products could ever have shown 
any clinically relevant benefit and it was highly likely that they would cause serious harm. This 
is essentially because the presumed true effect of these products was to interfere with RT-PCR 
tests, which only pretended to prevent "COVID-19". Such an effect has nothing to do with 
patient relevance, but is simply fraud. 

Nonetheless, Comirnaty is by no means an expensive placebo, but it does work, just in a 
completely different way than advertised. Of course, the modRNA produces proteins, i.e. 
antigens, in the organism, but these have no prophylactic or therapeutic purpose and 
instead produce the most severe side effects and impair the immune system. Excess 
mortality, declining birth rates, and turbo cancer show that some of these consequences 
can be long-lasting. There is no doubt that the risks of vaccination are numerous and often 
significant for the well-being of those vaccinated. 
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Recommendations 

1. The authorization of Comirnaty must be withdrawn immediately. Any further vaccination 
must be avoided. The reasons, each of which is sufficient in itself for this recommendation, are: 

�x The pivotal registration trial C4591001 had catastrophic deficiencies in approval, 
implementation, and monitoring. 

�x The inadequate monitoring allowed Pfizer-Biontech to cover up or otherwise manipulate 
safety data, especially deaths. 

�x The effect of the vaccine is probably due to a fraudulent inhibition of the RT-PCR test.  
�x Despite the manipulated safety data, falsified in favor of Comirnaty, and despite the 

fraudulent efficacy variables, the trial was never able to show a benefit, but rather 
definitive disadvantage. In other words, the risks clearly and unquestionably outweigh the 
(non-existing) benefits. 

�x The vaccination has no lasting effect. The effect becomes irrelevant after around 6 months, 
and after 12 months at the latest it becomes negative, i.e. it even increases susceptibility to 
infection. This also applies, or even more so, to booster vaccinations. 

�x The vaccinations are undoubtedly associated with an acutely increased risk of death. 
�x The vaccinations are obviously also linked to an increased risk of death in the long term.  
�x These vaccinations cause a variety of serious side effects. Many of these side effects lead 

to permanent disabilities. 
�x The vaccinations obviously cause an impairment of fertility. This effect appears to be 

lasting.  

2. Since all subsequent approvals of so-called adapted (bivalent) Comirnaty versions refer 
to the original approval, these must also be withdrawn immediately.  

3. The demand for the withdrawal of the authorization also refers to those for adolescents, 
children, and infants, as these also refer to the original authorization. 

4. Because of the intent, i.e. the manipulations in trial C4591001 and the effect of the vaccine 
based on fraudulent inhibition of the RT-PCR test, there is criminal motivation in all these 
manipulations. Therefore, all agreements between governments and manufacturers must be 
declared null and void. Manufacturers' liability must be fully reinstated. 
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Aphorisms 

 

In life, there are so and so many ways open to a decent character to get ahead. All 
these paths are open to a scoundrel with the same intelligence and drive in the same 
place. But there are also other paths that a decent person does not take. He 
therefore has more chances to get ahead, and as a result of this negative selection 
of character, the higher classes of society are enriched with scoundrels. 
Hermann Oberth, 1894-1989, Austrian-Hungarian-German rocket pioneer.1 

 

Beware of the man who won't be bothered with details. 
William Feather (1889-1981), American publisher 

 

If the power to do hard work is not a skill, it's the best possible substitute for it. 
James Garfield (1831-1881), 20th U.S. president 

 

Minds are like parachutes; they work best when open. 
Thomas Dewar (1864-1930), Scottish whisky distiller 

 

                                             
1  https://beruhmte-zitate.de/zitate/124086-hermann-oberth-im-leben-stehen-einem-anstandigen-

charakter-so-und/ 
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CSR Clinical study report (according to ICH E5). Modern nomenclature would prefer 
�´�W�U�L�D�O�µ���L�Q���F�D�V�H���R�I���D�Q���L�Q�W�H�U�Y�H�Q�W�L�R�Q�D�O���V�W�X�G�\�����Z�K�L�O�H���W�K�H���W�H�U�P���´�V�W�X�G�\�µ���V�X�U�Y�L�Y�H�G���L�Q���F�D�V�H��
of CSRs, although they refer actually to a report on a clinical trial.  

CTP Clinical trial protocol. 
DPA Disproportionality analysis 
ECMO Extracorporeal  membrane oxygenation  
EMA European Medicines Agency 
EUA Emergenyy use authorization (only available in the USA, not in the EU) 
FDA Food and Drug Administration, USA (counterpart to the EMA, much larger and 

older) 
FE Filter effect (used only in Section 6) 
FU Follow-up 
GCP Good Clinical Practice, i.e. the rules codified by ICH E6 for the conduct and 

monitoring of (mainly) RCTs. Since then, there have been numerous other 
regulations, including statutory regulations. 

ICH International Council for Harmonization (formerly ... Congress on...), www.ich.org  
ICU Intensive care unit 
IQWiG <German> Institute for Quality and Efficiency in Health Care 
ITT Intention to treat. Most important analysis population for "efficacy" if "all 

randomized" is not possible or does not make sense. 
MHRA Medicines and Helahtcare products Regulatory Agency (Great Britain) 
NAAT Nucleic acid amplification test (other name for RT-PCR test) 
NEJM New England Journal of Medicine. One of the oldest and by far the most 

important scientific journal for the publications of results from clinical research. 
OvE Observed versus expected (analysis). 
p-value  (from probability) see Glossaryof Terms 
PCR  Polymerase chain reaction, for specific replication of DNA.  
PEI Paul-Ehrlich-Institute. German institution similar to CBER of the FDA. 
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PRR Proportional reporting ratio 
PV Pharmacovigilance (recording of spontaneous reports on suspected reaction) 
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Glossary of terms 
Amendment Technical term for a subsequent change in a CTP. 
Blinded FU CSR with cut-off March 13, 2021, the file name contains that string. 
Destatis German Institute for Statistics. 

https://www.destatis.de/DE/Home/_inhalt.html  
Disproportionality 
analysis 

A simple but effective analysis to detect signals, i.e. possible side 
effects, in databases such as PV databases in particular. For this 
purpose, certain events, e.g. myocardial infarction, attributed to 
product X, are calculated as a ratio of those figure to all reports 
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attributed to product X; this ratio is then set for comparison with the 
corresponding figures for all other products. A disproportionate 
increase is considered a signal. 

Final Report CSR with cut-off November 14, 2020, this was the decisive report that 
led to FDA (December 11, 2020) and EMA (December 21, 2020) 
approval. However, the file name says "final interim report. 

Interventional study or 
trial  

All (clinical) trials that are conducted according to a predetermined 
protocol and provide for a specific intervention. Randomization alone 
is an intervention. In addition, any use of a not yet approved product, 
even in a non-approved indication, is considered an intervention.  

ITT set Analysis population that covers all subjects that were intended to be 
treated. The population "Dose 1 all-available efficacy (population)" is 
always meant here. 

Clinical trial protocol Central planning instrument in clinical research. All measures in a 
clinical trial should be carried out precisely in accordance with this 
clinical trial protocol (CTP), which must be drawn up prospectively. An 
essential part is the statistical analysis plan. 

Confidence interval Confidence range for the point estimator. As a rule, the 95% range is 
used, i.e. the true value lies within the specified range with 95% 
certainty. 

p-value Number for the probability of error, between 0 (certain difference) 
and 1 (certainly no difference) as the result of a statistical (inferential) 
test. Classically, a value of less than 0.05 is regarded as "significant" 
(i.e. the null hypothesis can be rejected, i.e. difference). According to 
modern views (supported in particular by John Ioannidis), this is only 
the case from less than 0.005 onwards, hence this lower threshold 
should be generally preferred.  

PP set Analysis population. Only participants who completed the study strictly 
according to the protocol.  

Point estimator Estimated value for a point cloud, usually the mean value. Median, 
geometric mean, etc. are also conceivable. 

Prospective The measures were defined before the data were known. 
Randomized Random assignment, usually to a treatment group. 
Safety population 
(...set) 

Analysis population for safety data: Always as exposed. NB: The ITT 
set differs only marginally from the safety set. 

Statistical analysis plan SAP. Part of a CTP. Must always be prospective. All analyses that are 
not defined in the SAP are considered "post hoc" and must be marked 
accordingly.  

 

Notes on navigation in the document 
All cross-references have been linked. Depending on the program used and its setup, the 
electronic version (PDF) will take you easily to the link and back again.  

References to the abbreviated terms "Fig. 1" or "Tab. 1" always refer to objects within this 
document and are always linked. References to terms written in full such as "Figure 1" or 
"Table 1" always refer to objects in the specified source.  

Sometimes links are also placed to textual phrases because this was also the case in the 
template (usually a TKP article). 
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1. General preliminary remarks 

1.1 Conclusions on this section 
The placebo-controlled trial C4591001 on Comirnaty in question represents the best possible 
evidence that a vaccine can have in principle, i.e. due to its design and scope. The later 
observational studies, including those with a considerably larger number of cases, cannot in 
any way call into question the conclusions on efficacy and benefit that were reached on the 
basis of C4591001. If this trial proves to be unreliable, then it is all over again, i.e. a new 
randomized placebo-controlled trial would have to prove everything again. 

Possible and even more obvious biases must always be taken into account. Bias can be 
avoided, but also even created, by design rules, depending on the case. In trial C4591001, 
for example, blinding and evaluation populations are problematic.  

Tules are always essential in such trials, essential in the very detail. Especially compliance with 
Good Clinical Practice (GCP) is important to guarantee integrity and credibility of the data. 

1.2 Importance of evidence-based data 
Experts in clinical research agree that randomized controlled <clinical> trials (RCTs) provide 
the most reliable evidence2 . Normally, i.e. in the usual pharmaceutical projects with many 
small or medium-sized RCTs, systematic reviews including meta-analyses are occasionally rated 
somewhat higher, especially with regard to the larger number of cases.  

The situation was different in the case of the RCTs on COVID-19 vaccines and in particular 
Comirnaty (generic name: Tozinameran). This modRNA3 vaccine from Pfizer-Biontech with the 
product code BNT162b2 was in fact tested in only one RCT (code no. C4591001) with around 
44,000 randomized participants; however, it was also one of the largest clinical trials ever 
conducted. In addition, there was never another placebo-controlled trial that could have been 
meaningfully "pooled" (i.e. combined or added) with trial C4591001. 

1.3 "Peer-reviewed publications or clinical study report? 
Many people, often without in-depth knowledge of science, demand that one should refer to 
peer-reviewed publications, and preferably to a publication in one of the renowned scientific 
journals such as the NEJM (New England Journal of Medicine), The Lancet, JAMA, Archives of 
Internal Medicine or British Medical Journal.  

For good reasons, none of the major drug regulatory authorities such as the FDA or EMA would 
agree with this position: 

�x The original, i.e. also the template for a NEJM publication, is always a Clinical Study 
Report (CSR), which is prepared according to precise specifications, namely the 
international guideline ICH E5. 

�x A CSR is always much more extensive than any publication. In the case of trial C4591001, 
the CSR had 310 pages in the main section plus 1,700 pages of tables; the associated 
publication4 had only 13 pages plus 12 pages of tables.  

�x A peer review can bring practically no improvement in data quality. 

                                             
2 https://www.ebm-netzwerk.de/de/service-ressourcen/ebm-basics/arbeitsmaterialien  
3 Due to modified RNA. In the active substance tozinameran, the modRNA sequence, the natural 

uridine functions (nucleotides) have been replaced by artificial N1-methylpseudouridine functions 
in order to prevent rapid degradation by nucleases. In their approval documents, Pfizer-Biontech 
themselves therefore referred to it as a "modRNA vaccine".  

4 Polack FP, Thomas SJ, Kitchin N, et al; C4591001 Clinical Trial Group. Safety and Efficacy of 
the BNT162b2 mRNA Covid-19 Vaccine. N Engl J Med. 2020 Dec 31;383(27):2603-2615. doi: 
10.1056/NEJMoa2034577. Epub 2020 Dec 10. 
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In the NEJM article on this trial, there were even discrepancies between the abstract and the 
main part, without this being noticed by the reviewers.  

Since all relevant drug regulatory authorities base their approval decisions almost exclusively 
on CSRs prepared by the sponsors, I will do the same in the following.  

1.4 Difference between interventional and non-interventional studies 
RCTs are interventional studies (= trials) and account for around 95% of them5 . The purpose 
of randomization is to ensure the most balanced, i.e. unbiased, even allocation to treatments. 

Placebo-controlled studies are an important subgroup of RCTs. The purpose of using placebo is 
always to achieve the largest possible delta, i.e. the difference between two treatments, which 
can then be statistically verified. In principle, randomized groups, especially in placebo-
controlled studies, offer the ideal comparison, which is generally easy to interpret. 

Interventional (clinical) studies are subject to numerous regulations on Good Clinical Practice 
(GCP), in particular the international agreements ICH E, especially 2A, 6, 8, 9, and 10, as well 
as US laws (21 CFR 314) and EU Directives and the corresponding national laws and 
regulations (especially EU2005-28-EC, since 2022 the EU GCP Regulation).  

On the other hand, there are non-interventional studies, which may never involve 
randomization and may not contain any other requirements for an intervention of any kind. 
These include all forms of observational studies, register studies or epidemiological studies.  

1.5 Importance of Good Clinical Practice (GCP) 
GCP serves  

�x the protection of trial participants 
�x the integrity of the data collected.  

The introductory statement of the relevant guideline ICH E6 (GCP)6 states: 

"... and that the clinical trial data are credible." 

The credibility or integrity of the data is achieved primarily through: 

�x Source data verification 
�x Monitoring (i.e. close supervision of the conduct of the trial) 
�x Comprehensive and intensive data validation, correction of implausible data right down to 

the source 
�x Auditing 
�x Inspections by authorities, usually on site in test centers. These can be carried out routinely 

(in this case in barely more than 5% of the centers) or for cause. 

None of this applies to non-interventional studies. Therefore, interventional studies also differ 
fundamentally from non-interventional studies, including observational studies, in terms of data 
quality and data credibility.  

However, observational studies are extremely popular for cost reasons. Not only the lack of a 
solid, i.e. randomized control group is missing, but also the above-mentioned quality aspects. 
Therefore, regulatory authorities such as the FDA or the EMA, or important downstream 

                                             
5 There are also very specific studies that are not randomized but are still considered 

interventional. 
6  ICH guideline for good clinical practice E6(R2) - Step 5, Adopted. First published: 01/07/2002. 

Last updated: 15/12/2016 Reference Number: EMA/CHMP/ICH/135/1995. Legal effective 
date: 01/01/1997 
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organizations such as the British NICE or the German IQWiG never rely on non-interventional 
studies in terms of efficacy or benefit.  

As described in Section 2.6 the compliance with the GCP rules and thus above all the 
integrity of the data was highly doubtful. 

1.6 Bias 
In general, modern clinical research is always about avoiding, reducing or at least controlling 
bias. As described above, randomization is the most important instrument for reducing or 
controlling bias. In placebo-controlled studies, blinding is usually added as a core measure to 
reduce bias.  

Although the attribute "double-blind" is widespread, it is actually old-fashioned and unrealistic. 
Originally, it meant that neither the treating physician nor the patient knew the true 
assignment. Today, however, everyone who handles or controls the product or data until it is 
unblinded must be and remain blinded; this group of people is by no means small.  

A placebo-controlled trial is almost always initiated to show the superiority of a generally new 
product. The best way to do this is to generate the largest possible delta, i.e. the difference 
between the treatment groups is as large as possible. As a rule of thumb, the delta found in a 
placebo-controlled RCT, e.g. in vaccine trials with regard to vaccine efficacy (VE), can never 
actually be achieved in observational studies, let alone exceeded. The fact that the published 
data on observational studies on COVID-19 vaccines often showed higher estimates for VE 
than the RCTs only proves that the bias was not adequately controlled in the non-interventional 
studies. 

The concept of the largest possible delta is taken into account in the design of superiority 
studies in many places. Sponsors of an RCT must always strive to maximize the sensitivity of 
such studies, i.e. to achieve the largest possible delta. It can therefore be assumed that the 
greatest effects, i.e. the highest VE in the example of vaccine studies, are always measured in 
placebo-controlled studies. Conversely, it can be assumed that observational studies that claim 
to have found a larger effect have built in a very strong bias somewhere in the evaluation 
strategy.  

Such findings have led to the regulatory authorities only ever accepting evidence of efficacy 
on the basis of RCTs, but never on the basis of observational studies. The same applies to 
evidence of benefit. Therefore, in this report I focus on the huge placebo-controlled trial 
C4591001 from Pfizer-Biontech.  

It is essential in randomized studies that every rule should actually have the same effect on 
both groups. Sometimes rules also cause a hidden bias, and then perhaps one-sidedly on one 
of the groups. One could regard the establishment of such rules as an art; or recognizing 
the effect of rules on results as an art.  

1.7 Evaluation populations 
The decisive intervention in an RCT is the randomized assignment to the subsequent actual 
intervention, in this case active or placebo. 

Therefore, if possible, the evaluation should also be based on randomization, i.e. "all 
randomized". This has the advantage that the randomization corresponds to the question to be 
asked later in the real application, or more precisely, the question to be asked before the first 
individual application: Should I use the product? Yes or no? 

Certainly, there are occasionally situations in which a trial participant was randomized but not 
treated, or in this case, vaccinated. Normally, the design and GCP rules should ensure that such 
cases remain extremely rare, and if they do occur, they should be intercepted by an 
evaluation strategy; for this purpose, a "response criterion (yes/no)" is normally formed, which 
can also capture such cases; i.e. all missing cases would be counted as "no".  
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The internationally accepted surrogate population for evaluating the data, which is explicitly 
recommended by guidelines such as ICH E 9, instead of "all randomized", is the "intention to 
treat (ITT) set", sometimes also referred to as the "full analysis set (FAS)". This usually includes 
all participants who were randomized and exposed (here: vaccinated) at least once and for 
whom at least minimal information is available to evaluate efficacy.  

There is also the "safety set", which differs formally from the ITT set only in that the 
requirement for minimal information is omitted, i.e. only "randomized and exposed" applies.  In 
the present trial, both were defined in a slightly modified form (see 4.2.9). 

In addition, a "per protocol (PP) set" is often defined, sometimes called "according to protocol 
(ATP) set". This involves removing relevant protocol violations from the ITT set. These decisions 
must be made under blind conditions in order to avoid bias.  

In general, it can be said that evaluations based on the ITT set provide the really reliable 
data. Their estimated values correspond approximately to those that can be expected later in 
the application. Therefore, all authorities and methodologists would prefer this or such an 
evaluation population for superiority questions, i.e. all placebo-controlled studies. 

Conversely, evaluations based on a PP set should show the potential of the product, i.e. what 
could be achieved under ideal conditions. However, the conditions are rarely ideal - shit 
happens. In addition, the necessarily retrospective sorting out of cases harbors an enormous risk 
of creating bias. Since the individual decisions are made by the sponsor, it is clear in which 
direction bias is primarily to be assumed. 

However, the PP set also has its merits, namely in non-inferiority trials. According to the 
relevant guidelines, especially ICH E 9, evaluations based on the PP set would even be 
preferred as the primary one. 

This is why there have been no large placebo-controlled studies primarily evaluated on the 
basis of the PP set for around 20 years. Exception: the COVID-19 vaccine studies. This should 
give us pause for thought.  

The question of the evaluation population could be dismissed as a formality, as the CSRs also 
showed the evaluations of the ITT set. These are of course far less favorable for the COVID-19 
vaccines. Based on the ITT evaluations shown in the CSRs, the authorities and later also 
independent scientists were able to read out the more reasonable estimates. There is a formal 
problem here: The protocol, and it is considered "sacred" in this regard, called for a PP set for 
the primary hypothesis test; i.e. the error was set right at the beginning, at least with the 
connivance of the authorities. Nevertheless, this error should not be repeated, but the 
evaluations and conclusions should be based on the more sensible ITT set.  

The authorities were therefore able to withdraw from the position: The products work, because 
of the huge number of cases, also in the analysis of the ITT set. Therefore, the question of the 
evaluation populations has no influence on the official decision. For the companies, this had the 
advantage of being able to advertise fantastically high vaccine efficacy rates. However, such 
circumstances appear to be unique in the approvals of recent decades. 

I do not want to conceal the fact that the sponsors of the RCT on Comirnaty, trial C4591001, 
defined several ITT and PP sets. On the one hand, this was due to the "moving target", i.e. the 
ongoing trial, and on the other hand, it also made sense to examine the robustness of the 
conclusions - if this had been done carefully. 

It must therefore be emphasized that in the present trial C4591001 the "Dose 1 all-available 
efficacy population" was the only meaningful population (see Chapter 2.5.8, Tab. 7) to 
analyze the primary endpoint, i.e. efficacy. Based on this population and the only 
marginally different "safety set", the benefit could have been assessed, or can be assessed 
today. 
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1.8 Influence of the type of survey on incidences 
In medicine, incidence means: one specific event (e.g. vomiting) per person at risk (in this case: 
randomized and actually exposed). 

NB: At the beginning of the corona crisis, the term incidence was all too often used in a way 
that distorted the meaning, namely often for absolute case numbers, i.e. completely without 
reference, i.e. without a denominator. 

A randomized design allows the direct comparison of two incidences. 

However, great caution is required when comparing incidences based on different types of 
survey. The quantitative comparison can then be misleading.  

There are 3 types of survey7 : 

1. Direct, specific question to all participants ("direct" or "solicited") 
e.g. "Did you suffer from fatigue?  
If yes: Mild, moderate or severe?" 

2. General question ("adverse events, AEs")  
e.g. "Has there been any particular medical event since the last visit?" 

3. Spontaneous reporting ("spontaneous"). 

The direct survey (1) corresponds in principle to a total survey, i.e. all participants or all of a 
subgroup are regularly and explicitly asked about an event. This type of survey was used, for 
example, for 5 expected systemic and 3 local side effects in trial C4591001 with 8,211 
participants. In addition, all participants were asked about the primary endpoint, i.e. the 
occurrence of RT-PCR-confirmed COVID-19. The direct survey always results in the highest 
incidences. 

Adverse events or AEs (2) are typically recorded in all clinical trials, including, of course, in 
trial C4591001. In this case, this end was quite early, namely the visit 1 month after the 
second vaccination, which was even more extensive compared to influenza vaccine studies, but 
in view of the completely new mode of action of modRNA was actually far too short. In 
principle, the investigator is dependent on the participant's ability to remember and verbalize 
during the AE survey, which regularly (as in the C4591001 trial) leads to incidences that can 
be about one magnitude lower than in direct questioning. 

Spontaneous reports (3) occur in pharmacovigilance. Strong filters are created here, as there 
must be a concrete suspicion of an adverse reaction and the reporter must undergo the 
paperwork of reporting. This leads to incidences that are around two magnitudes even below 
the AE incidences.  

The extreme differences are illustrated below on the basis of reports of fatigue to Comirnaty 
from the C4591001 trial and from spontaneous reports to US-VAERS (Fig. 1 and Fig. 2; all 
estimated values on which both figures are based are identical, only the y-scaling is different).  

                                             
7 From my presentations to the Corona Committee  in Mödling near Vienna, Austria, on March 24, 

2023 and October 27, 2023. 
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Fig. 1 Frequency of fatigue in trial C4591001 by type of survey, linear  

The corresponding spontaneous reports to US VAERS up to the end of 2022 (top) are also 
shown. Linear X-axis. All differences are highly significant. 7 

 

 

Fig. 2 Frequency of fatigue in trial C4591001 by type of survey, log  

The corresponding spontaneous reports to US VAERS up to the end of 2022 (top) are also 
shown. Log X-axis. All differences are highly significant. The yellow bar represents reports on 
other vaccines, i.e. by no means placebo, but is invisible due to the scaling in Fig. 1.7 
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The GCP rules, in particular the intensive monitoring, serve for the recording of serious adverse 
events in RCTs corresponds to a total survey, because all events should actually be recorded 
here.  

This and other considerations result in the following: 

�x Incidences within a survey type are always easily comparable. 
�x Incidences between two types of survey are never easily comparable. AE incidences should 

be lower than incidences from total surveys. 
�x Relative differences between two groups also remain across different survey types. 
�x Due to the enormous and unpredictable "underreporting", which depends on the respective 

event, no meaningful estimates of the true incidence of events can be derived from 
pharmacovigilance. 

The PEI provided a good example (see Section 7.3.2) of a highly questionable comparison of 
different types of survey with its monthly reports on side effects of COVID-19 vaccines, in 
which the spontaneous reports of deaths after these vaccines were compared with the reports 
from the total survey of deaths in Germany until well into 2022. In other words, the most 
skewed comparison possible. 89 

1.9 Effects and correlations, and differentiation from random findings 
It should be borne in mind that a p-value of 0.05, for example, means that 19 out of 20 cases 
are correct (null hypothesis must be rejected), but 1 out of 20 could be a chance finding. 
Accordingly, with a p-value of 0.01, 1 out of 100 cases is a chance finding, etc. 

This is particularly important for the sections on safety. 

Where there is an effect, there must also be a correlation! However, the reverse conclusion is 
not permissible: not every correlation indicates an underlying effect, as the correlation could 
also be significantly or even completely explained by confounding variables. A simple 4-field 
statistic is understood here as the simplest correlation. 

The Bradford-Hill criteria are a well-known key to solving such dilemmas.10 I will not go into 
the individual aspects in detail here, but only emphasize that the most important criterion is 
the strength of the association. This is another reason why I almost always prefer p-values 
<0.005. Especially in Section 7 (Safety and tolerability), many correlations are discussed 
where the p-values are even lower, so that any further doubt about the causality between 
vaccination and side effects is actually superfluous. 

Other important criteria are: Consistency, specificity, temporality, plausibility and coherence, 
as well as three others. Not all of these must always be fulfilled in order to accept a causal 
relationship. 

                                             
8 Dr. Klaus König / Dr. Anton Stein. The PEI is neglecting its monitoring duties. May 15, 2022 

https://tkp.at/2022/05/15/das-pei-vernachlaessigt-seine-ueberwachungsaufgaben/ 
9 Dr. Hans-Joachim Kremer, Good and bad signal detection of dangerous vaccination side effects 

July 5, 2022. https://tkp.at/2022/07/05/gute- und-schlechte-signaldetektion-von-
gefaehrlichen-impf-nebenwirkungen/   

10  https://de.wikipedia.org/wiki/%C3%84tiologie_(Medicine)#Bradford-Hill criteria  
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2. Basics on trial C4591001 

2.1 Conclusions on this section 
The planning and implementation of this trial was deficient in many aspects - even very 
deficient. These deficiencies were all tolerated by the authorities, both prospectively and at 
least tacitly accepted retrospectively, contrary to the regulatory requirements. 

It is essential that the integrity of the data was by no means guaranteed. There is ample 
evidence and very strong indications of manipulations. This is likely to have particularly 
affected reports of deaths, but also reports of serious adverse events (SAEs); perhaps also 
data on efficacy. In all aspects, a strong bias towards overly positive data for the vaccine must 
be assumed. The available trial reports therefore suggest a level of safety and efficacy that 
has never even begun to exist. Compliance with and monitoring of Good Clinical Practice 
(GCP), in particular data integrity, were at best doubtful and only occasiionally existent, 
based on plethora of evidence.  

Actually, the data from this trial are such that they should be completely discarded as 
unreliable. That would mean: immediate withdrawal of approval. 

Alena Buyx, then Chair of the German Ethics Council, commented on modRNA vaccines in the 
"Welt" on October 25, 2021 in connection with the "case" of Joshua Kimmich: 

... is one of the medical measures that has probably never been so well tested ... 

The facts compiled in this section prove the exact opposite, namely that no medical-
pharmaceutical product has been approved in recent decades that had a more questionable 
data basis. 

2.2 History of trial C4591001 

2.2.1 Lack of pharmacological-toxicological testing 

As is well known, the international public and thus also the drug regulatory authorities, i.e. the 
FDA in the USA, the EMA in the EU and, as the most important collaborator to the EMA, the 
German PEI, have been under enormous political and media pressure since March 2020. It was 
openly demanded and in some cases also implemented that not all legal and regulatory 
requirements for the development of vaccines against COVID-19 should be met. 

In my opinion, the most striking example of a blatant violation of the legal requirements is the 
violation of AMG § 40 para. 1, p. 3, point 6 (old version from before January 27, 202211 ): 

... The clinical trial of a medicinal product may only be conducted in humans if and as long 
as 

... 

(6) a pharmacological-toxicological test of the medicinal product has been carried out in 
accordance with the current state of scientific knowledge, 

This provision was and is also punishable in the amended version according to AMG § 96 No. 
10. 

The first clinical trial with Comirnaty started in Germany in April 2020, but the first report on a 
toxicological study was not submitted to the authorities, in this case the British MHRA and the 
American FDA, until December 11, 2020. This means that no clinical trial should have been 

                                             
11  https://www.buzer.de/gesetz/7031/al163634-0.htm Since then, the competent higher federal 

authority, i.e. the BfArM (for classic medicinal products) or the PEI (for vaccines and biologics), 
has been responsible for monitoring the even more precise provisions of EU CT Regulation 
536/2014. 
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started before this date and that the 7 heads of the German trial centers and probably also 
the head of the PEI had made themselves liable to prosecution. Obviously, this was covered by 
high politics. This also illustrates the circumstances surrounding the approval of Comirnaty. 
Especially since the pressure on the authorities was increased in the fall of 2020, namely by 
Ursula von der Leyen (EU Comission), Jens Spahn (German Minister of Health), Emanuel Macron 
(French President) and many others. 

Data and conclusions on one or more such pharmacological-toxicological studies must be 
included in the Investigators' Brochure (IB), which according to ICH E6 is an essential document 
for every clinical trial.  

When authorities inspect a trial center in terms of GCP, such an inspection will, as a rule, check 
these essential documents even at the beginning. Such inspections are usually initiated by the 
regulatory authorities, i.e. the PEI in Germany and the FDA in the USA, and then carried out by 
local authorities. An incomplete or even missing IB would probably have been noticed, 
including the misconduct of the PEI. 

How could such an inspection have been carried out correctly under the conditions at the time, 
namely the general intimidation of civil servants, if the higher federal authority itself had been 
identified as the source of the problem? 

It is already apparent here that compliance with GCP was not really verifiable under these 
conditions. The entire control system was therefore corrupted. However, GCP inspections 
are an essential aspect of ensuring data integrity. 

See also Section 2.6. 

2.2.2 Time frame 

Trial C4591001 included various planned interim analyses. In order to be able to conduct such 
analyses at all, cut-off dates had to be defined. These state that only data up to this date will 
be considered, but that the trial must otherwise continue as planned. Some dates are important 
for historical classification: 

August 24, 2020 Phase 1 safety data and immunogenicity (very small sample size). 

September 2, 2020 Phase 2 safety data, up to 7 days after first dose (small sample 
size). 

November 4, 2020 Cut-off for initial efficacy data ("interim") for submission to the UK 
MHRA and prior notification to the FDA and EMA (reduced sample 
size). 

November 9, 2020 Pfizer publishes first results, according to which the VE would be in the 
range of 90%.12 

November 14, 2020 Cut-off for the "Final Report": or the main evaluation for submission 
to the FDA and EMA (slightly reduced sample size).  

November 20, 202 Submission of a dossier to the FDA. This could only have been an 
interim analysis document. 

December 1, 2020 Approval by the MHRA for the UK. 

December 3, 2020 Reporting date of the "Final Report" 

December 10, 2020 Online publication by Polack et al. on this trial.4 

December 10, 2020 Completion of the report on the single toxicological trial.  

December 11, 2020 Approval (EUA) by the FDA. 
                                             
12  pfizer.com/news/press-release/press-release-detail/pfizer-and-biontech-announce-vaccine-

candidate-against 
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December 14, 2020 Stop of recruitment13 and simultaneous successive unblinding of all 
participants and dissolution of the placebo group14 .  

December 23, 2020 Conditional approval by the EMA. The essential requirement of the 
EMA was the continuation of the trial as planned (see page 24). The 
condition suggests that the EMA was unaware that the placebo group 
was already being discontinued by the manufacturer. 

December 27, 2020 Start of the vaccination campaign in Germany. 

December 31, 2020 Regular publication by Polack et al. on this trial.4 

March 13, 2021  "Blinded FU" (follow-up): Evaluation until unblinding and descriptive 
of cases that switched from placebo to active. The document is time-
stamped 29-Apr-2021. 

April 29, 2021 Reporting date of the CSR "Blinded FU" 

July 1, 2021 First vaccinations as part of the booster trial C4591031 

End of August 2021 First booster vaccinations in Germany 

September 15, 2021 Publication on the "Blinded FU"15 

June 8, 2022 Report date for booster trial C4591031 

In the following, I prefer to refer to the "Final Report", as this was the basis for the first EU 
conditional approval and the EUA of Comirnaty. Occasionally, then with a corresponding 
announcement, also to the "Blinded FU".  

The events leading up to the premature termination of the placebo group in this trial are 
extremely unusual. The fact that the placebo group had already been unblinded before EMA 
approval was not known to the public until well into spring 2021. It is unclear whether the EMA 
or the decisive committee, the CHMP, was aware of this fact, as it demanded in the conditions 
that the trial be completed as planned with 2-year data before final approval could be 
granted (see below, page 24). Pfizer-Biontech violated precisely this central condition even 
before the conditional approval was granted.  

Under normal circumstances, the discovery of this act of sabotage by the manufacturers should 
have led to the immediate withdrawal of the conditional approval. But it did not. Political 
pressure? 

However, there are also very early signs of this act of sabotage and efforts by the 
manufacturers. According to a newspaper article16 , Pfizer wrote a letter to the trial 
participants as early as November 10, 2020, stating that "the company is looking for ways to 
enable interested participants in the placebo group who meet the criteria for emergency 
access to switch to the vaccine group of the trial". This in itself is a highly unusual behavior. If 
so, then a corresponding rule should have been included directly in the trial protocol and the 
patient information; the letter should therefore be considered an unauthorized amendment.  

                                             
13 De facto stop of recruitment of vaccinees >16 years. Recruitment of people aged 12-15, on the 

other hand, continued. 
14 As stated on page 39 of the CSR 
15  Thomas SJ, Moreira ED Jr, Kitchin N, et al; C4591001 Clinical Trial Group. Safety and Efficacy 

of the BNT162b2 mRNA Covid-19 Vaccine through 6 Months. N Engl J Med. 2021 Nov 
4;385(19):1761-1773. doi: 10.1056/NEJMoa2110345. Epub 2021 Sep 15. 

16 Spektrum.de, Spektrum der Wissenschaft, The dilemma of emergency approvals. Published on 
8.12.2020 
https://web.archive.org/web/20201209124135/https://www.spektrum.de/news/notfall-
zulassungen-bringen-auch-nachteile/1805888  
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That article16 also underpinned the logic of premature unblinding, of course unilaterally in the 
interests of the manufacturers, who had no interest in meaningful long-term data and put 
forward ethical concerns. From this and the detailed knowledge of that letter, it can be 
assumed that this article was part of a campaign for premature approval and premature 
dissolution of the placebo group, i.e. the act of sabotage. It is highly likely that this article was 
preceded by corresponding announcements in American journals. In October 2020, an FDA 
guidance document17 clearly spoke out against unblinding the placebo group in the event of 
an emergency approval. In a response dated November 27, 2020 to a request from Pfizer in 
this regard, the FDA postponed the decision on this to December 10, 2020, the date on which 
the decision on emergency approval was made. 

Per Amendment 10 dated December 1, 2020 (included in the CTP dated March 2, 2021, 
which was filed with the Blinded FU documents), Pfizer issued the following rules: 

Added the possibility of administering BNT162b2 to participants who originally received 
placebo, following any local or national recommendations. 

This was therefore initially only a possibility. Apparently, the FDA accepted this procedure 
together with the emergency authorization on December 10, 2020. On the same date, Pfizer 
wrote another letter to the trial participants18 , in which Pfizer offered to disclose the identity 
of the treatment on the occasion of a planned visit (or after a "COVID-19 Illness Visit") in order 
to then receive the real vaccination.  

The FDA's written omissions on this topic19 clarified that the FDA was anything but happy with 
the dissolution of the placebo group and grudgingly succumbed to any pressure. It should also 
be emphasized at this point that in connection with the Brook Jackson case (Chapter 2.6.1), 
Pfizer's lawyers made public that Pfizer (and apparently Moderna) had received a kind of 
carte blanche from the US Department of Defense (DoD) for unlawful conduct. The behavior of 
the EMA surrounding this approval should also be seen in this light, as should the switch to 
"Process 2", which was already planned in November 2020 and was subsequently accepted 
two years later, contrary to the data situation expressly requested by the EMA (Chapter 3).  

The 2-year observation of two randomized groups would of course have been essential in 
order to: 

�x Long-term efficacy and 
�x Long-term side effects and risks. 

Here in particular, i.e. the completely new and largely unexplored technology of modRNA, 
long-term data under controlled conditions would have been mandatory. It must be assumed 
that the manufacturers had little hope that these two aspects would provide beneficial data 
for their product.  

One of the most important conditions of the EMA's "Conditional Approval" of December 21, 
202020 was 

In order to confirm the efficacy and safety of Comirnaty, the MAH should submit the final 
Clinical Study Report for the randomized, placebo-controlled, observer-blind study 
C4591001. / December 2023. 

                                             
17  Food and Drug Administration. Emergency use authorization for vaccines to prevent covid-19: 

guidance for industry. 2020. https://www.fda.gov/media/142749/download.  
18 BMJ: Covid-19: Should vaccine trials be unblinded? BMJ 2020; 371 doi: 

https://doi.org/10.1136/bmj.m4956 (Published December 29, 2020) 
19  https://phmpt.org/wp-content/uploads/2023/10/125742_S1_M1_meeting-

correspondence.pdf Pages 507 to around 526. 
20 EMA Assessment Report - Comirnaty. 21 December 2020 EMA/707383/2020 Committee for 

Medicinal Products for Human Use (CHMP) 
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One can argue here about what might have been meant by this.  

�x Did this mean the full CSR on the 2-year data on active and placebo, as originally 
intended in the CTP? 

�x Or merely the purely formal submission of a study report under this study number, but 
whose study plan was bent at this time in such a way that it became worthless in terms of 
content? 

Ethical arguments were merely used by manufacturers such as Pfizer and Moderna in autumn 
2020 to cover up the long-term effects. This trial was planned for 2 years from the outset; an 
ethical dilemma, if it existed, must therefore have been clear to everyone as early as the 
summer of 2020. The FDA rightly always had major concerns about premature terminations. 
The methodological literature is full of condemnations of such dissolutions. A political game was 
obviously being played here. The FDA (the EMA did not yet exist at that time) was similarly 
ripped off by manufacturers and activists in 1986/87 in the case of zidovudine (also known as 
azidothymidine, AZT) for AIDS.212223 The FDA, as well as other authorities and methodologists, 
realized this afterwards and vowed never to allow such a thing again. 

It is obvious that the authorities felt compelled by external pressure to make decisions that 
they would never have made under normal circumstances. 

2.3 The blinding 
As already mentioned in Section 1.6 the use of placebo - after randomization - is the most 
important of the bias reducing techniques. The obvious consequence for placebo-controlled 
studies is that it is administered blinded manner. This means in the "modern" interpretation that 
neither investigators, trial personnel on site (e.g. those injecting the vaccine), nor the 
participants, nor those responsible for preparing the medication, nor the supervisors (monitors, 
data managers, statisticians) know the true allocation. In a real or "modern" "double-blind 
trial", all participants must remain blinded until the trial database is freezed. Only then the 
treatment codes would be added to the data. 

However, trial C4591001 was not planned and conducted in the "modern" sense of "double-
blind", but only "observer blinded". This was stated in the trial protocol, Chapter 6.3.2:  

In this observer blinded study, the study staff receiving, storing, dispensing, preparing, and 
administering the study interventions will be unblinded. All other study and site personnel, 
including the investigator, investigator staff, and participants, will be blinded to study 
intervention assignments. In particular, the individuals who evaluate participant safety will be 
blinded. 

The reason given there was: 

Because the BNT162 RNA-based COVID-19 vaccine candidates and placebo are different 
in physical appearance, ... 

                                             
21 This study was very flawed in many respects. It was prematurely unblinded because it was 

thought to have reduced mortality. It later turned out that the AZT had been given in excessive 
doses and had even caused deaths.  

22  "Did Controversial AZT Treatment Kill More Patients than AIDS in '80s, '90s?" September 21, 
2021. 

23  Fischl MA, Richman DD, Grieco MH, et al. July 1987. The efficacy of azidothymidine (AZT) in the 
treatment of patients with AIDS and AIDS-related complex. A double-blind, placebo-controlled 
trial. The New England Journal of Medicine. 317 (4): 185-191. 
doi:10.1056/NEJM198707233170401. PMID 3299089. 
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In fact, Chapter 6.6 of the EU Summary of Product Characteristics (SPC) states:  

Prior to dilution, the thawed dispersion may contain white to off-white opaque amorphous 
particles. 

The diluted vaccine should present as an off-white dispersion with no particulates visible.  

Since the protocol called for saline, at least the study personnel in charge of preparing the 
syringes and administering the actual vaccinations could have actually distinguished active 
from placebo.  

However, the crucial question is why Pfizer-Biontech did not use placebo lege artis. According 
to the relevant US legislation 21 CFR 314, §126, b 2 i, placebo should follow the following 
definition (underlining by the author): 

Placebo concurrent control:  
The test drug is compared with an inactive preparation designed to resemble the test drug as 
far as possible. 

Based on international agreements, the guideline ICH E10 (2000) Choice of Control Group in 
Clinical Trials: should have been followed: 

In a placebo-controlled trial, subjects are randomly assigned to a test treatment or an 
identical-appearing treatment that does not contain the test drug.  

Undoubtedly, both definitions should have been taken into account or their fulfillment should 
have been requested by the authorities in advance, i.e. during "Scientific Advice". It is obvious 
that saline did not fulfill these requirements in any way.  

Why was physiological saline solution still chosen? The answer to this question should have 
been given in the protocol (CTP). However, there is no justification for this; not even in one of 
the reports.  

Theoretically, there could have been two plausible reasons: 

1. Would the identically produced mixture of excipients be sufficiently stable, even if it 
did not contain something like modRNA? 

2. If sufficiently stable, wouldn't this dispersion have had an appearance very similar to 
the original product? 

Jörg Matysik, Professor of Chemistry at the University of Leipzig, replied to me (e-mail 2024-
03-01): 

Ad 1: Think that the lipid nanoparticles do not need modRNA. They would form in the same 
way. 

Ad 2 Whether it contains modRNA or not is irrelevant for the visible color. 

There was therefore no objectively comprehensible reason for this deviation from the 
regulations. Since protocols in general, and this one in particular, are scrutinized in advance by 
the FDA and EMA, the authorities must have been aware of this problem for a long time. 
Nevertheless, a plausible chemical-physical justification was never provided. Most likely 
because no plausible justification is possible. 

It can therefore only be assumed that Pfizer-Biontech deliberately used only saline as a 
placebo in order to prevent truly comprehensive blinding. In other words, to be able to 
intervene if necessary. 

Exciting questions are: 
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�x Is there any evidence in the trial data that Pfizer-Biontech used prior knowledge to assign 
patients to treatment groups? 

�x Which variables are strongly suspected of being manipulated by Pfizer-Biontech? 
�x How could the manufacturers use this knowledge or cover up these facts? 
�x Which of these should have been noticed during the approval process? 

... and are answered in the following sections, in particular 2.6 and 2.7, and to some extent in 
4.2.4. 

It is also worth remembering the extremely unusual storage and transportation conditions, 
which stipulated a temperature of -70° Celsius. This only applied to the concentrate, but not to 
placebo, and later turned out, oh wonder, to be unnecessary, because such extreme storage 
conditions were never required for the ready-diluted solution that was later distributed. One 
could therefore assume that these strange storage rules were mainly, if not solely, intended to 
achieve the inadequate blinding of this trial with questionable arguments. In fact, there was 
nothing to be said for the laborious dilution of the vaccine solution on site, but a great deal 
against it.  

It must be assumed that the manufacturers did everything they could to carry out this trial 
under poorly blinded conditions.  

2.4 Unblinding or dissolution of the placebo group 
The CSR "Blinded FU" mentioned in prose on page 39 that the process of continuous blindness 
began on December 14, 2020. 

On December 14, 2020, the process of disclosing vaccine assignments for all trial 
�S�D�U�W�L�F�L�S�D�Q�W�V���•�������\�H�D�U�V���R�I���D�J�H���E�H�J�D�Q.  

Per Amendment 10 of December 1, 2020, the protocol determined the following (incidentally 
in several places): 

Administration of BNT162b2 to Those Originally Assigned to Placebo: �,�I���D���S�D�U�W�L�F�L�S�D�Q�W���•������
years of age becomes eligible for receipt of BNT162b2 or another COVID-19 vaccine 
according to local or national recommendations (detailed separately, and available in the 
electronic study reference portal), the participant will be advised to contact the site to 
determine whether he or she can receive BNT162b2 as part of the study. When contacted, 
the site will conduct a phone visit to confirm eligibility and, if eligible and wanting to receive 
BNT162b2 if the participant originally received placebo, will unblind study intervention 
allocation to determine whether the participant received BNT162b2 or placebo. If he or she 
originally received placebo and wants to receive BNT162b2, the participant will move to the 
SoA in Section 1.3.3 for his or her remaining visits. Participants who received BNT162b2 
will continue in the study as originally planned. 

Represented as a decision tree, this means 
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A If a participant over the age of 16 was eligible to receive BNT162b2... 
Comment: These were actually all previous participants, because otherwise they would never 
have been allowed to be randomized; possibly participants who were currently suffering 
from COVID-10 could have been delayed. Unblinding was not yet allowed for adolescents 
aged 12-15 years, as they were only included after November 14, 2020. 

B ... and there was a corresponding local or national recommendation ... 
Comment: The sponsors had to restrict this on December 2, 2020, because it was not possible 
to anticipate the EUA by the FDA or permission from other authorities.  

C ... then the participant was advised to contact the test center ... 
Comment: Of course Pfizer had to send this rule to all participants via investigators, so such a 
request was allowed to all participants. This had already been prepared and announced 
since October 2020 and could therefore no longer surprise anyone.  

D ... then the trial center could check whether the participant had received active or 
placebo ... 
Comment: There was no other option than to unblind all participants, at least on the part of 
the study personnel. If placebo: Possibility to switch. If active: No switching allowed, i.e. this 
participant was of course also unblinded. 

E  ... and if the participant then wanted to, he could receive BNT162b2, but only after 
a certain scheme or if it also suited the test center. 
Comment: Those who called were either just curious about the true assignment or really 
wanted BNT162b2, so this was not a real hurdle.  

  
This means that everyone who called the test center was unblinded. 

As I said, on the condition that the FDA in particular agreed. Apparently24 they did so with the 
decision on EUA, i.e. on Friday, December 11, 2020. It was therefore logical that the first 
previous placebo participants were already unblinded with BNT162b2 on Monday, December 
14, 2020, perhaps even already vaccinated. It should be assumed that the trial centers 
rejected any request for unblinding before December 11, 2020, but conversely that they also 
complied with any request (from participants �•������years) for unblinding from December 14, 
2020. 

These considerations alone make the term "Blinded FU" a misnomer. This is because blinding 
and a sufficient balance in the observation period was only given for this CSR for the period 
between November 14 and December 13, 2020, i.e. around 29 days. In addition to the 
previous average of about 66 days (Tab. 13, page 84) since the first vaccination, the reliable 
observation period was therefore only about 95 days.  

For the time after that, i.e. from December 14, 2020 until the "cut-off" of the "Blinded FU" 
(March 13, 2021), i.e. for 89 days, �W�K�H���W�H�U�P���Å�E�O�L�Q�G�H�G�´���Z�D�V��no longer adequate, because all 
participants were successively unblinded. 

An unblinding date should therefore be available for each individual trial participant: either 
for the call requesting unblinding, or alternatively, the "cut-off" date of March 13, 2021. 
Unfortunately, there is no analysis of the actual unblinding date. However, there was an 
evaluation that analyzed the AEs between unblinding and "cut-off" in the active group. On this 
basis25 it can be estimated that the unblinding of the active group had taken place on 
average by approximately January 22, 2021. In both groups, however, there were 
participants who had not been unblinded by February 17, 2021 (placebo) or March 6, 2021 
(active), at least according to an FDA evaluation.37 

                                             
24 I do not have a corresponding document. 
25 Table 32 of the CSR "Blinded FU". It shows "Incidence Rates of at Least 1 Adverse Event From 

Unblinding Date to Data Cutoff Date (13MAR2021)", limited to "Subjects Who Originally 
Received BNT162b2". From the dorgien data (20309 participants and 27.7 "total exposure time 
in 100 person-years") the average observation period can be calculated, here about 50 days. 
50 days before March 13, 2021 results in January 22, 2021. 

Elisabeth Albrecht - info@die-eiche.at



Dr. Hans-Joachim Kremer  Expert opinion on Comirnaty 
 

comirnaty-en-1-1 1. Juni 2024 page 29 from 188 

You can also calculate (see Tab. 14) that unblinding occurred on average after 4.35 months 
(placebo) or 4.5 months (active) of observation. Since this observation period was around 2.1 
to 2.3 months longer than in the Final Report, it can be concluded that unblinding occurred on 
average 2.1 to 2.3 months after the cut-off date, which means mid-January 2021. After all, 
the observation period was sufficiently similar until then, but by no means until the cut-off for 
the "Blinded FU" (March 13, 2021).  

Now blinding of trial participants is only one form of bias that could, and if possible should, 
be controlled. It is probably not even the most important form of bias. What was more 
important was that the vaccination of a former placebo participant had to mean the 
definitive end of the controlled observations. This end was somewhere between December 
14, 2020 and March 13, 2021, on average in mid-January 2021. 

Most or most of Pfizer's evaluations included data up to the unblinding stage. Since both 
groups were unblinded, the trial data were sufficiently comparable up to that point.  

Since March 13, 2021, in fact by mid of January 2021, the placebo control has been missing, 
making the trial virtually worthless. 

2.5 The distribution 
A table showing the disposition of trial participants over the course of the trial is an essential 
part of any clinical study report (CSR). If you want to read up quickly, you should start there. 
This is because you can often gain crude information on efficacy, tolerability, safety, and even 
benefit. 

In this trial with several interim analyses and ongoing recruitment, this topic was admittedly 
complex. In the main part of the "Final Report", the distribution was shown in Tables 6, 12 and 
13. However, it was always confusing, which led to constantly changing numbers of 
randomized participants and observations. A comprehensive distribution of all trial participants 
was only presented in Table 14.258, page 883 of the CSR. 

In the CSR "Blinded FU" this was confusing in a different way. Now there were no or almost no 
cases with incomplete information, but the age group 12-15 years was added, occasionally 
included in the tabels, but in most instances not.  

2.5.1 Summary of this subsection 

The problems with the analysis sets run through both CSRs. One answer is simple: PP set or ITT 
set, which must be answered clearly by favoring the second set. 

Due to the interim analyses and the "moving target" (ongoing trial) and therefore the still 
slightly provisional nature of the "Final Report", there are some uncertainties. Added to this are 
the numerous amendments to the trial plan. One might have thought that these ambiguities 
would have been eliminated in the "Blinded FU", as there was considerably more time for this 
and things were more "stable". Instead of resolving ambiguities, however, there were numerous 
other discrepancies. Even if considering the huge scope of the trial, the many amendments and 
the partly still ongoing observations, the ambiguities and obvious discrepancies still appear 
highly questionable. 

In detail, there are all too many cases of deletions from the database, of "randomized but not 
exposed", and even of "derandomized" participants. Such cases would presumably have 
allowed the most serious side effects to be concealed. The fact that the easily recognizable 
cases, i.e. the "randomized but not exposed", were distributed roughly equally across both 
groups should not lead us to underestimate the problems with these cases. If there had been an 
imbalance, manipulation would have been immediately recognizable to everyone. This 
suspicion is by no means isolated. There is plenty of other evidence of manipulation, as many 
figures and differences cannot be explained otherwise. Manipulation is particularly to be 
feared in the case of deaths after the first dose. 
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There is also evidence that serious adverse events were suppressed, especially those that led 
to premature withdrawal from the active vaccinations. 

2.5.2 Populations for the evaluation of efficacy 

This is a separate, confusing topic. The short terms "analysis set" or simply "set" are often used. 

As described in Section 1.7 the most sensible set, i.e. the one with the presumably lowest bias, 
would have been the ITT set; here this set was called "Dose 1 all-available efficacy 
population". The analyses for this are certainly available, but are shown in the CSR as a 
distant memory. In this population, all cases are counted and the estimated values for vaccine 
efficacy reflect all eventualities, i.e. come closest to reality. 

Even the "Dose 2 all-available efficacy population" analyzed by Pfizer should be rejected due 
to strong bias, because all participants who did not receive dose 2 are missing. I refer to this 
population as a variant of the PP set. 

All other evaluations are based on differently cut populations and represent PP sets. These 
evaluations may indicate the potential of the product and are therefore suitable for 
advertising purposes, but they have little to do with reality and are irrelevant for the 
individual to answer the question "Vaccinate: yes or no". Accordingly, these estimates were all 
very, i.e. unrealistically, positive for the product. 

There is specific criticism of the PP sets: 

1. Only COVID-19 cases that occurred either 7 or, in further analyses, 14 days after the 
second vaccination were evaluated.  
NB: The second vaccination should take place 19 to 42 days after the first vaccination. 
This means that all COVID-19 cases up to that point were ignored. From the vaccinee's 
point of view, which must be the primary one, it does not matter whether the infection 
was avoided after 3 or 6 weeks. Especially as it is quite conceivable that vaccination in 
the first few weeks (or even at all) could even increase the risk of infection. In other 
words, data that is swept under the carpet by this rule. 

2. In addition, protocol violations led to exclusion from these evaluation populations.  
This is fine in itself. However, it is by no means okay that there was a highly significant 
imbalance here, i.e. considerably more participants were excluded from the active 
group than from the placebo group (see Chapter 2.5.8) 

The usual procedure for placebo-controlled studies must be emphasized here once again. 
Every professional in the field knows that mistakes happen. Nevertheless, the prevailing 
opinion is that an effective product must always prevail against it; it is simply the case that 
when all imponderables are taken into account, the grapes hang higher, i.e. it is more difficult 
to fall below the magic p-value of 0.05 (which was never a problem here due to the huge 
number of cases). However, the point estimates, in this case the "vaccine efficacy (VE)", were 
definitely a problem, as they do not look nearly as convincing in the ITT set as in the PP set. 

For the definition of a COVID-19 case, see Section 4.2.1. 

2.5.3 Participants who have been deleted from the database 

Apparently, 301 participants were completely deleted from the database. It is conceivable 
that the majority were simply "screening failures", in this case they were created much too 
early and unjustifiably, but later did not sign the informed consent form, for example. 
However, this is not a sufficient explanation for the fact that there were entire clusters of 3 to 9 
people in a row and that the Polack / Argentina center (the center that recruited by far the 
most participants, see also Chapter 2.6.2) had an unusually high number of such cases, namely 
111. While this center alone contributed 12.4% of all participants, as many as 37% of all 
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deleted participants came from this center. So far, there is no reasonable explanation for this. 
26 

2.5.4 The problems with those who have allegedly never been vaccinated 

The first surprise is that according to Table 6 of the CSR ("~38 000"), 89 participants were 
randomized, but according to Table 14,258, a total of 99 participants were not vaccinated 
(row "Not vaccinated", Tab. 1). It is unpleasant that the documents provided by Pfizer and the 
authorities (the case narratives) cannot be verified, partly due to redactions. More recently, 
most of the documents have now been released in an unblacked manner. 

It is also unfortunate that some participants received a vaccination other than the one assigned.  

However, the Tab. 1 also shows discrepancies, as 97 active participants and 90 placebo 
participants are missing. An exact breakdown of vaccination failures (as shown in the lower 
part) is only available in Table 7 of the CSR, but only on the basis of a still incomplete 
population. 

Tab. 1 Randomized and exposed participants , Final Report 
 BNT162b2 Placebo 
Randomized*§ 21 772 21 776 
Not vaccinated* 54 45 
Vaccinated Dose 1* ("all efficacy evaluable population") 21 718 21 731 
Missing from all randomized $ 54 45 
Actually exposed (Safety population, as administered)** 21 621 21 631 
Missing from all randomized $ 151 145 
MIssing from vaccinated Dose 1 $ 97 90 
"~38000: Randomized*** 18 904 18 892 
"~38000: Actually received BNT162b2 as Dose 1*** 18 855 3 
"~38000: Actually received Placebo as Dose 1*** 2 18 886 
"~38000: Actually received BNT162b2 as Dose 2*** 18 549 4 
"~38000: Actually received Placebo as Dose 2*** 5 18 529 
Extract from  
* Table 14.258 of the CSR,  
** Table 8 from Summary of Clinical Safety.  
***  Table 7 of the CSR. A comparable table for all participants was not found. 
$ Own calculations; this information cannot be found in the CSR. 
§ For some unknown reason, perhaps because of the "moving target" due to ongoing recruitment, the figures 

in Table 13 ("Final analysis") are all somewhat higher, but then without showing the "safety population". 

In the CSR Blinded FU, there were as many as 105 of 44 165 participants over the age of 16 
(Table 5), and 109 of all 46 429 participants who were randomised but (said tob e) not 
exposed (Table 10, i.e. including the age group 12-15, see Tab. 5). These problems, which are 
by no means trivial offenses, would have been expected to have been remedied over time. 
There were no signs of this. If the suspicion is correct that early deaths were concealed in this 
way, it would be logical that randomized but (said to be) not exposed cases to continue to 
occur.  

In addition to these 109, a further 43 were excluded due to:  

Data considered potentially unreliable due to lack of PI oversight identified as significant 
quality event. 

For more details, see Section 2.5.6.3 

In the "Blinded FU", Table 6, there was finally also an overview of the incorrect vaccinations. 
According to this, 4 individuals received placebo instead of randomized active as dose 1; at 
dose 2 it was even 5 individuals, although it remains unclear whether it was the same 4 again. 

                                             
26  https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-the  
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Conversely, 2 individuals received active instead of randomized placebo as dose 1; again, this 
number increased to 3 at dose 2.  

It remains unclear how exactly these cases were analyzed. It appears that these cases were 
analyzed "as randomized" in terms of efficacy, but "as treated" in terms of safety. This is not 
objectionable. However, there are two aspects to criticize: 1. these cases should have been 
presented individually and explicitly in terms of efficacy and safety (which was not done). 2. 
robustness analyses should have been carried out at least in terms of efficacy or for the ITT 
set, i.e.: What do the general point estimates look like when these data are evaluated "as 
treated"? 

The core problems of the randomized but (said to be) unexposed cases are: 

�x Actually, trial design, training, implementation, and monitoring should practically exclude 
such cases; achievable by minimizing the time interval between randomization and 
vaccination. In this case, 99 or 109 such cases seem too many. 

�x Normally, the evaluation rules, above all "response criteria", should tend to prevent such 
things from happening. Here, however, there were no such rules; this may even be 
justifiable in the case of vaccination studies. 

�x These cases should normally be explained in narratives. This was not done. 
�x According to the evaluation rules applied here, such cases appear neither in any table nor 

in a listing; an at least minimal plausibility check is thus practically impossible.  
�x The redactions in the narratives27 make it practically impossible to find out more or to 

verify the circumstances. 

Consider 1: It could be that one of these cases (randomized, not vaccinated) had been 
vaccinated after all, but died shortly afterwards. Such a case would at least no longer be 
visible in the tables; in the listings it could only be identified with uncertainty. 

Consider 2: In the Final Report, 2 deaths were reported with active and 4 with placebo. A 
shift of only 10 deaths to active into the nirvana of non-exposed persons would already 
have hidden a statistically significant disadvantage of active. 

Consider 3: If such manipulations occurred or were even planned, they would have been 
noticed much sooner if about 10 placebo participants had not also been pushed into the 
nirvana of the unexposed. 

Not conceivable? No, because the GCP rules should actually prevent such manipulations. Yes, 
unfortunately it is conceivable, because there was a huge lack of compliance with the GCP 
rules in this trial; see Section 2.6. 

Such fears can therefore have a decisive influence on the benefit assessment.  

The many cases of randomized <but> not vaccinated should have been a warning signal for 
the authorities to initiate further steps ("for cause" GCP inspections). See Section 2.6, nothing of 
the sort happened; instead, at least in the USA, GCP inspections were diverted around the 
problematic centers. 

The cases with incorrect assignments are even worse, but these seem to be quantitatively 
acceptable and it is unlikely that they lad to concealing of deaths. Here, too, one must criticize 
the fact that the lists show fields with actual vaccination, but that this information was then 
(initially) blacked out. Meaningful insights into this were only available in the CSR Blinded FU 
(extract in Tab. 2). There, the "Safety Population" was 13 participants smaller than the "All 
Available Efficacy Population". Normally, the safety population is the larger one; such a large 
deviation can only be explained if one assumes that the participants for efficacy were 
                                             
27 Fully readable "narratives" only became available in September 2023.  

https://phmpt.org/wp-content/uploads/2023/09/125742_S1_M5_5351_c4591001-interim-
mth6-narrative-sensitive.pdf  
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evaluated "as randomized" and the participants for safety "as treated". Furthermore, it can be 
seen from this presentation that 4 participants in the active group were analyzed as placebo 
recipients and, conversely, 9 participants in the placebo group were analyzed as active 
recipients. It should be borne in mind that the allocation made by the sponsor could have been 
arbitrary, as 2 doses were given. 

Tab. 2 Randomized and exposed participants, Blinded FU 
 BNT162b2 Placebo 
Randomized ���D�O�O�����•�������\�H�D�U�V�� 23 219 23 210 
Not vaccinated* 58 51 
Vaccinated Dose 1 ("all efficacy evaluable population")* 23 140 23 137 
Missing from all randomized $ 79 73 
�5�D�Q�G�R�P�L�]�H�G���•�������\�H�D�U�V���
�
 22 085 22 080 
Not vaccinated** 55 50 
Vaccinated Dose 1 ("all efficacy evaluable population")** 22 030 22 030 
Missing from all randomized $ 55 50 
�$�F�W�X�D�O�O�\���H�[�S�R�V�H�G�����•������years, safety population, as administ.)*** 22 026 22 021 
Missing from all randomized** $ 59 59 
MIssing from vaccinated Dose 1** $ 4 9 
Extract from:  
* Table 10 of the CSR. 
** Table �����R�I���W�K�H���&�6�5�������•�������\�H�D�U�V�� 
***  Table �����R�I���W�K�H���&�6�5�������•�������\�H�D�U�V�� 
$ Own calculations; this information cannot be found in the CSR. 

A clear shortcoming of both CSRs is that no meaningful list of cases of vaccination with other 
than randomized vaccines was provided. Such a list should have included: Identifier, age, sex, 
randomization, actual dose 1, actual dose 2, evaluation population, efficacy outcome (COVID-
19), discontinuation/withdrawal, AE, SAE, time from dose 1 to discontinuation, time from dose 2 
to discontinuation.  

2.5.5 Presumably "derandomized" participants 

Later, i.e. in November 2023, even greater problems became known.28 According to this, in the 
Polack / Argentina center alone (the center with by far the most participants, see also Section 
2.6.2) 161 participants were "derandomized", i.e. they still appeared in the database for the 
CSR "Final Report", but no longer in the database for the CSR "Blinded FU". In the end, the 
authors identified no fewer than 1 455 potentially "derandomized" participants. A whole 
series of individual cases were described in this Substack article, all of which cast a highly 
questionable light on the reliability of the trial data.  

The extent of this suspected manipulation is so great that all data must be called into 
question.  

2.5.6 Participants without second vaccination ("discontinuations") 

2.5.6.1 Final Report 

Chapter 7.1 of the protocol defined "discontinuations / discontinued" as premature 
termination of further vaccinations:  

"7.1 Discontinuation of Study Intevention  
In rare instances, it may be necessary for a participant to permanently discontinue study 
intervention (definitive discontinuation)." 

"Study intervention" were undoubtedly the randomization, then the first dose, and then the 
second dose. No more and no less. Theoretically, it would still be possible for the short 

                                             
28  https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-the  
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injection, i.e. the actual vaccination, to be stopped in the middle; this may happen once in a 
100 million vaccinations, but certainly not in a trial of this kind. The problems with the first two 
interventions are sufficiently discussed in the previous Section. This means that cases of 
discontinuation could only have occurred in this trial if a randomized and exposed participant 
did not receive the second vaccination. 

According to Table 6 of the CSR ("~38000"), 18,858 received the first active dose and 
18,849 the first placebo dose. However, due to the fact that recruitment and observation were 
still ongoing at the time, some figures are not entirely reliable.  

The figures for "Discontinued", which can only be found in Table 14.258 of the CSR Final 
Report, appear (more) reliable. The line "Discontinued after Dose 2, before 1 Month post 
Dose 2" and three lines with reasons for discontinuation are noteworthy (Tab. 3).  

The evaluation explicitly showed a count with "Discontinued after Dose 1 and before Dose 2", 
i.e. according to the definition of the trial protocol and the usual understanding of such 
information. This is actually a very interesting line, as it was intended to show participants who 
had such severe side effects after the first vaccination that they no longer accepted a second 
vaccination. There was a slight, albeit not significant, preponderance in the active group.  

However, only 4 participants in the placebo group fell into the questionable category 
"Discontinued after Dose 2, before 1 Month post Dose", which could be dismissed as an error 
of minor relevance in view of the 21,731 placebo participants. After all, this category brought 
the figures for "discontinued" even closer together.  

Tab. 3 Early termination of vaccinations , Final Report 
 BNT162b2 Placebo p-value* 
Denominator (received can 1) § 21 718 21 731  
Discontinued after Dose 1 and before Dose 2 137 125 (0,45) 
Discontinued after Dose 2, before 1 M post Dose2** 0 4 n. cal. 
Sum discontinued 137 129 (0,62) 
Reason: Adverse event 21 14 (0,243 
Reason: Withdrawal by subject 47 9 0,00000001 
Reason: No longer meets eligibility criteria 60 96 0,0039 
Reason: All other 9 10 n. cal. 
Check: Sum with reason 137 129 (0,62) 
Extract from Table 14.258 of the CSR, but in a different order.  
§ Dose 1 all avalialbe efficacy population = ITT set 
* Own calculations, Fisher's Exact test, 2-tailed, or chi² test 
** This was a retrofitted classification that did not comply with the CTP. See also Tab. 4. However, these cases 

were obviously included in the reasons. 
n.cal.  Not calculated due to obvious lack of difference. 

The reason for discontinuation "Adverse event" shows only a very slight overweight in the 
active group, also far from statistical significance. This is surprising at a glance, because a real 
vaccination must cause side effects and these logically occur more frequently than after the 
well-tolerated and also tiny amount of saline. Perhaps the sponsor wanted to send a message: 
Look, best tolerability of Comirnaty.  

The next line "Withdrawal by subject" shows a very strong, highly significant 
preponderance of active. The authorities should have asked themselves here: Why is the 
gap widening here and not with "Adverse event"? Especially as a chance finding can be 
safely ruled out due to the low p-value. It is at best unfortunate that Pfizer did not calculate 
these p-values themselves; any reasonably experienced reviewer should have noticed the 
strong imbalance, at the latest then they should have carried out such simple tests themselves 
and asked the relevant questions 

In the case of "withdrawal by subject", the investigators should actually have searched for the 
cause, especially an intolerance of the first vaccination, and documented it accordingly. The 
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large preponderance in the active group can only be explained by the fact that pressure was 
exerted from outside, i.e. by the heads of the trial centers, by local monitors or by Pfizer 
headquarters, to avoid evaluating a discontinuation as an "adverse event". It is highly 
probable that the vast majority of discontinuations classified as "withdrawal by subject" were 
caused by adverse events (AEs), or rather by adverse reactions. 

I have compiled all cases with "withdrawal by subject" in the "VACCINATION" line from the 
unredacted "narratives"29 (case histories) released in 2023: 

Subject 12314216, BNT162b2: Case from Argentina, i.e. from the center of F. Polack. "Dose 1 on 26 
Aug 2020. The subject was diagnosed with appendicitis on 05 Sep 2020, 10 days after receiving Dose 
1. ... The subject stated that she had diarrhea and vomiting since 05 Sep 2020 (Day 11). On 06 Sep 
2020 (Day 12), she experienced abdominal pain and presented to the emergency room and was 
hospitalized. Per the hospital discharge summary, the cause of the acute abdomen was "acute 
appendicitis," which was surgically resolved. Discharge medications included amoxicillin/clavulanic 
acid 1 g twice a day for 7 days, metronidazole 500 mg 3 times a day (TID) for 5 days, and ibuprofen 
400 mg TID for 3 days. A COVID-19 test was not performed, as the subject had no symptoms. ... In the 
opinion of the investigator, there was no reasonable possibility that the appendicitis was related to the 
study intervention ..." 
Comment: The two initially mentioned symptoms of diarrhea and vomiting should have triggered a 
"COVID-19 illness visit" in any case. The investigator could also have assessed the appendicitis as 
"related". In retrospect, such a causality assessment would even be very obvious, as later 
dispropoprtionality analyses (DPA) from the VAERS database indicated a 10-fold increase in risk. 30 
Subject 11331207, placebo: This participant was diagnosed as pregnant 1 day after the first 
vaccination. Afterwards elective induced abortion and later no interest in re-entering the study,  
Comment: The rating "withdrw by subject" seems plausible here. 
Subject 11401002, BNT162b2: No narrative was created for this case. The database entries show that 
the 64-year-old participant suffered a spontaneous dissection of a coronary artery (severe) and 
myocardial ischemia (mild, not severe) 11 days after the second vaccination. The cases were classified 
as "not related" (for classification see also footnote 39). Although the case was classified as a "narrative 
event", it is missing.  
Comment: Obviously this is a misclassification regarding the discontinuation of the vaccination schedule. 
In my experience, such inconsistencies always occur when unpleasant things have become apparent. 
Here the serious coronary artery dissection. 
Subject 12312982, BNT162b2: Case from Argentina, i.e. the center of F. Polack. No details of this case 
were provided by narrative. The database entries show that the 36-year-old participant complained 
of mild pain at the injection site 2 days after the first dose, suffered "suspected COVID-19" at the 
same time as the 2nd vaccination (here it is unclear whether testing was performed) and then 
suffered severe anxiety 14 days later. Although the case was classified as a "narrative event", the 
narrative is missing. 
Comment: It is likely that this was about the case of Augusto Roux (see Section 2.6.2). Assuming that it 
was not this case, even then it was an obvious misclassification. In my experience, misclassifications 
mainly occur when the investigator is confused or annoyed by unpleasant events. It is remarkable that 
there is no "narrative" for this case. It is also surprising that, according to the case description, the 
pneumonia only occurred after the second vaccination. Here, too, this detail could have been 
manipulated.  

                                             
29  https://phmpt.org/wp-content/uploads/2023/04/125742_S1_M5_5351_c4591001-interim-

mth6-report-body.pdf  
30 Kremer HJ. Good and bad signal detection of dangerous vaccination side effects. July 5, 2022. 

https://tkp.at/2022/07/05/gute- und-schlechte-signaldetektion-von-gefaehrlichen-impf-
nebenwirkungen/   

Elisabeth Albrecht - info@die-eiche.at

https://phmpt.org/wp-content/uploads/2023/04/125742_S1_M5_5351_c4591001-interim-mth6-report-body.pdf
https://phmpt.org/wp-content/uploads/2023/04/125742_S1_M5_5351_c4591001-interim-mth6-report-body.pdf
https://tkp.at/2022/07/05/gute-und-schlechte-signaldetektion-von-gefaehrlichen-impf-nebenwirkungen/
https://tkp.at/2022/07/05/gute-und-schlechte-signaldetektion-von-gefaehrlichen-impf-nebenwirkungen/


Expert opinion on Comirnaty  Dr. Hans-Joachim Kremer 
 

Page 36 of 188 1 June 2024 comirnaty-en-1-1 

Subject 12313621, Placebo: Case from Argentina, i.e. the center of F. Polack. No "narrative" was 
created for this case. The database entries show that a 65-year-old woman was diagnosed with a 
pulmonary nodule ("nodule", AE: "pulmonary mass") on the right 9 days after the second vaccination. 
Causality assessment: "not related". Although the case was classified as a "narrative event", it is missing. 
Comment: Obviously this is a misclassification regarding the discontinuation of the vaccination schedule 
(actually after). In my experience, such inconsistencies always occur when unpleasant things have 
become apparent. In this case, one could also ask why a pulmonary nodule apparently led to the 
premature termination. Did the woman perhaps want to leave the placebo group, but the investigator 
or Pfizer did not want her in the placebo�Æ BNT group? 
Subject 12471121, Placebo: No "Narrative" was created for this case. The database entries show that 
a 19-year-old woman suffered a motorcycle accident 9 days after the second vaccination. Causality 
assessment: "not related". Although the case was classified as a "narrative event", this casuistry is 
missing. 
Comment: Obviously this is a misclassification regarding the discontinuation of the vaccination schedule 
(actually afterwards). 
Subject 11111099, BNT162b2: No "narrative" was created for this case. The database entries show 
that the 54-year-old participant developed angioedema in both eyes 12 days after the first 
vaccination. The case was classified as "not related" and "not serious". Although the case was classified 
as a "narrative event", it is missing. The participant had not reported any allergies in her medical 
history. 
Comment: Although an allergic reaction was present here, and although this reaction very probably 
determined the participant's wish not to receive any further vaccination, the investigator refused to 
make an appropriate causality assessment ("related") and the corresponding designation as the cause 
of discontinuation.  
Consequently, the "narratives" only show 7 such cases, although there should actually be 56. 
Only 3 actually concern a discontinuation before dose 2. 53 "narratives" are missing for 
unknown reasons. The existing ones clearly indicate that misclassifications were present here 
and that these were at least tolerated by the sponsor (which in itself is a GCP violation) or 
even encouraged. The cases also show that "narratives" were obviously not planned if an 
investigator classified "withdrawal by subject", which means that the case practically evaded 
review; which means that side effects, perhaps even serious ones, could be overlooked.  

The misclassifications give rise to the greatest concern that the associated AEs were not 
documented or only inadequately documented. There are probably at least 30 and up to 
47 cases under BNT162b2. This order of magnitude is sufficient to completely distort the 
results in terms of death and SAEs. The bias would then undoubtedly have been in favor 
of active.  

Since the reasons for discontinuation were exclusive in each case, the cases of "adverse events" 
and "withdrawal by subject" can also be added together, which is plausible and leads to the 
result: 68 on active and 23 on placebo, p = 0.0000016  

Finally, the line "No longer meets eligibility criteria", where there was an imbalance on the side 
of placebo, is noteworthy. One problem with this criterion is that there were almost no reliable 
reasons that could lead to such cases. With one exception, as Chapter 7.1 of the protocol 
stated: 

In general, unless the investigator considers it unsafe to administer the second dose, or the 
participant does not wish to receive it, it is preferred that the second dose be administered. 
Note that a positive SARS-CoV-2 NAAT result without symptoms does not meet exclusion 
criterion 5 and should not result in discontinuation of study intervention, whereas a COVID-19 
diagnosis does meet exclusion criterion 5 and should result in discontinuation of study 
intervention (see Section 8.15). 

This rule only applied from Amendment 7 (October 6, 2020), less clearly formulated from 
Amendment 6 (September 8, 2020); the rule was completely changed, i.e. actually reversed, 
from Amendment 12 (January 12, 2021), when presumably no dose-2 visit could occur at all. 
This means: In the relevant period, cases of "COVID-19" should be canceled before the dose 2 
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visit, but not afterwards. The criterion as such can hardly be criticized, because why should you 
vaccinate someone a second time who has just undergone or survived the target disease? Such 
participants could and should have been observed further; this was the issue of "Withdrawn 
from the study"Chapter 2.5.7i.e. the follow-up. Especially as the participants should have had 
natural immune protection after contracting COVID-19.31 Surely such participants should have 
been examined again separately in more detail. Since the study was to run for two years, it 
would have been possible to collect enough cases for a statistical analysis, especially COVID-
19 cases after the second dose, which had to be much more frequent simply because of the 
longer observation period ("time at risk"). In fact, in Blinded FU alone, i.e. until March 13, 
2021, 131 cases were collected in the active group and 1034 in the placebo group (Fig. 20). 

In contrast, an exclusion due to classic safety concerns would have been very unusual. The 
significant p-value for this criterion should therefore reflect that "COVID-19" before dose 2 
was more common in the placebo group than in the active group. In fact, as the copy of "Table 
31" further down on page 73 shows, there were 39 cases of "COVID-19" before dose 2 in the 
active group and 83 such cases in the placebo group. These figures are therefore already 
quite close to the discontinuations (or imbalance) due to "No longer meets eligibility criteria". 
This leaves 21 (60-39) active cases and 13 (93-83) placebo cases that cannot be explained; 
21 to 13 does not result in a significant difference (p = 0.175). Be that as it may, the 21 
unexplained cases in the active group could in fact also have been caused by serious events, 
but were rendered invisible by this classification in the CSR.  

It should also be emphasized here that the rules on cancellations due to COVID-19 clearly only 
applied from October 6, 2020, perhaps previously under pressure from the monitors.  

NB: The date of an amendment may not necessarily correspond to the date of its actual 
validity, as normally all amendments, unless they concern the most urgent safety aspects, must 
be reviewed by an ethics committee. It may then take another 1-2 days for the amendments to 
be passed on to the trial centers. No validity date is indicated in the CTPs. 

It would have been sensible and actually expected from a company like Pfizer if the CTP or 
CRF had prospectively defined a discontinuation criterion with, for example, "having reached 
the primary endpoint". This would have saved some speculation. 

The significant imbalance in the line "No longer meets eligibility criteria" should have been 
discussed, as it cannot be explained by chance.  

A particularly unpleasant finding is that at least 1 participant died shortly after the first dose 
(see Section 2.6.4). This case should therefore have been counted under "discontinued". 
However, deaths were only counted under "Withdrawn from the study". At the very least, CTP 
and the CRFs were inconsistent and illogical here. 

One shortcoming of both CSRs is that no meaningful list of discontinuations was presented. The 
desirable variables have already been obenpage 33above. The unredacted "narratives" that 
are now available reveal numerous inconsistencies in the classifications. 

2.5.6.2 �%�O�L�Q�G�H�G���)�8�����•�������\�H�D�U�V 

NB: As of Amendment 8 of October 6, 2020, it was already possible to include young 
people between the ages of 12 and 15. Until the Final Report (Cot-Off November 14, 
2020), however, this was only done to a very limited extent. This CSR only included 100 
people under the age of 15 (Table 14.301). In contrast, the Blinded FU showed 2,260 in 
this age group (Table 14.52). However, only very few evaluations were shown in the 
Final Report that also included the 12 to 15 age group. Due to the significant increase in 
the number in this age group after November 2020 and for better comparability, many 

                                             
31 A few people, such as Karl Lauterbach, German Minister of Health, wanted to see it the other 

way around. However, the view that artificially induced immunity, if it is present here at all, 
could surpass natural immunity has always been adventurous and anti-biological. 
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analyses in the Blinded FU were based strictly on the age �J�U�R�X�S���•�������\�H�D�U�V�����Z�K�L�O�H���R�W�K�H�U��
analyses were based on all participants. The denominators therefore differ by around 
1,000 per group.  

The confusion in the "Discontinuations" became even greater in the Blinded FU (Tab. 4). First of 
all, it should be noted that the total population there differes with 44 060 participants (ITT set) 
only minimally from the Tab. 3 to the Final Report (43,449); only 611 participants or 1.4% 
had been added in the meantime. This was due to the fact that the recruitment of adults was 
discontinued at the latest with the emergency approval by the FDA, i.e. on December 11, 
2020. Nevertheless, there were huge differences in the "discontinuations" compared to the 
Tab. 3.  

Thus, the number of true discontinuations between dose 1 and dose 2 increased dramatically 
from 137 / 125 (active / placebo, Tab. 3) to 355 / 380 (Tab. 4), i.e. by 218 / 255 persons. 
In contrast to the Final Report, the CSR Blinded FU did not explicitly report this important 
category. Why? And why did the CSR not address this extreme increase? Based on the data, 
should we assume that most of the additional (611) participants abstained from the second 
dose in the short window of time between November 14 and the apparent end of recruitment, 
i.e. either December 1 or December 14 at the latest? Perhaps part of this could be explained 
by the fact that placebo participants were unblinded before the second dose. Why are we not 
told this? Even then, the 218 additional dropouts in the active group would still not be 
explained. There are significant discrepancies in participants who did not receive a second 
dose. The increase in dropouts from vaccination was exceptional for the short time period. 
These findings were not explained and cannot be readily explained. Therefore, 
manipulation must be feared. 

These discrepancies cannot be explained by misunderstandings or reinterpretations of the 
definition of "discontinuations", because clearly other cases were affected, as the figures in the 
Tab. 4 (namely the increase of 148 from 380 to 528 in the placebo group). Rather, these 
figures show that until November 14, 2020, investigators and monitors were apparently still 
largely compliant (with the exception of those 4 cases in the row "Discontinued after Dose 2, 
before 1 M<onth> post Dose 2" (Tab. 3)) to the specifications of the protocol. After that 
apparently no longer. Respective categorization became wild and freehand. The CSR took this 
into account with the new definition of a "vaccination period" not covered by the CTP (see 
footnote $ in Tab. 4). 
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Tab. 4 Premature termination of vaccinations, Blinded FU�����•�������\�H�D�U�V 
 BNT162b2 Placebo p-value* 
Randomized 22 085 22 080  
Received Dose 1 § 22 030 22 030 - 
Received Dose 2 21 675 21 650 - 
Difference: Did not receive Dose 2* 355 380 (0.35) 
Discontinued from original blinded placebo-
controlled vaccination period$ 352 528 0 

Discontinued after Dose 2, before 1 M post Dose** 0 0 - 
"Withdrawn from the study" 343 484 0,000001 
"Withdrawn after Dose 1 before Dose 2" 176 211 (0,074) 
"Withdrawn after Dose 2 before 1 M after Dose 2" 100 139 0,0011 
"Withdrawn after 1 month after Dose 2" 67 134 0,000002 
Reason+: Adverse event 27 26 n. cal. 
Reason+: Withdrawal by subject 109 181 0,000022 
Reason+: No longer meets eligibility criteria 26 120 0 
Reason+: Lost to follow-up 151 153 n. cal. 
Reason+: All other 39 48 (0,33) 
Check: Sum with reason+* 352 528 0 
Unblinded before 1 Month post Dose 2 253 240 n. cal. 
Extract from Table 5 of the CSR  
§ Dose 1 all avalialbe efficacy population = ITT set, denominator for calculations 
$ "Original blinded placebo-controlled vaccination period is defined as the time period from Dose 1 to 1 

month post-Dose 2." This definition / counting did not correspond to the protocol and was only introduced in 
this CSR. The illogical difference of 3 (355 minus 352) was also not explained.  

* Own calculations, Fisher's Exact test, 2-tailed, or chi² test.  
**  Illogical category, in Tab. 3 still present, not used here. 
+ Actually "Reason for discontinuation". Here the sum corresponds to the line "Discontniued from original 

blinded placebo period" 
n.cal.  Not calculated due to obvious lack of difference. 

We should differentiate:  

�x In the active group, 3 cases did not receive a second dose, but were nevertheless not 
assessed as "discontinued". 

�x Apart from these 3 cases, the sum of cases with reasons for discontinuation in the active 
group corresponds approximately to the sum of cases without a second dose. Therefore, 
the reasons for discontinuation in the active group could be reasonably reliable.  

�x In the placebo group, the 148 (from 355 to 522) additional cases that discontinued after 
dose 2 resulted in a complete distortion of the reasons. These are now no longer 
comparable with the active group.  

�x In the category "No longer meets eligibility criteria" there was a complete shift, namely 
from 60 / 96 (A / P, Tab. 3) to 25 / 120 in the Blinded FU. This means that the 
investigators must have completely changed their assessment in at least 35 cases in the 
active group compared to the Final Report. A decrease in the number of cases should not 
have occurred unless the data had been subsequently changed. Why at all? Why in so 
many cases? Into what? 

�x The "Lost to follow-up" category saw by far the strongest growth, namely from 0 / 3 (A / 
P in the Final Report, Tab. 3) to 151 / 153. However, it is conceivable that there was still 
hope in the Final Report of finding out something about the whereabouts of these 
participants and that these cases were not yet classified as "Withdrawal". By the cut-off 
date of March 13, 2021 (Blinded FU), these cases could then have been finally assessed as 
"Lost to follow-up".  
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�x The "Withdrawal by subject" category showed a completely reversed situation. Whereas 
the Final Report showed 47 / 9 (A / P, Tab. 3), i.e. a highly significant imbalance to the 
detriment of active, there was a highly significant imbalance to the detriment of placebo in 
the Blinded FU (109 A / 181 P, Tab. 4). 

�x The category "Adverse events" apparently showed only minor changes, namely from 21 / 
14 (A / P) to 27 / 26, i.e. increases of 6 / 12, i.e. more (although not significantly more, p 
= 0.167) increases in the placebo group. It is particularly counter-intuitive that there should 
have been so many and now even more placebo dropouts (than in the active group) due to 
AE. Because of a microdose of saline! 

�x The other reasons cannot be meaningfully assessed due to the small number of cases. 

�1�R�W���R�Q�O�\���W�K�H���V�L�W�X�D�W�L�R�Q���U�H�J�D�U�G�L�Q�J���ÅReason for discontinuation: due to AE�´���L�V���F�R�Q�W�U�D-intuitive, the 
�V�D�P�H���D�S�S�O�L�H�V���W�R���ÅWithdrawn after Dose 1 before Dose 2�´�����7�K�L�V���U�R�Z���V�K�R�Z�V���I�D�U���W�R�R���P�D�Q�\���F�D�V�H�V��
in the placebo group. Manipulations should be envisaged in both categories. 

�7�K�H���V�L�W�X�D�W�L�R�Q���U�H�J�D�U�G�L�Q�J���ÅUnblinded before 1 Month post Dose 2�´���D�S�S�H�D�U�V���S�O�D�X�V�L�E�O�H����Maybe it 
is remarkable that still so many participants were left to be unblinded prior Dose 2. 

2.5.6.3 Blinded FU, all, i.e. including 12-15 year olds 

The larger population (Tab. 5) was used for the efficacy analyses of the ITT set (Table 18 of 
the CSR Blinded FU, or Tab. 16 below). Some figures (2 vaccinations received and the set 
"Dose 1 all avalialbe efficacy population") are not always comprehensible within the CSR; 
there are considerable deviations.  

Tab. 5 Premature termination of vaccinations, Blinded FU, all participants 
 BNT162b2 Placebo p-value* 
Randomized 23 219 23 210  
Received Dose 1 § 23 140 23 137 - 
Excluded from all randomized 79 73 n.cal. 
 Did mot receive at least 1 vaccination 58 51 n.cal. 
 Data considered potentially unreliable+ 21 22 n.cal. 
Received Dose 2 §§ 22 771 22 741 - 
Difference of these rows 369 396 (0,32) 
Did not receive 2 vaccinations 384 443 0,0383 
�5�H�F�H�L�Y�H�G���'�R�V�H���������•�������\�H�D�U�V, from Tab. 4) 22 030 22 030 - 
Difference: Additional participants*  1 110 1 107 n.cal. 
Dose 1 all-available efficacy population $ 23 040 23 037 - 
Deviation from above (§) $$ 100 100 n.cal. 

Neither the source table nor any othre of this CSR provided information  
on reasons for disconitnuation or withdawal from the study. 

Unblinded prior to 7 days after Dose 2 45 11 0,0000053 
Extract from Table 10 of the CSR  
§ Allegedly "Dose 1 all avalialbe efficacy population", denominator for calculations, but see $ 
§§ Actually "Dose 2 all avalialbe efficacy population". There is no explicit indication of "Dose 2 received" or 

similar in the CSR, 
* Own calculations, Fisher's Exact test, 2-tailed, or chi² test.  
+ ...due to lack of PI oversight identified as significant quality event. 
$ As shown in Table 18.  
$$ According to Table 10, only 79 or 73 participants were excluded from the set marked with §.  The 

discrepancy was not explained. 
n.cal.  Not calculated due to obvious lack of difference. 

A trendwise higher number of placebo participants did not receive a second dose. 
Nevertheless, these numbers remained below those of the Tab. 4 as to be expected. 

Surprisingly, significantly more participants from the active group (45) were unblinded within 
the first 7 days after dose 2 than placebo participants (11). Why? The trial protocol offered 
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no rationale. Even severe side effects do not impose themselves as an explanation, because 
the dose was already been given, so a discontinuation would have had no effect fort he 
individual. 

Finally, the exclusion due to "lack of PI oversight" is noteworthy. It is easy to get caught out 
here because the source, Table 10, refers to all participants and not just people over 16 like 
many others, so you might think that only one center with many young people is affected. But 
this is not the case. It was about center 1161, and there is no indication that many young 
people were included there. On the contrary. 

2.5.7 "Withdrawn from the study" 

The line with the ** in Tab. 3 shows that the handling of the definition "Discontinuation" was 
inconsistent. The handling of the term "withdrawal (from the study)" was even more inconsistent, 
although there was a separate Section 7.2 in the protocol. In any case, the following should 
have applied: Discontinuation of the vaccination regimen meant "discontinuation", 
discontinuation of the study observation meant "withdrawal". In principle, it makes sense to 
separate the terms, as there may well have been (or could have been) reasons not to take the 
second dose but to remain under observation.  

Tab. 6 Early termination of the trial observation, Final Report  
 BNT162b2 Placebo p-value* 
Dose 1 All-Available Efficacy Population § 21 768 21 783  
Dose 2 All-Available Efficacy Population 20 565 20 536 n. cal. 
Difference: Did not receive Dose 2 yet$ 1 202 1 247 n. cal. 
Sum discontinued (Tab. 3) 137 129 n. cal. 
Discrepancy (assumed as recently recruited)$ 1 065 1 118 (0,31) 
Withdrawal from the study** 181 265 0,000066 
Sum: discontinued + withdrawal$ 318 394 0,0042 
Sum: discontinued + withdr. after Dose 1 bef. Dose 2! 270 297 (0,116) 
Withdrawn after Dose 1 before Dose 2** 133 168 # 0,044 
Withdrawn after Dose 2 before 1 month post Dose 2** 44 84 0,00041 
Withdrawn after 1 month post Dose 2** 4 11 (0,118) 
Reason: Withdrawal by subject** 85 158 0,000006 
Reason: Lost to follow-up** 80 86 n. cal. 
Reason: Adverse event** 8 6 n. cal. 
Reason: Death** 2 4 n. cal. 
Reason: All other** $ 6 9 n. cal. 
Sum with reason 181 265 0,000066 
Discontinued: No longer meets elig. cirt. (from Tab. 3) 60 96 0,0039 
Withdrawal: Withdrawal by subject (from above) 85 158 0,000006 
Sum: Presumably related to reaching primary endpoint 145 254 n. cal. 
In fact: Classified as COVID-19 (cf. Section 4.3.1) 50 275 0 
Extract from Table 13 of the CSR, but in a different order.  
* Own calculations, Fisher's Exact test, 2-tailed, or chi² test. 
**  From table 14,258 
# Number is illogical. Under no circumstances could it be higher than the 125 in Tab. 3 in table 3. 
$ Own calculation, not presented in the tables. 
n.cal.  Not calculated due to obvious lack of difference. 
§ For some unknown reason, perhaps because of the "moving target" due to ongoing recruitment, the figures 

in Table 13 ("Final analysis") are all slightly higher than the figures in Table 14.258, but then without 
showing the "Safety Population" 

First of all, the discrepancies within the columns: The "Difference" row cannot be explained by 
the "Discontinuations"; perhaps discrepancies also had to be accepted in this current trial. This 
is confirmed by the fact that the discrepancy does not disappear by adding "discontinuations" 
and "withdrawals". 
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The extremely low p-values for "withdrawn from the study", "withdrawn after Dose 2 before 1 
month post Dose 2" and "withdrawal by subject" are striking. All categories were clearly more 
frequent in the placebo group. Obviously, the differences between the treatment groups are 
fully explained by "withdrawal by subject". Nevertheless, direction and strength of differences 
are counter-intuitive, as higher incidences in the active group were to eb expected. 

Here, as with the "discontinuations" above, one should assume that these cases reflect 
"efficacy" in relation to COVID-19. Since primarily "first COVID-19 occurrence" was analyzed, 
it would not have been particularly bad to remove participants from the study as soon as they 
were classified as COVID-19. Strangely, there was no explicit rule or category for this obvious 
case, so one must assume that such cases were usually, if not always, categorized as 
"withdrawal by subject".  

Conversely, this also indicates that 85 participants (0.4%) in the active group dropped out for 
these reasons. Certainly a rate that was undesirable for the sponsors. 

The CSR gives no explanation for this clear difference, a serious deficiency. 

A clear shortcoming of both CSRs is that no meaningful list of withdrawals was provided. The 
desirable variables have already been detailed, page 33above.  

2.5.8 Exclusions from "per protocol" 

This topic only exists for the efficacy analysis as preferred by Pfizer. However, these analyses 
should be discarded as almost irrelevant.  
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Tab. 7 Exclusions from "per protocol", 43 651 subjects, final analysis) 
 BNT162b2 Placebo p-value* 
Randomized 21 823 21 828  
Excluded from Dose 1 all evaluable efficacy population 55 45 n. cal. 
Dose 1 all evaluable efficacy population** 21 768 21 783 n. cal. 
Subjects without evidence of infection before Dose 1***  20 314 20 296 n. cal. 
Calculated: Alternative: with infection? 1 454 1 487 n. cal. 
Calculated: ... in % of all evaluable efficacy pop. 6,68% 6,83% n. cal. 
FYI: Cal. Blinded FU, Table 10: Aging: with infection? 940 946 n. cal. 
FYI: Cal. ... in % of that all evaluable eff. pop, 4,06% 4,09% n. cal. 
Dose 2 all-available efficacy population $ 20 566 20 536 n. cal. 
Calculated: Dose 2... - Dose 1...**** 1 202 1 247 n. cal. 
Calculated: ... in % of all evaluable efficacy pop.**** 5,52% 5,72% n. cal. 
FYI: Cal. Blinded FU, Table 10: Altern: with infection**** 369 396 (0,324) 
FYI: Cal. ... in % of that all evaluable efficacy pop.**** 1,59% 1,71% n. cal. 
Subjects excl. from Dose 2 all-avail. efficacy pop. 1 257 1 292 n. cal. 
Reason: Did not complete 2 vacc. doses 1 256 1 292 n. cal. 
Reason: Die not provide informed consent$$ 1 0 n. cal. 
Subjects without evid. of inf. prior to 7 d. aft. Dose 2*** 18 701 18 627  
Calculated: Alternative: with infection? From $ 1 865 1 909 n. cal. 
Calculated: ... in % from $ 9,07% 9,30% n. cal. 
FYI: Cal. Blinded FU, Table 10: Altern: with infection 1 227 1 271 n. cal. 
FYI: Cal. ... in % of resp. set 5,39% 5,59% n. cal. 
Evaluable efficacy 7days population (main PP set) 20 033 20 244 n. cal. 
Calc: Difference from all randomized $$$ 1 790 1 584 0,000217 
Calc..: ... in % 8,20% 7,26%  
Reason: Did not rec. all vaccination ....up 1 550 1 561 n. cal. 
Reason: Had other important prot. deviation (D7 D2) 311 60 0 
Reason, Table 14: Dosing administration error§ 105 3 0 
Reason, Table 14: IP not suitable§§ 144 0 0 
Extract from Table 13 of the Final Report, but in a different order.  
* Own calculations, Fisher's Exact test, 2-tailed, or chi² test. 
**  The most important evaluation population. The % figures here refer to this. 
***  See text 
****  See text 
$ Marking as reference point for some calculations 
$$  Such a query was not even intended. In this respect, misclassification�Æ withdrawal of consent. 
$$$ Corresponds exactly to the statement "Subjects excluded from evaluable efficacy (7 days) populaton�  ́ 
§ Complete: Subject did not receive correct dose of vaccine 
§§ Full: Invetigational product that was deemed not suitable for use by Almac. 
 

Ad *** This criterion was only used to refine the PP set and was not used for "Dose 1 all-
available efficacy". The numbers fluctuate extremely between the populations, so it 
must be assumed that the information on some participants was not yet available at 
the time of the cut-off; hence the question mark at the end of "Alternative: with 
infection?". The lines with FYI (for your information) come from the "Blinded FU", i.e. 
that these figures were not yet available at the time of the first approval; these 
figures confirm the assumption of incompleteness, because the number of "with 
infection" decreased in the "Blinded Follow-up (FU)", although the number of those 
exposed actually increased. However, since recruitment had long been completed at 
the cut-off for the Blinded FU and this information was certainly available, it can be 
concluded that 940 or 946 participants were SARS-Cov-2 positive before the first 
exposure. This was a key criterion for exclusion from the PP set. This means that almost 
7% were excluded from the "final analysis" for this reason, and around 4% from the 
Blinded FU. 
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Ad **** These figures were only calculated to check the number of participants with Dose 2 or 
dropouts. It confirms the above assumption that not all observations had been 
completed due to the ongoing trial. This was a further criterion for exclusion from the 
PP set. Almost 6% were therefore excluded from the "final analysis" for this reason, 
and almost 2% from the Blinded FU. 

Significant differences between the groups were found only in the lower section of the table, 
always with a significantly higher rate in the active group, and fully explained by the last two 
rows. The CSR did not state what "Almac" was; presumably a service provider responsible for 
shipping under cold chain. Both criteria show that certain individuals were unblinded prior to 
the allowed unblinding. This also corresponds to the protocol, Chapter 6.3.2: 

In this observer blinded study, the study staff receiving, storing, dispensing, preparing, and 
administering the study interventions will be unblinded. 

In a real double-blind trial, as is usual in the pharmaceutical sector, there would have been no 
chance for such one-sided exclusions. This may have had an influence on the point estimates, 
apparently in favor of Comirnaty. 

These distribution analyses show that most exclusions from the PP set occurred because 
participants were either already positive before the second dose or because an infection 
was observed before day 7 after dose 2, i.e. was not counted in this set. A significant 
imbalance was determined by incidents that could only occur in the active group. In this 
respect, an imbalance may have resulted only from knowing the allocation. These 
circumstances confirm theoretical concerns that the evaluations of the PP set produce an 
embellished result, i.e. at best indicate the potential of the vaccination and optimal 
conditions, but in no way even come close to describing the real effectiveness of the 
vaccines.  

2.5.9 Discussion of the findings in this section 

There was considerable confusion in cases that did not receive a second dose. It is obvious that 
participants who did not tolerate the first vaccination well did not want to have a second 
vaccination. In a very stable phase in Israel, this rate was around 5% (Tab. 8). In trial 
C4591001, this rate in the Blinded FU was only around 1.6% in the active group (Tab. 4, 355 
of 22,030), and moreover, contra-intuitively on a similar level in the placebo group.  

Tab. 8 Acceptance of the second dose of Comirnaty in Isreal 
  10 May 2021 31 May 2021 June 21, 2021 
At least 1 dose Millions 5,45 5,48 5,53 
Completed initial vaccination Millions 5,11 5,16 5,18 
Completed by 1st dose, 21 days before % - 94,7 94,5 
Completed by 1st dose, 42 days before % - - 95,0 
According to Ourworldindata, drawn April 18, 2024, only Comirnaty was vaccinated in Israel at that time, and 
vaccination rates were particularly stable during this period. 
https://ourworldindata.org/grapher/people-vaccinated-covid?time=earliest..2022-03-01&country=~ISR  

The possible and relevant reasons for the differences are: 

1. The trial vaccination was significantly better tolerated than the marketed vaccination; this 
could also be explained by the problem of switching from "process 1" (trial medication) to 
"process 2" (vaccination campaign); see also Chapter 3. 

2. The trial participants were more strongly motivated to continue participating. There is no 
evidence either for or against this. 

3. Dropouts after the first vaccination were suppressed by the cases of "randomized but not 
exposed". In any case, the rate of such cases was unusually high in this trial. Up to 58 
participants in the active group are possible here. Assuming that a participant died shortly 
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after the vaccination, it would have been relatively easy to conceal such a case by falsely 
declaring it "not exposed" and it would then have been practically impossible to detect. 
Such manipulations must be kept in mind. 

In this context it must be emphasized that the distributions between active and placebo were 
noticeably unbalanced in many individual categories, but were mostly balanced again at the 
end in the large overviews. It should be borne in mind that if there really had been deliberate 
manipulations, this would have been easier to detect if the distributions were unbalanced, 
particularly if unbalanced against active. This clearly applies to the cases of "randomized but 
not exposed", but also to some others. There could therefore have been deliberate deception 
by many dropouts in the placebo group in order to conceal the real problems. 

There is no doubt that at least the products administered in the vaccination campaign must be 
regarded as very unsafe and intolerable (see e.g. Fig. 7 and Fig. 8). However, it is obvious 
that the trial medication also caused considerable problems. It is therefore completely counter-
intuitive that so many participants in the placebo group discontinued the trial treatment 
prematurely, even more in the Blinded FU.  

The extreme and often illogical imbalances in the reasons for discontinuation also strongly 
suggest manipulations, especially in the case of "Withdrawal by subject" and "No longer meets 
inclusion criteria" (Tab. 3). 

In addition, there are some cases in which assessments were subsequently changed, for 
example in the case of "No longer meets eligibility criteria" in the Blinded FU (Tab. 4).  

It is obvious that manipulations occurred. Correct compliance with and review of the GCP 
should have prevented this. However, there was a lot wrong with this trial. 

2.6 Compliance with GCP 
For the essential importance of GCP in terms of data integrity, see Section 1.5. 

There is multiple evidence of manipulation in trial C4591001, which is of course a blatant 
violation of GCP. In the Brook Jackson case, Pfizer's lawyers even admitted that they did not 
consider themselves bound to comply with the rules due to a secret contract with the US 
Department of Defense (DoD). 

As with every other interventional trial, the CTP of trial C4591001 on page 116 also called 
for the following (underlined by me): 

 
Compliance with GCP was explicitly and retrospectively claimed in the CSR, already on page 
2: 
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Inspections are an essential regulatory instrument to ensure compliance with GCP. On the one 
hand, routine inspections ("at random"), due to the importance of the trial (which was 
undoubtedly and obviously applicable) and due to justified suspicion ("for cause"). 

However, only 9 of 131 inspections for this trial are said to have taken place in the USA. There 
are said to have been 5 inspections at the 7 German test centers; a request for the inspection 
reports is currently underway. It is currently known that the test center in Mannheim was 
inspected for the "first-in-men-trial" BNT162-01 in October 2020, i.e. retrospectively, and a 
Berlin center of the large trial C4591001 in February 2021.32 The trial BNT162-01 had 
practically no relevance later, because it was in principle repeated as part of the large trial 
C4591001. This inspection in October 2020 was therefore also practically no longer relevant. 
In view of the massive errors during the approval process, inspections in 2021 could not have 
had any effect at all.  

Despite the FDA's direct knowledge of the Brook Jackson case, there was explicitly no "for 
cause inspection" at that center, nor was there an inspection at the largest center by far in 
terms of quantity, that of Polack in Argentina (around 4,500 participants). All of this is highly 
questionable. 

2.6.1 The case of Brook Jackson 

This case first became known to a wider public in November 2021 through an article in the 
BMJ. The following is essentially an excerpt from an article by tkp.at. 

In the fall of 2020, Brook Jackson was commissioned by Pfizer and the service provider 
Ventavia Research to monitor the placebo-controlled trial on Comirnaty in Texas for 
compliance with GCP, i.e. to act as a GCP monitor. This essentially includes source data 
verification, i.e. the comparison of the original medical records with the entries in the CRFs, 
checking the correct randomization and corresponding application of the trial products and 
checking the completeness and correctness of the reports of adverse events. 

Just as her job demanded, Ms. Jackson wondered about some irregularities in the course of the 
trial and informed the US FDA. Instead of a medal, however, she was dismissed immediately, 
i.e. the very next day. 

In August 2021, the FDA published a list of its inspections of the approval trial: 9 out of 131 
US trial sites were inspected, but the centers monitored by Ventavia that were strongly 
suspected of irregularities were not among them. In the eight months following the emergency 
approval, no test centers were inspected at all. Notably, even the largest center with 4,500 
participants (No. 1231, Military Central Hospital, Fernando Polack, Argentina, later the first 
author of "Safety and Efficacy of the BNT162b2 mRNA Covid-19 Vaccine" NEJM, December 
10, 2020) was never inspected by authorities. 

However, the court case was apparently less about labor law issues and more about the 
misconduct of Pfizer, which had obviously disregarded the American and international 
regulations for conducting such studies. 

Pfizer's extraordinary trick, which in the opinion of Pfizer's lawyers turned the tide, was that 
Pfizer invoked a "prototype agreement" with the US Department of Defense (DoD). In fact, 
Pfizer argued that because Pfizer had entered into an agreement with the DoD in the summer 
of 2020, there was no obligation to comply with the GCP regulations. 

Pfizer obviously saw itself in great need of argumentation. With this trick, Pfizer thought it 
could wriggle out of the factual questions about the GCP deficiencies. One cannot really 
interpret this behavior as anything other than an admission that the factual accusations were 
absolutely justified. 

                                             
32  https://twitter.com/a_nineties/status/1738075562713739473?s=20  
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"That means that Jackson's claim that Pfizer must still comply with the Federal Acquisition 
Regulations "is simply wrong," Pfizer said. 

Pfizer referred to the following two agreements with the US Department of Defense, dated 
July 20, 2020 and July 21, 2020. 
https://www.documentcloud.org/documents/22028603-pfizer-base-agreement  
https://www.documentcloud.org/documents/22028602-pfizer-contract-statement-of-work 

These agreements were concluded only a few days before Amendment 5 (July 24, 2020) to 
CTP C4591001, which limited the trial to around 360 participants to determine 
immunogenicity and 6 weeks before Amendment 6 (September 8, 2020), which described the 
large confirmatory part with around 43,000 participants. Therefore, no doubt remains that this 
agreement applied to that trial (and a few later ones).  

So if Pfizer was convinced that they did not have to adhere to those regulations at all, then 
they did not do so, at least not consistently. According to Pfizer's own statement, there was no 
need to even think about shifting the burden of proof. 

If one leaves Pfizer's argument as it stands: What would be left to rely on in economic and 
scientific life and otherwise in international cooperation? Did the EMA know about this? 
American companies could ultimately get away with anything with reference to such contracts.  

Further thoughts on this can be found in the article on tkp.at. 

An extensive video statement by Brook Jackson was published on July 5, 2022, a shorter video 
statement on October 25, 2022. According to her, for example, the actual assignment tot he 
treatments was completetly obvious to all monitors (like Brook Jackson); an issue that was not 
compatible with the protocol. She also complained about irregularities in the AE 
documentation. 

Further testimony from Brook Jackson was that at least 8 cases of anaphylaxis (a serious acute 
allergic reaction) occurred in trial C4591001, but that none of these cases were reported to 
the FDA. In fact, the Final Report (Table 52) lists one case of anaphylactic reaction to active 
and one case of anaphylactic shock to placebo. In the Blinded FU, the incidences were the 
same (Table 30). 

2.6.2 The case of Augusto Roux 

In the case of Augusto Roux, an Argentinian lawyer and participant in the largest center of the 
trial, namely the first author of the later NEJM article, Fernando Polack, his suspected 
pericarditis was first renamed pneumonia and then "severe unconfirmed Covid-19".333435 
These reclassifications were not medically justified and were obviously intended to cover up 
this case, i.e. a deliberate manipulation. It is only unclear whether this manipulation was the 
sole responsibility of Pollack or whether Pfizer employees or servants in the background were 
also responsible.  

Further irregularities and anomalies from this test center became known later.36 By the end of 
August 2020 alone, there were 53 discontinuations after the first dose, all with only vague 
justifications.  

2.6.3 The case of Maddy de Garay 

Maddy de Garay, then aged 12, took part in the immediately subsequent extension of the 
C4591001 trial for12-15 year olds; she suffered severe and lasting neurological impairments 

                                             
33  https://davidhealy.org/disappeared-in-argentina/  
34  https://researchrebel.substack.com/p/is-subject-12312982-the-key-to-proving  
35 https://transition-news.org/hat-pfizer-wahrend-der-klinischen-studien-betrug-begangen  
36  https://www.eugyppius.com/p/welt-report-uncovers-evidence-of  
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as a result of the vaccination, which have since confined the girl to a wheelchair; however, the 
case was never mentioned in the corresponding study report or in the publication.  

2.6.4 Death 3 days after the first dose 

The Final Report listed only 6 deaths, 2 on active and 4 on placebo (CSR page 281 and Table 
51), and initially the figures were only 1 to 2 (CSR, page 234). Of course, these data must 
have seemed impressively good to the authorities, i.e. harmless or rather favorable for active. 
Despite around 43,000 randomized participants, there was no statistical evidence of 
problems. Therefore ideal for a vaccination, i.e. an intervention in essentially healthy people. 
However, any experienced official should have had immediate concerns: Because the 
intervention with modRNA had to be considered as serious, as it undoubtedly caused severe 
systemic and also local early reactions. Was it thinkable that such a large number of severe 
side effects (see also Section 5.4.6 and Section 7.2) would really not translated into few 
deaths deaths, e.g. among elderly? 

One case should have raised suspicions even then. A participant of the active group (60 years 
old, male) was found dead in his home just 3 days after the first dose ("found dead at 
home"37). The Final Report stated that the cause of death was "arteriosclerosis"; moreover, a 
connection with the vaccination was rigorously ruled out. You also need to know this: 
Arteriosclerosis is never given as an actual cause of death, at least never as an immediate 
cause. In Germany, there was not a single such case among around 950,000 deaths in 202038; 
the situation is unlikely to be any different in the USA. However, "atherosclerosis" is reported 
quite frequently as a cause of death, in Germany in 2020 "Atherosclerot<ic>. cardiovascular 
disease, as described" with 208 cases, and "Atherosclerotic heart disease" with as many as 
62,900 cases38. Apparently the people at Pfizer also noticed this, and at some point the cause 
of death was changed to "atherosclerosis" in the CSR Blinded FU, which makes a little more 
sense, even if it is still quite unlikely. Maybe some people may still see the difference between 
"arteriosclerosis" and "atherosclerosis" as a bit of wordplay. The fact is, however, that 
something like "heart disease" should have been included to increase the plausibility of the 
diagnosis. Especially since it was quite unlikely that a man would suddenly drop dead out of 
the blue, even though he must have been perfectly fit 3 days earlier and therefore took part in 
this vaccination trial. Actually, exclusion criterion 1 (CTP, Section 5.2) already clearly spoke 
against a severe illness at Dose 1. But how can one be sure that the death was "not related"39 
in the case of a death that occurred without observation ("found dead at home") only 3, 
possibly even 1 or 2 days (NB: without witnesses) after the first vaccination? In other words, 
that it was not caused by the vaccination? Although the circumstances would have forced the 
classification "related" according to the protocol!  

Finally, it should be mentioned that the "narrative", which can now be read without redaction, 
states that the police drew the investigator's attention to this death ("found dead at home"). 

                                             
37 FDA BLA Clinical Review Memorandum, review completion datAugust 23, 2021. 

https://www.fda.gov/media/152256/download  
38 Destatis: Results of the cause of death statistics for Germany, detailed 4-digit ICD classification, 

2020. published 29.11.2020 
39 Unfortunately, Pfizer and many other companies use the dichotomous causality assessments 

"related" and "not related" in the CRFs, instead of a more meaningful 3-point classification with 
(e.g.) "likely", "not assessable" and "unlikely". The consequence of this is that serious and severe 
events are practically never assessed as "related", thus undermining the required causality 
classification. The protocol stated: 
"If the investigator does not know whether or not the study intervention caused the event, then the 
event will be handled as "related to study intervention" for reporting purposes, as defined by the 
sponsor."  
This unexpected death within 1 to 3 days after vaccination should therefore have been classified 
as "related" by the investigator. The alternative was probably chosen under pressure. 
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This can and should be interpreted as meaning that the case could no longer simply be made 
to disappear from the documentation. 

Obviously, the cause of death and the causality assessment were manipulated in this 
case. 

How many more similar cases might there have been? The only difference from the case 
described above is that the police were not involved. 

2.6.5 Case 10811036: Exacerbation of COPD 

This participant received his first vaccination with BNT162b2 on August 13, 2020. Eight days 
later (August 21), he suffered appendicitis (severe). This was assessed as "not related" by the 
investigator; please refer to the footnote 39 and the narrative on another appendicitis on page 
35. However, this is not the issue here. 

The participant received his second dose of BNT162b2 on September 3, 2020. On November 
2/3, an exacerbation of COPD (chronic obstructive pulmonary disease) was originally 
documented and therefore a "COVID-19 Illness Visit" was initiated; at the same time, shortness 
of breath (one of the symptoms characterizing COVID-19) was also documented. An 
exacerbation of COPD should usualy be classified as "severe". If the corresponding sample 
had tested positive (it was actually the other way around), the case would certainly have been 
assessed as "severe COVID-19". Moderate anemia was also documented.  

Now the records (Fig. 3) show that Pfizer employees initiated reclassifications one month later. 
COPD was deleted from the AE panel and added to the medical history with a start date of 
June 2018; the latter has a certain logic, as an exacerbation requires that COPD has already 
been diagnosed beforehand. However, no corresponding concomitant medication was 
mentioned.  

This case is remarkable because the exacerbation of COPD was at least a severe, if not a 
serious event, which was not visible in either the AE panel or the COVID-19 panel (see also 
Section 4.2.2). It is to be feared that there were some similar cases, primarily in the active 
group, as they tested "positive" much less frequently. 
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Fig. 3 Subsequent changes in the case of 10811036: Exacerbation of COPD 

See text. Sources: 4041 and 29 

2.7 Statistical validations 
Every sponsor of an RCT has the task of subjecting the data to extensive statistical validation, 
partly out of their own interest and partly as a regulatory requirement.  

It is also traditional for the European authorities, i.e. the EMA in particular, to demand this from 
the sponsors, sometimes retrospectively, while FDA in particular is known, if not notorious, for 
carrying out such investigations itself.  

2.7.1 Center-treatment interaction 

As a rule, RCTs are evaluated according to the (main) factor "treatment". Logical. This is where 
the sponsor (usually) hopes to be able to detect a difference to placebo, namely a low p-
value. The corresponding calculation models also generally evaluate the factor "center", which 
often shows even clearer differences (i.e. lower p-value) than the factor "treatment". However, 
the factor "center" usually plays no role in the evaluation. Finally, the models allow the 
automatic calculation of a "center-treatment-interaction". If this is significant, the generalization 
of the trial results is severely questioned, because heterogeneity should be envisaged, i.e. one 
or more centers react or evaluate completely differently from the others. We would then have 
to investigate the causes. In my career, I was confronted several times with significant "center-

                                             
40  https://x.com/a_nineties/status/1778063341019152717  
41  https://x.com/a_nineties/status/1778333939674837032  
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treatment interaction", and it was always the case that some centers knew the actual treatment 
allocation. One could therefore assume manipulation. 

For this reason, relevant guidelines (e.g. ICH E9) also require the calculation of a "center-
treatment interaction". It is surprising that neither the protocol, the statistical analysis plan nor 
the CSR contain the term "interaction". Apparently, they preferred not to analyze this at all.  

The lack of such a statistical evaluation is to be regarded as a serious deficiency.  

2.7.2 Analysis of death notifications  

As described at the beginning of Section 2.6.4 the deaths in the Final Report (cut-off 
November 14, 2020) were so few that a statistical analysis would have been pointless. This 
changed with the Blinded FU and two documents derived from it. 

In October 2023, a previous preprint article on this topic was published after peer review.42 
The attribute "forensic" in the title may seem misleading, as the authors did not actually 
perform any autopsies themselves, but merely based their analyses on existing data from the 
study reports and source documents that have since been declassified. What is significant 
about their work is that they listed the death dates of all 38 deaths and presented them by 
date (Fig. 4). 

 

Fig. 4 Copy of Figure 1 from Michels et al. 2023 42 

Black bars: recipients of BNT162b2, light gray bars: placebo, shaded bars: unblinded 
placebo participants after vaccination with BNT162b2.  
NB: The information on the phases in the top line within the box is somewhat misleading; the 
authors referred to Pfizer, but without reference. The unblinding of participants took place 
successively from December 14, 2020, mainly from January 2021 and was largely 
completed by the end of January 2021. See also Section 2.4. In fact, there were no clear 
phases. 

                                             
42 Michels CJ, Perrier D, Kunadhasan J, et al. Forensic analysis of the 38 subject deaths in the 6-

Month Interim Report of the Pfizer/BioNTech BNT162b2 mRNA Vaccine Clinical Trial. 
International Journal of Vaccine Theory, Practice, and Research , 2023-10-17. 3(1), 973-1008. 
https://doi.org/10.56098/ijvtpr.v3i1.85 
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Table 1 of the article (not reproduced here) showed that not 2 / 4 (A / P) participants had 
died by the cut-off of the "Final Report", but rather 6 / 5. This in turn means that 4 active 
deaths, but only 1 placebo death were subsequently reported.  

In principle, I would be sympathetic to the late reporting of deaths, especially under the 
enormous time pressure at the time, because a dead person cannot inform the test center of 
this fact, only third parties. Certain delays are therefore conceivable and excusable. It is 
undoubtedly unpleasant that the ratio of 4 to 1 had a strong, if not significant, preponderance 
for active. Certainly, figures of 2 to 4 deaths as in the "Final Report", which formed the basis 
for the decisions on the EUA by the FDA and the conditional approval by the EMA, were more 
helpful than the true figures of 6 to 5 would have been. It is therefore reasonable to suspect 
that Pfizer intentiouusly delayed the processing of one or two deaths.  

When making these comparisons, it should be borne in mind that the data for the "Final 
Report" essentially relates to the late summer and fall of 2020, while the data for the "Blinded 
FU" relates to the winter of 2020/2021, i.e. a period in which more people regularly die. 
However, the seasonal effect is recognizable in large populations, but winter mortality is at 
most around 15% higher than in summer43 .  

Statistical comparisons of the phases before and after November 14, 2020 can neither dispel 
nor confirm the suspicion of manipulation.  

The publication by Michels et al. 2023 also emphasized imbalances in death due to cardiac 
events. I would not agree with this because 1. I would always prefer to use the "all cause 
mortality (ACM)"; 2. the ACM did not show a clear difference here; 3. therefore sub-analyses 
(here causes of death) would only be misleading. 

According to Michels et al. 2023 as well as an analysis by two FDA officials37 from August 
2021, there were ultimately 19 deaths under active, 17 under placebo and 2 more under 
BNT162b2 at the end of the Blinded FU, after these participants had been unblinded from 
placebo and then received the real vaccination with BNT162b2 (page 70). This means a total 
of 38 deaths, while the CSR Blinded FU showed only 29 (15 A / 14 P, CSR Table 14) up to 
"unblinding".  

The two FDA officials also compiled a list (Table 32) of all deaths, including information on the 
time of death relative to the last vaccination. Michels et al. 2023 42 then listed the time of 
death in calendar terms and with a time interval to Dose 1; I have shown the latter in the 
following Fig. 5 below. 

In Fig. 5 you should first look at the blue dots and the regression line (for placebo). 
Theoretically, the deaths in the placebo group should be approximately normally distributed 
over time; a certain accumulation towards around January would be conceivable, because 
there are always slightly more deaths in the northern home sphere. However, such an 
accumulation should be the same in both groups. The blue regression line confirms the 
expectation of an approximately normal distribution and no effect on the death rates, mainly 
due to the fact that the line passes close to the origin (zero).  

In contrast, the red regression line (for BNT162b2) is far removed from this (see text under Fig. 
5), so that forcing the regression through the origin worsens its quality. It is important to bear 
this in mind: 

1. If active, like Placebo, had no effect on death rates, the regression line would have to 
pass through zero. However, the regression lines show the opposite: if you force them 
through zero, the regression actually gets worse. 

2. If active had a protective effect on mortality rates, as expected by the vaccination 
propagandists, the regression line would have to be flatter than for placebo, 

                                             
43 Stein A. USA: Huge excess mortality since the vaccination campaign. May 5, 2022. 

https://tkp.at/2022/05/05/usa-riesige-uebersterblichkeit-seit-der-impfkampagne/   
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especially 12 days after the first dose (for justification of this time point, see Section 
4.3.6). There can be no question of this either.  

3. As shown in the following (Fig. 7, Fig. 8, Fig. 9), one should have seen, at least 
retrospectively, an accumulation of deaths shortly after the first and also after the 
second dose, i.e. somewhere in the period from day 21 to about 40. In fact, however, 
no accumulation is recognizable there, but only significantly later. 

The red ovals in the two illustrations below show the main problem area of the red dots, 
namely too few dots shortly after the first vaccination. In addition, there are only a few red 
dots at all before about Day 80.  

 

Fig. 5 Deaths in trial C4591001 by distance from the first dose 

Only deaths that were classified as before "unblinding". The Y-axis shows the order of deaths 
within the group.  
Source: Michels et al. 2023 42Table 1, own calculations from this. 
If the regression line is forced through the origin (0/0), the regression coefficient (R2 -) value 
for placebo drops only marginally to 0.9505, whereas for BNT162b2 it drops more 
significantly to only 0.8762. 

As described in Section 2.4 all participants were unblinded from December 14, 2020, which 
led to a steadily increasing imbalance of observations between active and placebo from 
January 2021. For this reason, I also used the Fig. 6 which is based on the same data as the 
Fig. 5 but omitting deaths from January 1, 2021; until then, a sufficient balance between 
active and placebo could still be assumed. The regression coefficient (R²) for the placebo 
group improves in Fig. 6 compared to the Fig. 5 marginally, while the R² for the active group 
is worse.  

If the regression is forced through the origin again, R² becomes even less favorable for the 
active group, while the change for placebo is marginal. This indicates that something is wrong 
with the point cloud, i.e. there were obviously too few cases in the active group. 
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Fig. 6 Deaths in 2020 in trial C4591001 by distance to first dose 

Only deaths that were classified as before "unblinding" and occurred before 1.1.2021. The 
Y-axis shows the order of deaths within the group. 
Source: Michels et al. 2023 42Table 1, own calculations based on this.  
If the regression line is forced through the origin (0/0), the R2 value for placebo  
drops only marginally to 0.9642, while the R2 value for BNT162b2 drops significantly to just 
0.867. 

The figures can now be interpreted as strong evidence that values are missing at the 
beginning, i.e. close to 0 or to the left, and not in the placebo group but in the active group.  

The evaluation of the FDA makes clear that only 1 case (the one in Section 2.6.4 described in 
Section 2.6.4, 1-3 days after dose 1) but 3 such cases (7 and 15 days after dose 1, 15 days 
after dose 2) occurred in the placebo group. If these data are to be believed, the active 
vaccination would be fantastically safe, especially shortly after vaccination. 

However, this does not fit at all with the observations from pharmacovigilance. As early as the 
summer of 2021, the FDA and CDC could have known that the vast majority of deaths occured 
shortly after the first or second vaccination (Fig. 7, Fig. 8). Certainly, when interpreting 
pharmacovigilance data (such as US VAERS) the psychological aspect should be taken into 
account that suspected cases are reported far more frequently if there is a close temporal 
connection to a vaccination. Nevertheless, the blue comparison curve (at the bottom, any 
vaccination between 2010 and 2019) shows that there was already an exceptional situation 
with COVID-19 modRNA vaccinations. These COVID-19 vaccinations were acutely highly 
dangerous.  
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Fig. 7 Deaths (suspected cases after vaccinations, 18-64 years 

Own query from US VAERS, December 17, 2021. 

The problem with these vaccinations is similarly evident in older people.  
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Fig. 8 Deaths (suspected cases after vaccinations, >65 years 

Own query from US VAERS, December 17, 2021. Note that the Y-axis had to be modified 
compared to Fig. 7. 

Recently, this disastrous result, i.e. the acute danger of these vaccinations, was also confirmed 
using international population data.44 The author used death, COVID-19 and COVID-19 
vaccination data from 29 countries in the northern hemisphere with a total population of 
around 1.2 trillion people and carried out various regression analyses. A recently administered 
vaccination had by far the strongest effect (Fig. 9). The author stated that this effect exceeded 
that of COVID-19 by 3.4 times, while the average number of vaccinations "only" exceeded the 
effect of COVID-19 by 1.7 times.  

                                             
44  Sakura, K. (2024, April 8). Big Data Analysis Suggests COVID Vaccination Increases Excess 

Mortality Of Highly Vaccinated North Temperate Zone and North Frigid Zone Countries. 
https://doi.org/10.31219/osf.io/zv6j8 Preprint. 
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Fig. 9 Copy of Table 4 from Sakura 2024 44 

VA-PVP: Vaccination Amount of Post-Vaccination Period. 0 = no effect. 1 = effect  
Note the tiny confidence intervals resulting from the huge numbers. Not a single one of the 
confidence intervals even comes close to overlapping another, indicating clear statistical 
significance. 

It should also be borne in mind that in many countries in 2020, COVID-19 was by no means the 
problem, but rather euthanasia with midazolam + morphine45 and nonsensical ventilation 
protocols.46 

The data also indicate an imbalance in another aspect. In the short period (20 days) between 
the EUA (December 11, 2020) and the end of the year, 6 deaths were registered in the active 
group, but 3 in the placebo group. With the 6 cases in the active group in particular, it can be 
assumed that some were shifted on the timeline, especially since 6 deaths also occurred in the 
period up to November 14, 2020 (cut-off for "Final Report"), but within about 69 days.  

The acute danger of modRNA vaccinations can also be easily explained mechanistically and 
pharmacologically: Around 10 trillion modRNA strands are given intramuscularly. The modRNA 
then has the task of forming more or less specific proteins for as long as possible (which is 
achieved by the methyl-1-pseudouridine). The dose cannot be precisely determined either in 
the factory or by the physician. Both factors together can easily explain deviations by a factor 
of 10. In addition, there are two biological factors: some people will break down this dose 
more easily than others. In addition, tiny reading or sequence errors can easily lead to 
misfolding of the proteins in these product types, which can have fatal consequences.  

Phenotypically, it is also obvious that some deaths should have occurred in the active group. 
This is because both the evaluations of the (directly surveyed) side effects (Chapter 5.4.6 and 
5.4.7) as well as the AE evaluations (Chapter 7.2) show that active participants were clearly 
affected more often than placebo participants. This was particularly the case in the first few 
days after vaccination.  

Almost needless to say, the FDA did not perform or present an analysis as in Fig. 5, at least 
publicly. The aforementioned Table 32 and the text from the "Clinical Review Memo"37 had 
only the purpose of a review of the individual case reports, but explicitly assumed that the 
data were correct and that nothing had been suppressed.  

But precisely this is highly doubtful. So dubious, in fact, that the extremely low number of 
death reports at the beginning of trial C4591001 in the active group should be regarded as 
manipulated. 

                                             
45 Wilson S. Excess Deaths in the United Kingdom: Midazolam and Euthanasia in the COVID-19 

Pandemic. 2024-02-15. https://www.medclinrese.org/peer-review/excess-deaths-in-the-united-
kingdom-midazolam-and-euthanasia-in-the-covid19-pandemic-550.html    

46  https://x.com/HajoKremer/status/1784330975951872184  
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This raises the question of how such manipulations were possible. This is precisely why I went 
into more detail in Section 2.5.4. People who are randomized but not exposed are "left out" 
of all analyses. The fact that those 109 cases were roughly equally distributed between the 
two groups should not detract from this problem. After all, if these cases were actually used 
for such manipulations, then this should not be immediately apparent due to an obvious 
imbalance between active and placebo. It would then have been obvious to create a few such 
placebo cases to compensate for this.  

Of course, massive manipulations were necessary, perhaps only in a manageable number of 
cases; presumably the suppression of 10 deaths under active would have been sufficient. With 
this assumption, instead of 2 in 4 deaths, 12 in 4 would have been counted; 12 in 4 would 
have pushed the p-value below 0.05 (exactly: 0.0489). Each additional suppressed death 
would of course have made things worse. 

If GCP (Section 2.6) or true blinding (Chapter 2.3) were adhered to, manipulations would have 
been much more difficult. 

Conclusion: It seems completely implausible that only one case should have occurred 
within the first few days after vaccination with BNT162b2 in trial C4591001. Moreover, 
this case was documented in a highly implausible manner. Overall, exceptionally few 
deaths were reported until the "Final Report". All subsequent observations showed that 
the risk of death is clearly increased in the first 3 days after the first or second vaccination. 
Since nothing of this was seen in trial C4591001, it must be assumed that massive 
manipulation, i.e. embezzlement, occurred regarding deaths. Furthermore, it is obvious 
that some deaths were only reported with a delay. Finally, it is to be feared that the cause 
"COVID-19" was unfairly overemphasized in the case of placebo deaths. 

2.7.3 Miscellaneous 

It is worth recalling the statistically clear imbalance between the refusal of the second dose 
and the criterion "Withdrawal by subject" (see 34). This indicates a cover-up of AEs, which in 
turn can only be explained by manipulation, whether encouraged or tolerated. 

A renowned group of critics even said in their Substack article47 in 2023: 

How any mathematical proofs of fraud in this trial do we nee, for independent inquiries tos 
finally start ...? 

You explicitly listed: Exclusions and PCR, problematic test centers, and a series of statistical 
"Loch Ness Monsters". 

2.8 Most recent uncoveries 
During the editing of the English version of this report, a very extensive and detailed analysis 
was brought to my attention.48 

This analysis confirms many of the findings and evidence of manipulations already discussed 
above, but goes into much more detail, so much so that I cannot go into it again in the short 
time available. A huge swamp is opening up. 

                                             
47 OPENVAET and Josh Guetzkow. Pfizer/BioNTech C4591001 Trial - How many mathematical 

proofs of fraud in this trial do we need, for independent inquiries to finally start ...? March 9, 
2023. https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-how  

48  OPENVAET, Kahn Syed AH. Guetzkow J, et al. Pfizer/BioNTech C4591001 Trial - Audit Report - 
v1 (2024-05-31). 31. Mai 2024. https://openvaet.substack.com/p/pfizerbiontech-c4591001-
trial-audit?triedRedirect=true  
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3. Excursus: Change of process 
The vaccines for the two clinical trials BNT162-01 and C4591001 were produced using the 
"Process 1" method - cell-free in-vitro transcription, high integrity of the mRNA, high purity, tiny 
production volume. 49 

Pfizer-BioNTech has fundamentally changed the manufacturing process in the course of 
commercial scaling to "Process 2" - huge bioreactors (i.e. vats) with at least 37L and up to 
~200L of genetically modified Escherichia coli bacteria, to which a plasmid containing the 
mRNA sequence of BNT162b2 is added by heat shock. Under nutrient supply and controlled 
temperature conditions, the bacterial cultures multiply exponentially and with them the 
plasmids they contain. The modRNA contained in the bacteria should then be extracted by 
lysis, processed and transported to other locations for LNP formulation.49 This means that in the 
commercially used Process-2 batches there was and is a significantly higher risk of 
contamination, particularly by plasmids and DNA. This has now been proven in numerous 
studies. 

Batches of "Process 2" were first mentioned in Amendment No. 7 (October 6, 2020) and then 
Amendment No. 8 (October 15, 2020) of the CTP. Accordingly, 250 participants aged 18-55 
years were to be randomized to receive one or more batches of "Process 2". It was only 
planned to compare safety and immunogenicity with a randomly selected set of participants 
who had received regular "Process 1" product.  

In the meantime, Pfizer-Biontech negotiated with the authorities about the admissibility and 
quality of the "Process 2" batches.  

In fact, in trial C4591001 participants were vaccinated with vaccine from process 2. However, 
Pfizer refused to prepare a CSR, which they would have been or are obliged to do. Serious 
deficiency! 

In this context, it must be emphasized that for biologics, which include vaccines in general and 
modRNA products in particular, the process is considered the product. This means that a change 
in the manufacturing process requires an almost completely new approval and, in particular, 
large RCTs would have to be carried out. In this case, probably with at least 20,000 
participants to be randomized. A trial that would even come close to proving the equivalence 
of the products according to process 1 (studies C4591001) and process 2 (vaccination 
campaign) was not submitted.  

This allowed switch to process 2 is a serious deficiency in the approval 

It is now conceivable, if not obvious, that the change from process 1 to process 2 was 
accompanied by a new efficacy profile and, above all, a new safety and tolerability profile. 
This is briefly discussed below. 

3.1 Menstrual disorders 
I myself wrote an in-depth analysis of this in August 2022.50 The background to this was that in 
the two CSRs for trial C4591001 there was only one case each of menstruation disorders on 
active and placebo, but in pharmacovigilance both in the USA and in Europe such side effects 
were highly impressive, more than all other side effects. There was even a targeted follow-up 
survey51 , according to which around 25% of participants reported having menstrual problems 
                                             
49  https://modarnlife.substack.com/p/betrug-unter-aufsicht  
50 Kremer HJ. Menstrual cramps: Manipulations in the Pfizer-Biontech placebo-controlled trial. 

August 25, 2022. https://tkp.at/2022/08/25/menstruationsbeschwerden-manipulationen-in-
der-placebo-kontrollierten-studie-von-pfizer-biontech/   

51 Lee KMN, Junkins EJ, Luo C, Fatima UA, Cox ML, Clancy KBH. Investigating trends in those who 
experience menstrual bleeding changes after SARS-CoV-2 vaccination. Sci Adv. 2022 Jul 
15;8(28):eabm7201. doi: 10.1126/sciadv.abm7201. Epub 2022 Jul 15. 
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after vaccination with one of the modRNA products, i.e. either heavy or irregular periods. The 
discrepancy is such that it could no longer be explained by chance. At the time, I myself had 
primarily feared manipulation of the AE documentation, but then pointed out the possibility of 
other batches, albeit without knowing at the time that process 2 had already been used since 
the start of the vaccination campaign; I could not have imagined so much audacity on the part 
of the manufacturers and negligence on the part of the authorities at the time. 

With today's knowledge, the problem of menstrual problems could well be explained by the 
switch to process 2, i.e. its unknown side effect profile, and argue that it may have been too 
costly to cover up frequent but non-serious events. Unless the menstruation disorders could be 
an indication of a "built-in" side effect, namely the decline in births (see Section 7.4.3). As 
early as November 2020, some experts pointed out that the sequence in tozinameran was 
very similar to that of syncithin-2, a human placental hormone.52 In that TKP article, we worked 
out that impaired or impeded implantation of the embryos in the uterus/placenta is likely to be 
the main explanation for the decline in female fertility after COVID-19 vaccinations. 

There is an obvious deficiency in the approval process here: Not only did the authorities 
approve "Process 2" without or practically without clinical data, although a new approval 
would have been required, but also because there were very strong indications of different 
modes of action with menstruation disorder. 

Note  March 7, 2024, the EU PRAC committee met on the topic of postmenopausal bleeding. 
It is said to have concluded that there was no evidence of an increased rate of 
postmenopausal bleeding. I have not yet received the minutes on this; lastly checked 
on May 20, 2024. It should be noted that postmenopausal bleeding only affects 
women of a small age range, so the number of cases may have been insufficient for a 
solid assessment. 

3.2 DNA impurities and cancer 
According to recently published studies, the amount of DNA in actually vaccinated batches is 
200-500 times higher than the limit of 10 ng per dose recommended by the WHO.53 The DNA 
impurities are viewed highly critically, as they could alter human genetic information. Many are 
concerned about the apparent increase in cases of cancer or fulminant cancer exacerbations 
since the COVID-19 vaccination campaign (Section 7.3.5 and 7.4.2) that might have been 
attributable to the contamination with DNA. 

More details will soon be available in Jürgen O. Kirchner's book "Geprüft & Bestätigt. DNA 
impurities in the mRNA vaccine Comirnaty from BioNTech", Edition Autonom. 

3.3 Deaths 
In principle, the same argument could be made for deaths or cases of myo- and pericarditis. 
Such events were almost non-existent in the RCT; moreover, they were in no way conspicuously 
distributed between the groups, in stark contrast to the observations from pharmacovigilance.  

However, I believe that the arguments discussed above, in particular the obvious cover-ups of 
SAEs and the time gap in the death reports, indicate that the trial data were essentially 
manipulated and that this problem was at best partially exacerbated by the switch to process 
2.  

                                             
52  Kremer HJ, Lorr'e U. Corona vaccinations reduce success rates in artificial insemination. 

November 30, 2022. https://tkp.at/2022/11/30/corona-impfungen-vermindern-erfolgsraten-
bei-kuenstlichen-befruchtungen/  

53 König B, Kirchner JO. Methodological Considerations Regarding the Quantification of DNA 
Impurities in the COVID-19 mRNA Vaccine Comirnaty®. Methods Protoc. 2024, 7(3), 41; 
https://doi.org/10.3390/mps7030041 
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Ultimately, the question of the cause of these discrepancies (data manipulation compared 
to a completely new, clinically untested manufacturing process) appears to be of 
secondary importance. The decisive factor is that the approval of "Process 2" was also not 
compliant with the regulations and should therefore be rejected. The claim that this product 
has been confirmed as safe in use is scientifically untenable, as there is no solid data on 
this. However, the pharmacovigilance data show that massive problems occurred in 
widespread use. 
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4. Efficacy 

4.1 Conclusions on this section 
First of all, it must be emphasized that efficacy cannot necessarily be equated with benefit. In 
the present case, efficacy must not be equated with benefit under any circumstances. Not 
even approximately. 

In this trial, the efficacy of the vaccination was essentially determined by a positive RT-PCR 
test. On the one hand, this test is not capable of detecting an infection and, on the other hand, 
the result is of no clinical relevance. The symptoms preceding the test can in no way reliably 
support the diagnosis of respiratory tract infection, as this list of symptoms was far too 
unspecific and without a hierarchy (i.e. decision tree), i.e. no syndrome was defined. In this 
respect, the efficacy variable, as defined, was highly questionable and certainly not 
patient-relevant.  

Relevance was artificially created for the individual solely through 2G and 3G rules and the 
vaccination certificate, and only for COVID-19. This put the vaccinated in a slightly better 
position than the unvaccinated at times, and the reason given for this was that they wanted to 
"give privileges back" to the vaccinated; however, the alleged "privileges" were simply basic 
human rights! As if unvaccinated people were criminals who could simply be locked up! 

There is actually no evidence that vaccinated people ever fall ill less often. At the latest with 
the data from the booster trial, there was even a strong suspicion that vaccinated people fell 
ill with COVID-19 more frequently. Corresponding observational studies from 2023 confirmed 
this suspicion. An increased susceptibility to infection in the medium or long term was also 
predicted by independent immunologists. The claim that COVID-19 injections would have a 
protective effect was always just an illusion.  

A real patient (or vaccination) relevance would only have been given if the efficacy had been 
defined independently of the RT-PCR test, based on all symptomatic cases. Corresponding 
data, although collected, were then even suppressed in the evaluation!  

In general, the biggest shortcoming of this trial was that cases with symptoms but "only" 
a negative RT-PCR test were not analyzed at all. All symptomatic cases should have been 
analyzed primarily, and only secondarily or exploratively those with positive outcome in the 
RT-PCR test. This way, however, an irrelevant variable (positive RT-PCR test) was unilaterally 
emphasized and the relevant data suppressed.  

The complete lack of CT values in the CSRs on the alleged "COVID-19" cases is to be 
considered a serious deficiency, which, together with the lack of or insufficient blinding, gives 
rise to fears of the strongest bias or inadequate data integrity, especially in the really 
important cases. There are indications from the leaked data that the CT values were 
documented but not evaluated.  

It is possible, if not probable, that this vaccination interacts with the RT-PCR test and causes it to 
go blind (see Section 6). On the one hand, the efficacy variable was artificial and not patient-
relevant; on the other hand, it was presumably selected in such a way that it could hardly be 
other than negative in vaccinated persons, even if disease was clearly present. 

Nevertheless, if we accept the definition presented by the manufacturers and their evaluation 
of the primary endpoint, then the realistically estimated vaccine efficacy (VE) is around 82% 
(in December 2020) to 87% (in the Blinded FU). These are relative values! This was 
accompanied by an absolute risk reduction of only around 1% to 4%.  

The propagated figure of around 95% VE was based on an evaluation population that should 
at best be considered as a distant second in such questions of superiority. This value may be 
seen as the potential of the product, which could be achieved under optimal conditions, but of 
course not in reality. No other pharmaceutical product has been approved in the last 4 
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decades or so on the basis of such an evaluation population from a placebo-controlled trial. 
So why here? 

Certain data published by the FDA at least allow an estimation of the effect of the vaccination 
on symptomatic cases. Even in the most favorable case for active, there would be a significant 
effect, but it would be so weak that no approval should have been granted on this basis.  

The incidence of "severe COVID-19" was also in the statistically significant range in the 
meaningful population (ITT set), even more so in the "Blinded FU". However, bias is to be 
feared here, which was caused by Pfizer, i.e. manipulation.  

The time courses prove that the usual narrative on the vaccination effect (modRNA encodes 
spike proteins of SARS-CoV-2, the modRNA forces their formation, the organism reacts with 
neutralizing antibodies, which offer protection against disease) cannot be correct.  

The figures, but above all the circumstances, i.e. the sabotage of further conducting this trial as 
planned, as well as the very early development and then propagation of the boosters, also 
indicate that the efficacy of the vaccine cannot be sustainable. 

4.2 Definition and other rules 

4.2.1 Definition of 

The protocol of trial C4591001, Section 8.13 defined how COVID-19 should be detected in 
the first place. 

Accordingly, the vaccinees should visit their test center within 3 days, at the latest by the 4th 
day after the onset of certain symptoms, which will then carry out an RT-PCR test (called NAAT) 
specially selected for this study.  

The possible symptoms were: 

�x Fever*§ 
�x New or increased cough 
�x New or increased shortness of breath 
�x Chills*$ 
�x New or increased muscle pain* 
�x New loss of taste/smell 
�x Sore throat 
�x Diarrhea** 
�x Vomiting** 

 * These symptoms were also recorded as a side effect of the vaccination. However, 
the rule was that such events within 7 days of vaccination should not necessarily 
trigger a "COVID-19 illness visit". 

 ** Ditto, however these symptoms were not evaluated in the list of expected side 
effects ("reactogenicity"). 

 $ Fever and chills can hardly be distionguished. As a rule, fever points to a 
temperature measurement, while chills does not. The CTP provided no definition. 

 § In contrast to other rules and analyses, no minimum temperature level was 
defined. See e.g. Section 5.4.6, where the minimum was ���•���������ƒ���&�� (categorised 
�W�K�H�U�H���D�V���Å�P�L�O�G�´) and the exception rule for days 1-7 after a dose (Section 
4.2.10, �Z�K�H�U�H���R�Q�O�\���I�U�R�P�����•���������ƒ���&��. This means that an elevated temperature of 
�H���J�������������ƒ���&���F�R�X�O�G���K�D�E�H���W�U�L�J�J�H�U�H�G���D�V���Å�&�2�9�,�'-19 Il�O�Q�H�V�V���9�L�V�L�W�´�� 

In short: First at least one of these symptoms, then an RT-PCR test; if positive, then COVID-
19.  

But what if the result was negative? 
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What should seem so wonderfully plausible and logical to most people since 2020 for the 
definition of "COVID-19" is by no means the case. After all, it could well have been that a 
comparable test for influenza, pertussis, RSV or streptococcus was positive. It should be noted 
that the RT-PCR tests for SARS-CoV-2 were not properly validated for cross-reactivity. This 
means that a positive RT-PCR test for SARS-CoV-2 could by no means rule out another 
infection.  

As the following Fig. 10 shows, the positive rate in Germany fluctuated between around 7% 
and 13% in the fall of 2020 and into the winter of 2020-21, i.e. at the time the C4591001 
trial was conducted. The positive rate in trial C4591001 can probably also be assumed to be 
in this range, perhaps even slightly higher, as only symptomatic cases were to be tested in the 
trial. Nevertheless, this means that most symptomatic cases were probably also tested negative 
there, and this meant that they were not included in the analyses. 

 

Fig. 10 Rate of positive tests in Germany  

Source: Raimund Hagemann.  

Incidentally, the protocol did not contain any provision for the case that the investigators would 
have preferred influenza or pertussis, for example, based on their experience. This was never 
tested for, at least not as part of this trial or its documentation. On the other hand, since the 
investigators were only supposed to document the suspected COVID-19 symptoms in this area, 
this led to a severe underreporting of such cases as AEs. 

There was also an extended list of symptoms, referred to in the documents as "CDC defined 
COVID-19" (CTP, page 56):  

�x Fatigue 
�x Headache 
�x Nasal congestion or runny nose 
�x Nausea 

For the CDC list, only counts were submitted for the ITT set, but no evaluations of vaccine 
efficacy (VE); however, evaluations of VE for the PP sets are available. The counts yielded 
slightly higher incidences, but no fundamentally different results. Therefore, the CDC symptom 
list is not considered further in the following. 
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The CTP defined in Section 8.3.7: 

Potential COVID-19 illnesses and their sequelae that are consistent with the clinical endpoint 
definition should not be recorded as AEs. 

This rule is in no way objectionable, as it only concerned the symptoms mentioned above. 
However, this rule is of great importance for the AE evaluations, as it should be assumed that 
the numerous reports of fever, for example, do not originate from a suspected case of COVID-
19. The rule was also logical, as it meant that duplicate entries could be avoided. However, 
the fact that this data was not evaluated at all, or even shown, was not at all in the 
interests of a meaningful evaluation of the data. 

4.2.2 The problem of cases with a negative SARS-CoV-2 test 

Some people may be of the opinion that in a pandemic, if there was one, there would be 
nothing else than this disease. However, the facts, especially from this trial, clearly speak 
against this. The FDA briefing document54 , written by Pfizer, contains this statement: 

Among 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. 
Suspected COVID-19 cases that occurred within 7 days after any vaccination were 409 
in the vaccine group vs. 287 in the placebo group. 

These figures can only be found in this FDA Briefing Document, even there only in prose on 
page 42 and without any reference. Not a single one of the first 3 figures, not even reduced 
to the last 3 digits (i.e. without taking into account possible thousands separation), could be 
found in the Final Report. Nor does this CSR show a table on participation in visits, especially 
the "COVID-19 Illness Visit"; with this information, it would have been possible to estimate how 
often COVID-19 was suspected. This means that the above information is not comprehensible 
and therefore presumably not reliable. At best, these figures may indicate that the number of 
"suspected but unconfirmed COVID-19 cases", i.e. suspected cases with a negative RT-PCR test, 
was significantly higher than the number of cases with a positive test.  

The lack of any data or evaluations on such cases is all the more serious because the protocol 
under "Phase 2/3 ... Objectives, exploraty" (e.g. CTP page 13) (underlined by the author): 

To describe the serological responses to the BNT vaccine candidate in cases of: 

-19 

-19 

-CoV-2 infection without confirmed COVID-19 

Strangely, the statement was directed solely at active, but not at placebo. Nevertheless, the 
lack of any evaluation of this must be seen as a shortcoming.  

The complete lack of evaluations of "suspected by unconfirmed COVID-19" must be rated 
as the most serious deficiency.  

4.2.3 The CT values 

Although the meaning of the CT value is probably common knowledge nowadays, here is a 
brief summary: CT stands for "cycle threshold" and describes how many doubling cycles were 
necessary to enable detection, i.e. to achieve a positive test result. The CT value is therefore a 
measure of the required signal amplification. A CT value below 20 can be equated with low 
amplification, i.e. high viral load; it would be more correct to say that the particles searched 
for had a relatively high initial concentration. A CT value of 20 to 27, perhaps even up to 30, 
is to be regarded as a medium to low viral load. A CT value above 30 is hardly meaningful, 

                                             
54 FDA Briefing Document Pfizer-BioNTech COVID-19 Vaccine, December 10, 2020, available from 

fda.gov. 
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and above 40 is so error-prone that such values should even be discarded as nonsensical. 
Nevertheless, values in the range of CT 40 were apparently still accepted as positive in the UK 
in March-April 2020. It appears that CT values above 40 occurred in this trial, as this was 
permitted by the 3 approved tests. 

Be that as it may, the RT-PCR test (usually called the NAAT test in this trial) does not simply 
give a positive or negative result, but a CT value. And a CT value of 35 should be interpreted 
differently than a CT value of 17; both occur. 

The protocol and implementation of trial C4591001 suffer from two problems in this respect: 

1. The CT value to be achieved for a positive finding was not defined. 

2. The CT value was not evaluated. 

In any case, there is no actual CT value anywhere in the CSRs for trial C4591001. 

This is of eminent importance: 

�x What were the CT values, e.g. for the deaths in the placebo group, which were often 
classified as "COVID-19"? Were they perhaps in that irrelevant range? 

�x How high were the CT values in the cases of "severe COVID-19"? Were they perhaps in 
that irrelevant range? 

�x Were there perhaps indications that double standards were applied in the active and 
placebo groups? This would certainly have been detected by a global evaluation of the CT 
values per treatment group. Without such an evaluation, this was not detectable. 

In particular, deaths in connection with "COVID-19" (under placebo, in Blinded FU) as well as in 
the cases of "severe COVID-19", all of which were assessed by unblinded Pfizer employees 
(see Section 4.3.3), such data would have been desirable. It may even be that the CT values 
were available to that team. But then this should also have been shown in the CSR. 

The complete lack of CT values in the CSRs is to be considered a serious deficiency which, 
together with the lack of or insufficient blinding, gives rise to fears of the strongest bias or 
inadequate data integrity, especially in the important cases.  

4.2.4 GCP aspects of efficacy 

It is unthinkable in a clinical trial that participants initiate a special "COVID-19 Illness Visit" 
(sometimes also called a "Symptoms Visit"), but then the corresponding symptoms (each marked 
yes/no) are not documented further simply because a final test was negative. According to all 
documentation rules, such visits should be documented precisely. After all, the information on 
"suspected but unconfirmed COVID-19 cases" was so important to someone that figures on this 
appeared in the FDA briefing document. As I said, it is a serious shortcoming that no such 
information was provided in the CSR.  

Now you have to look at such cases from the perspective of the investigators and monitors. A 
vaccinee now has symptoms, these trigger the "COVID-19 Illness Visit", which is why the 
vaccinee comes to the test center specifically for this purpose. These symptoms must therefore 
be documented. We know that this actually and systematically happened; however, we only 
know this exactly for the cases with a positive test result, see e.g. CSR Table 24 (table in 
original with page break): 
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However, there is now no alternative, e.g. a count with "fever" but a negative RT-PCR test.  

According to the general documentation rules, these cases should also have been evaluated in 
any case, i.e. if not under "COVID-19 occurrence", then at least as "adverse events (AE)" or 
another panel; due to the already on page 65 quoted rule, however, the documentation for 
the "COVID-19 illness visit" was perfectly fine, as the symptoms were documented.  

There was also a similar rule elsewhere in the CTP (CTP Section 8.13.1): 

Record AEs, as appropriate as described in Section 8.3. Note: Potential COVID-19 illnesses 
that are consistent with the clinical endpoint definition should not be recorded as AEs. These 
data will be captured as efficacy assessment data only on the relevant pages of the CRF, as 
these are expected endpoints.  

There was also this rule in CTP Section 8.3.7: 

Potential COVID-19 illness events and their sequelae will be reviewed by a group of internal 
blinded case reviewers. Any SAE that is determined by the internal case reviewers NOT to 
meet endpoint criteria is reported back to the investigator site of incidence. 

However, the latter only applied to "serious" cases. The sponsor-internal review is particularly 
noteworthy here. The rule of only reporting back, i.e. questioning, those events that did not 
meet the COVID-19 definition seems questionable. I would have rather expected this the other 
way around, i.e. that all serious events that possibly met the clinical endpoint were questioned.  

In summary, this means that in any case, the symptoms that triggered a "COVID-19 Illness Visit" 
should have been documented. Then there were days or cases in which the subsequent RT-PCR 
test was positive. Such a case (participant) as well as the corresponding symptoms then had to 
be assessed as "COVID-19". 

And then there were days or cases in which the subsequent RT-PCR test was negative. The CTP 
did not define a procedure in such cases. 
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It would have been essential if the report. 

�x All cases with "COVID-19 Illness Visit" per treatment group and counted with "negative" 
and "positive", and  

�x All corresponding symptoms per treatment group and with "negative" and "positive" would 
have been counted. 

Neither one nor the other was submitted. This must be considered a serious deficiency.  

For further and extremely important considerations, see also Section 6. 

4.2.5 Requirements of the relevant EU guideline 

For the EU, the clinical development plan should have followed the EMEA guideline "Guideline 
on Clinical Evaluation of New Vaccines"55 . This states on page 12 (underlining by the author): 

Clinical endpoints 

In all the possible scenarios that may arise, the applicant must provide a clear and adequate 
justification for the primary and secondary endpoints. 

However, there is not even an unclear or inadequate justification in the protocol, no, simply no 
justification at all for the clinical endpoint as described in Section 4.2.1 defined. Serious 
deficiency. 

The guideline also states (underlining by the author): 

In most instances, the evaluation of protective efficacy will focus on the ability of the vaccine 
to prevent clinically apparent infections. If an organism is able to cause a range of infections 
(e.g. from life-threatening invasive infections to otitis media), the primary endpoint in any 
one study should be carefully selected in accordance with the proposed indication(s). 

Alternative primary endpoints may include: 

��
zoster). 

��
situation might apply when the primary infection is not necessarily clinically manifest but it is 
known that persistence of the organism can occur and can cause an infectionrelated disease 
later in life (e.g. candidate vaccines against hepatitis C infection). 

�� ease. For example, in 
the evaluation of the efficacy of vaccines against specific types of human papilloma virus the 
focus has been on demonstrating the prevention of certain histological changes in the cervix 
that are recognized to be pre-cursors of malignant neoplasia. 

Comparing these requirements with the definition as described in Section 4.2, no real 
similarities are evident. Perhaps a central reason for the lack of justification? 

The list of symptoms cited above (Section 4.2.1) must be fundamentally criticized. The term 
"SARS-CoV-2" has actually been on everyone's lips since around February 2020. It stands for 
"serious acute respiratory syndrome - covornavirus 2". However, there are only three symptoms 
in the list that represent respiratory symptoms, namely "coughing", "shortness of breath" and, to 
a lesser extent, "sore throat". The second in particular can also be caused by cardiovascular 
diseases, i.e. this requires further clarification, i.e. differential diagnosis. All other symptoms 
are completely unspecific, i.e. they could at best confirm a suspected respiratory infection if 
one of the main symptoms is present at all. A kind of hierarchy should therefore have been 
defined here, e.g. 

                                             
55 "Guideline on Clinical Evaluation of New Vaccines", EMEA/CHMP/VWP/164653/2005, London, 

October 18, 2006 
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New or increased coughing, together with at least 2 of the following symptoms (fever, 
myalgia ...)  

Or 

Shortness of breath accompanied by new or increased cuoghing.  

This is where the fact that COVID-19 has never been clinically defined, i.e. without the ominous 
RT-PCR test, comes back to haunt us �² or them.  

The result is that completely unspecific and actually banal symptoms could lead to an RT-PCR 
test in the same way as a severe respiratory infection. And this means that this clinical 
endpoint lacked clinical relevance.  

Clinical relevance might have only been given in the special definition of "severe COVID-19", 
even if this is by no means certain; see Section 4.3.3. 

4.2.6 Acceptance criteria of the FDA 

The FDA defined strict criteria for the efficacy of the vaccinations. According to Peter Doshi56 , 
one of the editors of the British Medical Journal, these were:  

"The FDA also said it would want a vaccine at least 50% effective (with a confidence 
interval reaching no lower than 30%) against a primary endpoint of preventing SARS-CoV-
2 infection or covid-19 disease of any severity -" 

The mean estimator for the VE should therefore be at least 50% and the lower 95% 
confidence interval at least 30%. The 50% was not a problem in itself, but the requirement for 
the lower confidence limit of at least 30% certainly was, especially for "covid-19 disease of 
any severity"; this was clearly missed for "severe COVID-19". 

But by no means only there, but also in the case of symptomatic disease itself (see Section 
4.3.4). 

4.2.7 Calculation method 

The tables of the CSR, e.g. the following Table 31 (in the next section) with the most important 
estimates, showed that the Pfizer calculation method also took the observation time into 
account, recognizable by the small difference in the "Surveillance Time" column. This was 
minimally lower in the placebo group, which means that there was a slight shift in the point 
estimate towards active. 

For non-randomized studies and long-term follow-up of randomized studies, such an 
adjustment may make sense, precisely to compensate for different times "at risk". For short-
term observations of randomized studies, especially as in fact here, where only cases up to the 
first event ("first COVID-19 occurrence") was counted, such an adjustment makes less sense. In 
addition, the adjusted values can hardly be recalculated. I am writing this despite the fact that 
the FDA had apparently endorsed time adjustment. 

Now, the data presented in Section 2.5.6 and 2.5.7 showed that more participants dropped 
out of the placebo group than in the active group, and that this was due to the significantly 
higher rate of "COVID-19" in the placebo group. This rule therefore resulted in an unjustified, 
double correction, so to speak, by the efficacy variable.  

In the Blinded FU, and incidentally also in the later booster trial C4591031 (Tab. 17), this 
circumstance had a stronger effect. In the "Blinded FU" mainly due to the early unblinding of 
the placebo group.  

However, Pfizer must be given credit for two aspects: 

                                             
56 Doshi P. Covid-19 vaccines: In the rush for regulatory approval, do we need more data? BMJ. 

2021 May 18;373:n1244. doi: 10.1136/bmj.n1244. 
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1. This approach was planned; and this plan must be adhered to for the time being. 

2. The effect of this correction was only 0.0 to 0.2 percentage points in the VE. 

The simple 4-field analyses, i.e. Fisher Exact test (2-tailed) or chi2 test (with Yates correction), 
on the other hand, produce reliable p-values for this purpose. The usual calculation of relative 
risks, and the VE derived from 4 absolute values produce as reliable estimates. 

However, it is to be feared that the distortion due to the supposedly better corrected 
calculation taking into account the mean observation time in the Blinded FU resulted in a 
greater bias for active. This applies even more to the booster trial. 

4.2.8 Problems with this definition 

The efficacy was therefore essentially dependent on the outcome of the RT-PCR test. Certain, 
but mostly unspecific symptoms only triggered such a test; the subsequent result was therefore: 
RT-PCR test positive = COVID-19, RT-PCR test negative = no COVID-19 and not reported. 

There was no clinical assessment of this diagnosis (exception: "Severe COVID-19").  

It was quite possible that someone simply had diarrhea and this participant went to the test 
center as requested and then tested positive. This had nothing to do with "serious acute 
respiratory disease (SARS)". The clinical relevance was then written in the stars. 

Now you have to think about it this way: If a positive RT-PCR test was the decisive criterion, 
what would happen if the vaccination interfered with this test? The whole concept of this 
vaccination stands and falls with this question! More on this in the main Section 6. 

4.2.9 The evaluation population 

Because of the paramount importance of this aspect, I believe it is necessary to emphasize it 
once again: 

According to ICH E9, Chapter 5.2.3, a superiority trial must always be primarily evaluated 
using "all randomized" or at least an "intent to treat (full ananylsis) set". Only in the case of 
non-inferiority trials can the primary analysis be evaluated using a PP set.  

In this respect, the statement in that EMEA guideline55 must be seen in context: 

"Depending on the aim of the study, a per protocol (evaluable) population (e.g. defined as 
subjects completing vaccination with complete serological data and no major protocol 
violations) or an intent to treat population (e.g. a modified ITT population defined as above 
but including those with protocol violations) may be chosen for the primary analysis." 

The context is that traditionally only very few vaccine developments are de novo, but based on 
previous approvals; this can certainly be criticized, but will not be discussed here. This means 
that the authorities generally require manufacturers to carry out a placebo-controlled trial, 
which always investigates a superiority hypothesis. Consequently, non-inferiority studies are 
much more common with vaccines, so an evaluation using a PP set would be useful here. 

There can therefore be no doubt that trial C4591001 should primarily have been analyzed 
using an ITT set, in particular the "Dose 1 all-available efficacy population" (ITT set for 
short). Their point estimates would have been by far the most meaningful. All other 
evaluations must be rejected as highly embellished and unrealistic for practical use. 

However, it is perfectly debatable whether this formalism would have made a difference, as 
the above-mentioned analysis was presented.  

Psychological aspects should be considered here. In the Final Report, the efficacy of the 
various PP sets was presented first and in a total of around 45 tables, while the relevant data 
for the "Dose 1 all-available efficacy population" was always presented after the Final 
Report, but only in around 12 tables. Far more serious is the fact that only the almost irrelevant 
results for the PP set ("95% efficacy (or VE)") were presented or emphasized in public. At least 
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the FDA would have reprimanded the manufacturers for such advertising messages before 
2020. 

Incidentally, the second ITT-related population "Dose 2 all-available efficacy population" must 
also be regarded as strongly "biased", i.e. discarded. This only made certain sense in the 
evaluation of the immunological sub-study. In fact, most of the tables for this population refer 
to the immunological data. 

However, the choice of the wrong evaluation population did have certain consequences. For 
example, all subgroup analyses were only carried out on the basis of the PP set; a somewhat 
bearable shortcoming, as subgroup analyses per se are only exploratory in nature and are 
also at high risk of leading to false conclusions. 

The lack of robustness analyses is at least theoretically more problematic; these are analyses 
that use extremely different classifications. It would be ideal if these did not lead to different 
conclusions. In this trial, at least 3 such analyses could have been considered: A. The ITT set not 
"as randomized" as planned, but "as treated". B. The "all randomized" set, whereby all non-
exposed participants would have been included in the denominator, C. The "all randomized" 
set, whereby all non-randomized active participants would have been counted as "COVID-19". 
Further such analyses would have been conceivable. 

No such analysis was presented in the CSR. It is unclear whether the authorities subsequently 
requested such analyses, as is usually the case.  

Finally, I would like to point out that the denominators (populations) were confusing in all of the 
CSR tables for calculating efficacy, see: They corresponded neither to those of shown in the 
dispostion (Tab. 3) nor the denominators listed here in the header; obviously only cases for 
which a "surveillance time" could be calculated were included (Tab. 9).  

Tab. 9 Actual evaluation population, Final Report 
 BNT162b2 Placebo Sources 
Dose 1 all-available efficacy population (ITT) 21 718 21 731 Tab. 3, CSR 14,258 
Number of subjects in the specified group 21 669 21 686 CSR Table 31 
 Missing from ITT 49 45 Own calculation 
Number of subjects at risk for the endpoint * 21 314 21 258 CSR Table 31 
 Missing from ITT $ 404 473 Own calculation 
Sum: discontinued + withdrawal 318 394 Tab. 6 
* Participants for whom the "Surveillance time" was calculated. Apparently the actual evaluation population 
$ p = 0.019 (chi² test) 

No justification for these discrepancies was provided in the CSR. Serious deficiency. It is 
obvious that the 404 or 473 missing observations could have led to the greatest bias, or even 
reversal of the efficacy estimators.  

Why, for example, do 404 participants in the active group fail the most important analysis, 
namely the ITT set (see Section 4.3.1)? Could it be that 200 RT-PCR-positive cases were simply 
swept under the carpet in this way? Concerns such as these further reinforce the points made in 
Chapter 4.2.7. As already mentioned in Chapter 2.5.4 the surplus of placebo participants 
should not be misled into thinking that these discrepancies are negligible. 

Very roughly, the numbers of participants not included and their relationship between active 
and placebo correspond to those of participants who dropped out (the bottom two rows of 
Tab. 9). However, this is by no means an all-clear, but rather the opposite: the ITT evaluation 
should have taken all cases into account.  

One could again think of the "moving target" problem here, i.e. the ongoing trial at the time. 
But then this problem should have disappeared at least for the most part in the "Blinded FU". 
However, the opposite is the case (Tab. 10). 
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Tab. 10 Actual evaluation population, "Blinded FU �����•������years 
 BNT162b2 Placebo Sources 
Dose 1 all-available efficacy population (ITT) 23 140 23 137 Tab. 5 
Number of subjects in the specified group 23 040 23 037 Fig. 20 
 Missing from ITT 100 100 Own calculation 
Number of subjects at risk for the endpoint * 22 505 22 434 Fig. 20 
 Missing from ITT $ 635 703 Own calculation 
Sum: discontinued + withdrawal 318 394 Tab. 5 
�7�K�H���&�6�5���%�O�L�Q�G�H�G���)�8���G�L�G���Q�R�W���S�U�R�Y�L�G�H���D�Q���H�I�I�L�F�D�F�\���H�Y�D�O�X�D�W�L�R�Q���I�R�U���W�K�H���J�U�R�X�S���•�������\�H�D�U�V�� 
* So participants for whom the "Surveillance time" was calculated. Apparently the actual evaluation 

population 
$ p = 0.0589, not significant (chi² test) 

Since these problems run through all the efficacy analyses of both CSRs (Final Report and 
Blinded FU), the validity of all these analyses and estimates must be questioned. 

4.2.10 7-day rule 

The protocol made the following restriction in CTP Section 8.13: 

"During the 7 days following each vaccination, potential COVID-19 symptoms that overlap 
with specific systemic events (ie, fever, chills, new or increased muscle pain, diarrhea, 
vomiting) should not trigger a potential COVID-19 illness visit unless, in the investigator's 
opinion, the clinical picture is more indicative of a possible COVID-19 illness than vaccine 
reactogenicity." 

See the evaluations in Section 4.3.7.  

4.3 The evaluations 

4.3.1 The estimated values for vaccine efficacy (VE) and RRR  

From the incidence of the diseases described in Section 4.2.1 the relative risk (RR) or relative 
risk reduction (RRR) including a 95% confidence interval was calculated; the vaccine efficacy 
(VE) was determined from this. VE is defined as 1-RRR in percent. 

The most important efficacy table of the Final Report was the following: 
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A VE of 82.0% was calculated here, with a minimum value of 75.6%. This table must be 
criticized because neither the specific risks in the two groups, namely 0.23% in the active 
group and 1.27% in the placebo group, nor the corresponding difference, i.e. the absolute risk 
reduction (ARR), was given; here 1.06%. 

The unclear and all too often differing denominator within the CSR should also be criticized. 
Above, under the group designations, the figures 21,669 and 21,686 were given, but in the 
line with "Surveillance Time" the figures were significantly lower at 21,314 and 21,258. 
According to CSR Table 14.257, however, one would have expected 21,718 and 21,731. On 
the one hand, it must be admitted that such shifts in the denominator make almost no difference 
with such small counters. Nevertheless, a stale aftertaste remains, because for active, for 
example, the difference between 21,718 and 21,314 is 404; could it perhaps be that 404 of 
"COVID-19" were swept under the table? In any case, these discrepancies should have been 
explained. 

Due to the large number of cases, all estimates for VE were undoubtedly significant, and the 
regulatory minimum threshold of 50% was clearly and consistently exceeded.  

The estimated values all point in the direction that the studies for the selected variable were 
extremely "over-powered".  

For the sake of completeness, I also show my own recalculations on robustness (Tab. 11). 
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Tab. 11 Own studies on robustness (selection), Final Report 

  
BNT162b2 Placebo 

 All randomized 21772 21776 
 COVID-19 

 
50 275 

 Asummed no COVID-19 21722 21501 
 

 
Risk 0.23% 1.26% 

 
 

ARR -1.03% 
  

  
95% CI Estimate 95% CI 

 
RR 0.1347 0.18185 0.2455 

 
VE 75.4% 81.8% 86.5% 

 
p-value 

 
0 

 
     
  

BNT162b2 Placebo 
 All randomized 21772 21776 
 COVID-19, with imputation* 104 275 
 Asummed no COVID-19 21668 21501 
 

 
Risk 0.48% 1.26% 

 
 

ARR -0.79% 
  

  
95% CI Estimate 95% CI 

 
RR 0.3022 0.37825 0.4734 

 
VE 52.7% 62.2% 69.8% 

 
p-value 

 
0 

 
     
  

BNT162b2 Placebo 
 Dose 1 all-available efficacy** 21718 21731 
 COVID-19 

 
50 275 

 Asummed no COVID-19 21668 21456 
 

 
Risk 0.23% 1.27% 

 
 

ARR -1.04% 
  

  
95% CI Estimate 95% CI 

 
RR 0.1348 0.18193 0.2456 

 
VE 75.4% 81.8% 86.5% 

 
p-value 

 
0 

 * Not vaccinated in BNT-group = C19 
** The evaluation tables in the report always refer to a smaller population of participants who 

also provided data on the "Surveillance Time" (observation time); accordingly, the estimators 
there were always related to the observation time. See also Tab. 9 

Source: Final Report, Table 14.258 
 

Even the analysis with a particularly critical replacement strategy ("with imputation", i.e. all 
randomized but unexposed participants were counted as "COVID-19") shows a VE of only 
about 62%, but still a highly significant difference.  

Overall, a VE of 82% appears to be a reasonable estimate for the given efficacy variable. 

The VE in the "Blinded FU" is shown in Tab. 16 on page 85 and amounted to 87.4% on 
average.  

Finally, the evaluation preferred by Pfizer, namely the PP set, which showed the notorious VE 
of 95%: 
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It should be noted that 8,729 fewer participants (or around 20%) were included in this 
analysis than originally randomized. The ARR in this analysis even amounted to only -0.88%, 
i.e. even slightly less than in the ITT analysis. However, the proximity to zero in the active group 
should be noted here. 

Table 31 above also shows the main reasons for the discrepancy between ITT and PP 
evaluation: It was essentially due to the restriction to the rule ">7 days after Dose 2", or as it 
turned out later, to the neglect of cases in the first 11 days, because after this time the VE also 
rose to 94.8% in the ITT set.  

4.3.2 The absolute risk reduction, ARR 

Some may argue about whether RRR (or VE) or ARR is more important.  

One argument in favor of the RRR is that it is easily accessible for statistical analysis, namely 
via confidence intervals and the 4-field tests mentioned above. This is not possible with the 
ARR, or at least not as easily.  

One argument against the RRR (or VE) is that it describes the ratio of two ratios, i.e. it can 
hardly be understood intuitively. This is because it means: 18% RRR or 82% VE compared to a 
value whose absolute level is no longer recognizable. As can be seen from these vaccines, the 
VE can reach very high values close to 100%. This is undoubtedly impressive, which of course 
benefits the manufacturers. 

The ARR, on the other hand, is much easier to understand: The risk of suffering "COVID-19" 
decreases by around 1% in the case of Comirnaty. This result is even largely independent of 
the evaluation population.  

The estimated value for the ARR (i.e. in the range of around 1%) can now be compared 
excellently with the incidence of immediate vaccination reactions; depending on how you look 
at it, these were always at least 10%, but mostly 30-70%. So here is a 1% chance, or hope, 
of avoiding COVID-19, compared to the fairly certain chance of roughly 50% of suffering 
vaccination reactions. It is easy to see that this is a bad "deal". 

This approach is regularly so devastating for vaccines that sponsors are reluctant to disclose 
the ARR, even though this would be the easiest exercise.  

Instead of the ARR, it would be at least as useful to state the incidences in the active and 
placebo groups, e.g. as already mentioned above for "Dose 1 all-available efficacy": active 
0.23% and placebo 1.27%. The data were already shown in this exemplary form, for 
example, in the abstract of the excellent Cochrane Systematic Review on influenza vaccines57 . 
Pfizer completely avoided presenting these essential evaluations. Anyone can actually deal 

                                             
57 Demicheli V, Jefferson T, Ferroni E, Rivetti A, Di Pietrantonj C. Vaccines for preventing influenza in 

healthy adults. Cochrane Database Syst Rev. 2018 Feb 1;2(2):CD001269. doi: 
10.1002/14651858.CD001269.pub6. 
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with these figures: My risk of suffering "COVID-19" (as defined here) drops from 1.27% to 
0.23% as a result of the vaccination. In other words, a low risk is reduced a little further. 

4.3.3 "Severe COVID-19" 

As more and more doubts about the efficacy of COVID-19 vaccinations arose in the course of 
2021, it was claimed in Germany, if not worldwide, that the vaccination would at least protect 
against severe courses. In fact, the protocol of trial C4591001 provided for the evaluation of 
severe courses of COVID-19, so that a prospective definition (also Section 8.1 of the CTP, 
page 56-57) could be used for this purpose (numbering added by the author).  

a) Confirmed severe COVID-19: Confirmed COVID-19 and presence of at least 1 of the 
following:  

b) Clinical signs at rest ind�L�F�D�W�L�Y�H���R�I���V�H�Y�H�U�H���V�\�V�W�H�P�L�F���L�O�O�Q�H�V�V�����5�5���•�������E�U�H�D�W�K�V���S�H�U���P�L�Q�X�W�H�����+�5��
�•���������E�H�D�W�V���S�H�U���P�L�Q�X�W�H�����6�S�2�� �”�������� on room air at sea level, or PaO2/FiO2 <300 mm 
Hg);  

c) Respiratory failure (defined as needing high-flow oxygen, noninvasive ventilation, 
mechanical ventilation, or ECMO);  

d) Evidence of shock (SBP <90 mm Hg, DBP <60 mm Hg, or requiring vasopressors);  
e) Significant acute renal, hepatic, or neurologic dysfunction*;  
f) Admission to an ICU;  
g) Death.  

The protocol was supplemented for e): 

"*Three blinded case reviewers (medically qualified Pfizer staff members) will review all 
potential COVID-19 illness events. If a NAAT-confirmed case in Phase 2/3 may be 
considered severe, or not, solely on the basis of this criterion, the blinded data will be 
reviewed by the case reviewers to assess whether the criterion is met; the majority opinion 
will prevail." 

To put it simply: for "severe COVID-19", there first had to be a case of COVID-19 that could 
be classified as severe based on other criteria. A heart attack patient who ended up in 
intensive care and also tested positive on this occasion should not actually have been counted 
as "severe COVID-19", but probably could have been. 

Here, the restriction "Confirmed COVID-19" must also be taken into account: It is conceivable, 
for example, that someone developed severe shortness of breath, but was then negative in the 
RT-PCR test, and still required ventilation, was therefore not counted as "severe COVID-19" 
and presumably fell through all evaluations; unless the case turned out to be "serious". It 
remains completely unclear how many such cases occurred.  

The phrase ", or not, solely on the basis ..." is puzzling. My understanding is that all RT-PCR-
positive cases that were classified as "severe" by the investigator PLUS all AEs that fell into 
category e) were reviewed by the three blinded reviewers and possibly assessed as a case of 
"severe COVID-19", even if there was no positive RT-PCR test. Fortunately, the data show that 
only 1 case in the placebo group was counted in category e) in the Final Report (Tab. 20), in 
the Blinded FU only 2 cases (Tab. 21). 

In category a), both "severe / nonserious" and "severe / serious" cases are conceivable. Cases 
that were only categorized with a) are likely to belong to the "severe / nonserious" category. 

Criteria b), c), e) and f) definitely fulfilled the ICH E2A criteria for "serious", criterion d) 
probably, criterion a) only maybe.  

Unfortunately, it was not recorded anywhere whether a case of "severe COVID-19" was also 
classified as "serious". The following rule was included in the protocol (CTP, section 8.3.7): 

"NOTE: However, if either of the following conditions applies, then the event must be 
recorded and reported as an SAE (instead of a disease-related event):  
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The event is, in the investigator's opinion, of greater intensity, frequency, or duration than 
expected for the individual participant.  

OR  

The investigator considers that there is a reasonable possibility that the event was related to 
study intervention." 

At this point, the investigators initially had the almost free choice to assess the event as an SAE. 
However, the protocol also provided for the following correction loop: 

"Any SAE that is determined by the internal case reviewers NOT to meet endpoint criteria is 
reported back to the investigator site of incidence. The investigator must report the SAE to 
Pfizer Safety within 24 hours of being made aware that the SAE did not meet endpoint 
criteria." 

However, I went through the SAE cases in question. I could not identify any obvious case of 
double registration. So there is still some uncertainty as to whether cases of "severe COVID-
19" were entered as SAEs. If so, then the cases on placebo should have been affected.  

Criterion f) did not appear at all in the evaluation tables (above all Table 14.67 of the CSR 
Blinded FU) for "severe COVID-19". There is a discrepancy here with the information in the 
FDA review on the Blinded FU37 can be seen here: 

"Seven deaths were due to COVID-19 (1 BNT162b2 recipient and 6 placebo recipients). 
Each case had a positive COVID test (PCR or NAAT), but not all tests (including the positive 
RT-PCR in the case of fatal COVID-19 pneumonia reported 109 days after Dose 2 of 
BNT162b2) were within the specifications of the study protocol for tests with acceptable 
sensitivity and specificity and were therefore not included in protocol-specified efficacy 
analyses of severe COVID-19 cases." 

The wording "but not all tests" means that at least 1 case should have been shown in Table 
14.67. We can only speculate at this point: Either there was another rule that excluded the 
reporting of deaths under "severe COVID-19" after all, or the assignment of deaths to COVID-
19 was made much later, which also means: Quite arbitrary. 

The following regulation is highly questionable (CSR, Section 9.5.2.4): 

"In Phase 2/3, the unblinded team supporting the DMC, including an unblinded medical 
monitor, reviewed cases of severe COVID-19 as they were received and reviewed AEs at 
least weekly for additional potential cases of severe COVID-19." 

Especially with this important variable, bias due to unblinding is to be feared immediately! 
That team working more or less directly for Pfizer is supposed to have reviewed these cases 
completely impartially? And never shifted cases in one direction or the other? 

The data for the relevant ITT set is shown below (Table 40 of the CSR). Incidentally, the data 
for the (irrelevant) PP set was significantly worse. 
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NB: Again, there are highly confusing data on the evaluation population, see page 73. 

Be that as it may, a significant difference was detected in this evaluation (p = 0.0116, Fisher's 
Exact Test, 2-tailed, based on the lowest denominator in each case, own calculation). The 
corresponding risks were only 0.005% and 0.042%, respectively, resulting in an ARR of 
0.04%. The corresponding 95% confidence interval was 12.8% to 98.6%, i.e. the FDA 
acceptance criterion (at least 30% (see Section 4.2.6) was not achieved here. 

However, if 1 or 9 cases were "severe", all other "COVID-19" cases must have been mild to 
moderate, i.e. 49 (active) or 266 (placebo). In other words, the vast majority of cases. It must 
therefore be emphasized here that the vast majority of the COVID-19 cases officially 
prevented by the vaccination in this trial were mild or moderate. 

I do not want to hide the fact that the situation in the "CSR Blinded FU" clearly improved in 
favor of vaccination: 
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NB: Once again, there are clear discrepancies with the populations actually reported. In the 
Tab. 2 (page 33) and almost all other evaluation tables for "Blinded FU" only the age groups 
16 years and older were shown. However, this restriction is missing in Table 26 shown above; 
accordingly, the denominators in Table 26 are higher (23 040 and 23 037) than in Tab. 2 (22 
085 and 22 080), so that it can be assumed that all age groups were shown in Table 26. But 
why was �W�K�H���U�H�V�W�U�L�F�W�L�R�Q�����•�������\�H�D�U�V����only deviated from at this point? In addition, the absence 
of 535 participants (active) or 602 (placebo) in the line with time data ("at risk for the 
endpoint") compared to the participants actually available is questionable. Especially since the 
cases of "severe COVID-19" were much less numerous than this discrepancy. Once again, I 
could not find a reason for the discrepancies.  

In any case, the protective effect against "severe COVID-19" was formally proven at the 
latest with the data on the "Blinded FU".  

As I said, the restriction "Confirmed COVID-19" must always be taken into account here too! 

For the relevance of this finding, see Section 5.4.3 and 5.4.4. 

4.3.4 Symptomatic cases 

As already mentioned in Section 4.2.2 the FDA Briefing Document54, but only this document, 
provided rough information cases of "suspected but unconfirmed COVID-19". If this 
designation is followed, all symptomatic cases should be obtained if all cases of 
"confirmed COVID-19" (Chapter 4.3.1) and assuming that it was the ITT set, which 
incidentally seems obvious according to a recent evaluation58 .  

Although this analysis still shows a highly significant difference between active and 
placebo in terms of VE, it is otherwise disappointing for active (Tab. 12). The risk falls from 
9.6% with placebo to 7.6% with active, the ARR is still 2.05%, but the VE is only 21.3% 
                                             
58 OpenVAET's Substack: Pfizer/BioNTech C4591001 Trial - Positive PCRs & Symptomatic Subjects. 

February 27, 2023. https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-positive  
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with a 95% confidence interval of 16.3% to 26.0%. This means that not even the upper 
confidence limit is above the acceptance threshold of 30% (Chapter 4.2.6), let alone even 
close to a VE of 50%. There would have been no approval on this basis, despite a highly 
significant p-value. 

Tab. 12 Symptomatic cases for the Final Report: VE and ARR 

  
BNT162b2 Placebo 

 Dose 1 all-available efficacy* 21718 21731 
 Symptomatic but uncofirmed FDA ** 1594 1816 
 Symptomatic and RT-PCR positive*** 50 275 
 Symptomatic 1644 2091 
 Asummed no COVID-19 20074 19640 
 

 
Risk 7.57% 9.62% 

 
 

ARR 2.05% 
  

  
95% CI Estimate 95% CI 

 
RR 0.7396 0.78670 0.8368 

 
VE 16.3% 21.3% 26.0% 

 
p-value 

 
0 

 *CSR Final Report, Table 14.258 
   ** https://openvaet.substack.com/p/pfizerbiontech-c4591001-trial-positive and 54 

*** "COVID-19", CSR Final Report Table 31 
   

    One could therefore argue that there were good reasons for not showing such an analysis. 

Nevertheless, three aspects must be considered here, which even mean a bias in favor of 
active: 

1. Ultimately, it remains unclear which population the data was based on. If it was the PP 
set, one would have to assume a strong bias (distortion) in favor of active in the 
numbers 1594 and 1816. In this respect, the assumption that it was the ITT set is even 
more "conservative". 

2. The RT-PCR-positive cases (50 or 275) are based on the count of a subset, namely the 
cases with data on "Surveillance Time" (see Tab. 9 and the accompanying text); it is 
therefore possible that some cases were not counted for unknown reasons. 

3. The circumstances that here the case numbers (the numerators in the calculations, here in 
the 4-digit range) were significantly closer to the denominators (here the largest 
possible), and that the VE was much closer to 0, mean that small shifts in the numerator 
or denominator influence the conclusion (efficacy yes or no) much more strongly than in 
almost all other analyses on Corminaty.  

An official count or estimate of "suspected <but> not comfirmed" for "Blinded FU" is not 
available, so that a corresponding analysis of this phase makes little sense. 

Apart from the information provided in Section 5.4 the above analysis is the only one that can 
really claim clinical relevance.  

4.3.5 The graphical evaluation over time 

It is easy and clear to see in the two figures below that the curves diverge after 11 days, i.e. 
even before the administration of the 2nd dose (target: day 21), which again had no 
recognizable effect. 
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Fig. 11 Copy of Figure 3 of the Final Report: Cumulative Incidence Curves 

Cumulative Incidence Curves for the First COVID-19 Occurrence After Dose 1 - Dose 1 All-
Available Efficacy Population, page 135. See also the enlarged section in Fig. 12. 

NB: The red cubes (placebo group) show a very unusual behavior, because they increase 
absolutely continuously. Actually, one would expect a certain accumulation (cluster) at some 
times, similar to that shown in Fig. 5. I have found no explanation for this behavior of the 
placebo group. Even if a temporal ranking of the cases is assumed, i.e. also within a day, such 
a perfect sequence would normally hardly ever get. 

The NEJM publicationn4 on this trial also showed a section magnification for the initial period 
shortly after the first dose (Fig. 12); the possibl slightly smaller population when compared to 
Fig. 11 is unlikely to have made a relevant difference in the initial period. It is clearly 
recognizable here that the active group developed significantly differently than the placebo 
group from day 12 onwards. This means that the full effect on the RT-PCR test was present 
from this point onwards. 

 

Fig. 12 Enlargement: Cumulative Incidence Curves 

Taken from the publication in NEJM4. X-axis: days after the first dose, Y-axis: cumulative 
incidence in %. 
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It is important to compare this with the immunogenicity data collected from some of the 
participants in summer and autumn 2020 (Fig. 13 and Fig. 14). These were collected in two 
different age groups, accepting a gap in the 55 to 65-year-olds, in my opinion acceptable. 
The three dosages, and especially the two higher dosages, showed no relevant differences. 
However, the GMT values of the younger people did differ (Fig. 13) from those of the older 
ones (Fig. 14), who always showed lower values. Note the logarithmic scaling. 

Above all, these evaluations made clear that up to Day 21, i.e. 21 days after the first dose, no 
significant immune response was evident, but only 28 days after the first dose, which in this 
case always corresponded to 7 days after the second dose.  

 

Fig. 13 Copy of Figure 6 of the CSR, immunogenicity, 18-55 years 

Each bar represents the values of up to 12 participants. The 30 µg dose was later selected 
for the large pivotal trial and commercialization. 
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Fig. 14 Copy of Figure 7 of the CSR, Immunogenicity, 18-55 years 

Each bar represents the values of up to 12 participants. The 30 µg dose was later selected 
for the large pivotal trial and commercialization. 

This comparison clarified that the effect measured via the RT-PCR test ("COVID-19") is very 
clearly dissociated from the effect on the antibodies. This is a decisive argument for the fact 
that the explanation offered to us for the effect of the vaccines cannot be correct. It went like 
this: The vaccines encode the ominous spike protein of the SARS-CoV-2 virus. Vaccination into 
an upper arm muscle causes these spike proteins to be produced there, or perhaps elsewhere, 
and stimulates the organism to produce neutralizing antibodies, which in turn protect against 
disease. The present dissociation of the effects of 11 days on the one hand and 22 to 28 
days on the other prove that the standard explanation of the effect of these vaccines 
cannot be correct. 

4.3.6 Sustainability of the effects 

4.3.6.1 Trial C4591001 and the "Blinded FU" 

It was the explicit plan that the follow-up observations for trial C4591001 should run for 2 
years. The essential requirement of the EMA in the conditional approval of December 23, 
2020 that this trial should continue as planned, i.e. above all controlled and (observer-
)blinded, was also to be understood in this logic. As described in Section 2.2.2 Pfizer had 
already started to discontinue the placebo group at this time. It remains unclear whether Pfizer 
had already informed the EMA of this at that time. The dissolution of the placebo group is 
tantamount to an act of sabotage on its own behalf and thus a blatant violation of the EMA's 
decisive condition.  

The average observation time was not explicitly stated in the CSR, the maximum only in prose. 
Nevertheless, the average observation duration can be calculated from the information on the 
surveillance time (Tab. 13 and Tab. 14). In the documents submitted for the first approval, this 
was around 2.25 months, with only irrelevant differences between the groups:  
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Tab. 13 Calculation of the observation period, Final Report 

 
Surveillance time* Subjects St / Sub M / y Months 

BNT162b2 4015 21 314 0.188 12 2.26 
Placebo 3982 21 358 0.186 12 2.24 
* In subject-years 
ITT Set = Dose 1 all-available efficacy population 
Source Summary of Clinical Efficacy, Table 7 
 
Accordingly, the mean observation period in the entire Blinded FU in the active group was 
around 4.5 months or around 145 days. Strictly speaking, this only applies to the ITT set; given 
the huge numbers, this should also apply to a good approximation for the safety set. 
Presumably due to the premature termination of the placebo group, its observation period was 
somewhat shorter (4.35 months). 

Tab. 14 Calculation of the observation period , CSR Blinded FU 

 
Surveillance time* Subjects St / Sub M / y Months 

BNT162b2 8439 22 505 0.375 12 4.50 
Placebo 8124 22 434 0.362 12 4.35 
* In  subject-years 
ITT Set = Dose 1 all-available efficacy population 
Source CSR, Table 18 
 
Since I will discuss the booster trial C4591031 further below, here are the data from it. The 
observation period in the active group was slightly longer than in the Final Report, but the 
observation period in the placebo group was significantly shorter than in the active group 
(Tab. 15). 

Tab. 15 Calculation of the observation period, CSR booster trial 

 
Surveillance time* Subjects St / Sub M / y Months 

BNT162b2** 1288 4 987 0.2583 12 3.10 
Placebo*** 1098 4 935 0.2225 12 2.67 
* In subject-years. 
** Actually the third dose. 
***  In fact, all participants had already been vaccinated twice. 
ITT Set = Dose 1 all-available efficacy population. "Dose 1" applied to this trial. 
Source CSR C4591031, Table 14 
 
Although the following figure shows that the gap between active and placebo with regard to 
COVID-19 continued to widen throughout the Blinded FU, it also shows that the cases of 
COVID-19 increased again around 80-90 days after the first dose and that there were almost 
no observations beyond around 140 days.  
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Fig. 15 Copy of Figure 2 of the CSR Blinded FU 

Cumulative Incidence Curves for the First COVID-19 Occurrence After Dose 1- Blinded 
Placebo-Controlled Follow-up Period - Dose 1 All-Available Efficacy Population 

The corresponding data results in a VE of 87.4% and an ARR of 4.03% (Tab. 16all without 
time adjustment). 

Tab. 16 Vaccine efficacy in the "Blinded FU " 

 
BNT162b2 Placebo 

 Dose 1 all-available efficacy* 22505 22434 
 COVID-19 

 
131 1034 

 Asummed no COVID-19 22374 21400 
 

 
Risk 0.58% 4.61% 

 
 

ARR 4.03% 
  

  
95% CI Estimate 95% CI 

 
RR 0.1054 0.12629 0.1513 

 
VE 84.9% 87.4% 89.5% 

 
p-value 

 
0 

 * With data on "Surveillance time", incl. participants aged 12-15, CSR "Blinded FU", Table 18 
 

This is probably also the maximum short-term effect on "COVID-19" that can be expected 
from this vaccination. The approximately 4% of avoided cases can therefore be offset against 
the additional risks of vaccination reactions compared to placebo. In such a comparison, 
however, as described in 5.4.6 only the explicit vaccination reactions and, of these, preferably 
the difference to placebo, i.e. the actual effect. Because as described in Section 1.8 only 
incidences based on the same type of survey should be compared.  
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4.3.6.2 Termination of trial C4591001 and start of booster development 

In this context, these aspects should also be considered: 

�x Pfizer (like Moderna, by the way) was frantic in sabotaging the proper continuation of the 
placebo-controlled trial. They did not even wait for the reasonably final results of the trial 
(Chapter 2.2.2). You maywonder why? 

�x At the beginning of October 2020, there were already attempts to unblind the placebo 
group prematurely (see Section 2.2.2). This was justified with the alleged ethical 
obligations of the manufacturers. Of course, the experts, i.e. the experts on clinical trials, 
take a diametrically different view. 

�x Planning and studies for a "booster" vaccination began in spring 2021. The first participant 
in a "real" RCT was enrolled on July 1, 2021. 

�x Strangely enough, the first vaccinees in Germany received a booster as early as the end 
of August 2021. This could only be justified on the basis of immunological data in a small 
clientele. Relevant clinical data were not available until June 2022 (i.e. only about 9 
months after "last subject out" from the booster trial C4591031, or 10 months after the 
start of booster vaccinations). Since the immunological data for these vaccines are not 
predictive and the safety data must have been insufficient, the premature 
recommendations and approvals (or acceptance) of boosters must also be viewed highly 
critically. 

4.3.6.3 The booster trial C4591031 

In any case, the Pfizer-Biontech booster trial C4591031 showed devastating results when 
viewed in context (Tab. 17). It is important to note that the main inclusion criterion in the 
booster trial was 2 vaccinations with BNT162b2 administered at least 175 days earlier in trial 
C4581001. Since the booster trial did not start until July 1, 2021, the restriction "175 days" 
means that mainly participants initially randomized to active, but only very few, if any, 
original placebo participants could be randomized, as they could only receive their first dose 
from December 14, 2020, so the second dose could only be administered from around 
January 5, 2021. More important is the time of year of observation, namely in fall-winter 
2020/21 for trial C4581001, i.e. during the highest flu season, and July 1 to around the end 
of September for the booster trial C4591031, i.e. in summer, i.e. at the time of lowest flu 
activity. Nevertheless, the incidences in the booster trial were generally much higher. 

Tab. 17 Incidence of "COVID-19" over time in vaccinated people 

Group 
COVID-19 

cases 
Surveillance 

time* 
Cases per 

n*year Observational phase 
BNT162b2, Blinded FU** 82 6 649 1.2% ~Nov 2020 -14 March 2021 
Placebo, Blinded FU** 889 6 371 14.0% ~Nov 2020 -14 March 2021 
Placebo, Booster trial*** 167 1 098 15.2% July -~September 2021 
BNT162b2, Booster trial*** 76 1 288 5.9% July -~September 2021 
Placebo, Blinded FU**** 1034 8 124 12.7% ~Sept 2020 -March 2021 
BNT162b2, Blinded FU**** 131 8 412 1.6% ~Sept 2020 -March 2021 
For all groups: ITT Set = Dose 1 all-available efficacy population 
*In  subject-years 
**Only  cases from "7 days after Dose 2", source: CSR C4581001, Blinded FU, Table 18  
***All  cases in this group. All participants had received two doses of BNT162b2 at least 175 days previously 

in trial C4581001, source CSR C4591031, Table 14 
****All  cases in this group, source: CSR C4581001, Blinded FU, Table 18. Tab. 16 or the ARR that can be 

derived from it is due to the fact that the above figures were extrapolated to an entire year.  
 
The following are comparable Tab. 17 the incidences in "cases per n*year" (i.e. per 
"surveillance time"). This incidence rose from 1.2% in the winter of 2020/21 to 15.2% in the 
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summer of 2021 among those vaccinated twice; in principle, this was the same population as in 
the original trial. At 15.2%, the incidence of those who were only vaccinated twice, i.e. the 
placebo recipients in the booster trial, was even higher in summer 2021 than the incidence of 
the unvaccinated (14.0%) in winter 2020/21, or compared to the 12.7% with the complete 
comparison.  

Perhaps even clearer is the following graphical evaluation (Fig. 16). Here, too, the complete 
loss of efficacy of the group with only 2 doses (i.e. placebo in the booster trial) can be seen, 
i.e. the point at the top right. The booster group (green triangle, right) also only shows an 
efficacy in the range of the placebo group of about 1 year before. Considering the time of 
year, it is even obvious that the vaccinated people had an increased risk of illness. 

 

Fig. 16 Time-adjusted incidences of COVID-19 over time in the two RCTs 

Calculation: Y = number of cases in phase / surveillance time (subjects x years / 1000). X = 
Duration of the phase = Surveillance Time x 365 x1000 / N; starting point 9.9.2020, this 
was approximately the mean date of the first dose plus 11 days. The points for the "Blinded 
FU" (C4591001) correspond from left to right: 1. up to 11 days after dose 1, 2. 11 days 
after dose 1 to dose 2, 3. dose 2 to 7 days after. 4. >7 days after dose 2 to <2 months 
after dose 2. 5. >2 months after dose 2 to <4 months thereafter. 6. >4 months after dose 2. 
The entire observation period was used for the booster trial (C4591031).  
Sources: CSR Blinded FU, Table 18, CSR (C4591031), Table 14. For details see table in the 
appendix.  

4.3.6.4 Swedish long-term observational study, still without booster 

A rather careful Swedish observational study59 found that Comirnaty's VE peaked 15-30 days 
after the second vaccination (actually even 14 days later) (Tab. 18), i.e. in the same period in 
                                             
59  Nordström P, Ballin M, Nordström A. Risk of infection, hospitalization, and death up to 9 months 

after a second dose of COVID-19 vaccine: a retrospective, total population cohort study in 
Sweden. Lancet. 2022 Feb 26;399(10327):814-823. doi: 10.1016/S0140-6736(22)00089-7. 
Epub 2022 Feb 4. 
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which most of the data for the "Final Report" were collected; this is another indication of the 
"necessity" of breaking up the placebo group in this trial. After 4-6 months, the VE fell to 
around 52%, after 9 months even to zero. 

Tab. 18 Long-term vaccination effect in observational study after the 2nd dose of 
Comirnaty 

  Number of observations VE in % (95% CI) 
Period* (only Comirntay) Part. adj.** Fully adj.***  
15-30 days N=2,978,586 90 (89-91) 91 (90-91) 
31-60 days N=2,748,173 86 (85-86) 86 (86-87) 
61-120 days N=2,507,054 81 (80-82) 81 (80-82) 
121-180 days N=1,100,197 53 (48-58) 52 (46-57) 
181-210 days N=463,310 39 (29-48) 34 (23-44) 
>210 days N=305,797 5 (-20-25) 3 (-24-24 
Extract from the Supplementary Table 6 of 59, details on incidences and other products hidden. 
* Start of counting only 14 days after the second dose. The neglect of the entire time beforehand is the main 

reason for the still high vaccine efficacy rates in such observational studies.  
**  Adjusted for age and baseline date. 
***  Also adjusted for gender, "homemaker service", place of birth, education and concomitant diseases. 
 

The two other vaccines examined, Spikevax from Moderna and Vaxzevria from AstraZeneca, 
did not behave significantly differently. 

The last sentence of the conclusion was very problematic, although typical of the time: 

"The results strengthen the evidence-based rationale for administration of a third vaccine 
dose as a booster." 

This statement must be criticized because boosters were not the subject of the study at all. The 
conclusion should have been based strictly on the study's own data.  

4.3.6.5 Observational studies with booster  

There are numerous other findings on the inadequate vaccine effectiveness of boosters, e.g. 
6061 62 . 

An analysis from Qatar showed devastating results.63 The actual object of the study was 
boosters with the two modRNA products, although it should be emphasized that 65.2% of all 
vaccinees had received Comirnaty as a booster. Even initially, the highest vaccine efficacy, as 
always against RT-PCR-positive SARS-CoV-2, was only around 61%. The VE decreased 
continuously and was already below 50% 3 months after booster vaccination and slipped into 
the negative range from 7 months after booster vaccination (Fig. 17). 

                                             
60 Oysmüller T. Conspiracy theory about the "Omikron booster". October 31, 2022. 

https://tkp.at/2022/10/31/verschwoerungstheorie-zum-omikron-booster/   
61 Mayer PF. Study confirms increase in infection risk due to Covid booster. November 10, 2022. 

https://tkp.at/2022/11/10/studie-bestaetigt-erhoehung-des-infektionsrisikos-durch-covid-
booster/   

62 Oysmüller T. Quietly and quietly: UK has stopped Covid boosters. February 20, 2023. 
https://tkp.at/2023/02/20/still- und-leise-uk-hat-covid-booster-gestoppt/   

63  Chemaitelly H, Ayoub HH, Tang P, et al. Long-term COVID-19 booster effectiveness by infection 
history and clinical vulnerability and immune imprinting: a retrospective population-based cohort 
study. Lancet Infect Dis. 2023 Jul;23(7):816-827. doi: 10.1016/S1473-3099(23)00058-0. Epub 
2023 Mar 10.  
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Fig. 17 Copy of Figure 3 from Chemaitelly et al. 2023 

Booster effectiveness relative to the primary series against SARS-CoV-2 infection by month 
since the start of the follow-up. Source: 63 
NB: In observational studies, not "vaccine efficacy" but "vaccine effectiveness" is measured. 
This refers to the incidence of infection in the cohort; a comparison with an unvaccinated 
cohort is not usually made. 

Previous infection (on this occasion: suddenly the natural infection is supposed to have been 
something "good" after all?) or the previous suspected vulnerability also had a significant 
influence (Fig. 18).  
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Fig. 18 Copy of Figure 4 from Chemaitelly et al. 2023 

Booster effectiveness relative to the primary series against SARS-CoV-2 infection over time 
after booster by previous infection status (A, B) and by clinical vulnerability (C, D).  
Source: 63 
NB: In observational studies, not "vaccine efficacy" but "vaccine effectiveness" is measured. 
This refers to the incidence of infection in the cohort; a comparison with an unvaccinated 
cohort is not usually made. 

4.3.6.6 Observational study on the bivalent booster  

The data from the Cleveland Clinic, Ohio, USA, was similarly impressive.64 From September 
12, 2022, around 51,000 employees, whether already vaccinated or not, were offered the 
opportunity to take part in an observational study; those who wished could also be given a 
booster vaccination with the bivalent vaccine from Pfizer-Biontech (87% of those with a 
booster) or from Moderna (the remaining 13%). All participants were observed for 26 weeks, 

                                             
64 Nabin K Shrestha, Patrick C Burke, Amy S Nowacki, et al. Effectiveness of the Coronavirus 

Disease 2019 Bivalent Vaccine, Open Forum Infectious Diseases, Volume 10, Issue 6, June 2023, 
ofad209, https://doi.org/10.1093/ofid/ofad209  
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i.e. until March 2023. The evaluation by number of vaccinations showed a devastating result 
for vaccination advocates: unvaccinated people had a significantly lower risk of catching a 
coronavirus infection (Fig. 19). According to the authors, testing in this clinic was never done 
without cause, but only when symptoms were present. 

 

Fig. 19 Cumulative COVID-19 incidence in the 2022/23 season , Cleveland Clinic 

Cohorts by number of COVID-19 vaccinations received before the bivalent booster. 
The lowest cohort remained unvaccinated and clearly showed the lowest incidence. 
Please note: The point estimates and confidence intervals have been shifted in time (to the 
right) to reduce overlap. This does not apply to the lines. Source: Figure 2 from 64  

The authors wrote: 

The higher the number of vaccines previously received, the higher the risk of contracting 
COVID-19. 

Although the data shown from the Cleveland Clinic indicate that a total of 13,134 or 26% of 
all participants had received a bivalent booster, their distribution across the cohorts according 
to the number of previous vaccinations is not clear. Most likely, the vast majority were included 
in the cohort with 3 vaccinations. This means that despite or precisely because of the bivalent 
booster, this cohort performed so poorly. 

The actual aim of the Cleveland Clinic study was to measure the efficacy of the bivalent 
booster. Unfortunately, as with almost all observational studies on these vaccines, participants 
were only counted in this cohort days (here: 7 days) after this vaccination, so that there was a 
bias in favor of the bivalent booster when comparing bivalent boosters against none. The only 
marginally better result for the bivalent booster would presumably have been further 
marginalized if it had been correctly assigned. However, these circumstances had no effect on 
the results shown in Fig. 19. 
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4.3.6.7 Discussion on the sustainability of vaccinations 

The data shown above trigger the following conclusions: 

�x After 4-6 months, the "effect" of the vaccination diminished significantly 
�x After 12 months, the "effect" of the vaccination had completely disappeared; at least. 
�x If the usual seasonal flu epidemics are also taken into account, the booster trial C4591031 

should have already indicated an increased susceptibility to infection among those 
vaccinated. 

�x The long-term observations confirm the fear that vaccinated people are more susceptible 
to infections.  

It would be illogical to expect booster vaccinations to improve the situation. On the contrary: 
boosters can only make the situation worse.  

In general, in observational studies it is always necessary to look when cases counted started 
exactly. In almost all observational studies, cases were only attributed to the (additional) 
intervention (e.g. first vaccination, booster or bivalent booster) after a certain waiting period, 
so that there was always a bias in favor of the intervention because early cases were either 
not counted at all or, even worse, were assigned to the comparator cohort.  

Perhaps it could have been argued in spring/summer 2021 that a 4% reduction in the risk of 
"COVID-19" cases was not a great deal, but that it would have a lasting effect. In view of the 
aspects discussed above, however, the only reasonable conclusion is that these 
vaccinations devoid of lasting effectiveness.  

It must be assumed that the manufacturers were fully aware of these circumstances and that 
they therefore pushed for the dissolution of the placebo groups.  

In addition, it can be assumed that the manufacturers sabotaged the continuation of the 
placebo-controlled trial for safety reasons, e.g. because the reports of deaths and severe side 
effects would have been much more conspicuous if the trial had been continued correctly.  

Whichever way you look at it: The premature termination of the placebo group of trial 
C4581001, which must de facto be regarded as a discontinuation or sabotage, should 
never have been accepted by the EMA or FDA. It is completely incomprehensible how the 
EMA could let the manufacturers get away with this. It is obvious that this discontinuation 
was intended to cover up the inadequate sustainability of the vaccination effect, as well as 
most probably the inadequate safety and the lack of benefit, or rather the lack of benefit of 
the vaccination. The ethical concerns put forward by the manufacturers were never 
justified, but purely artificial, namely based on the FDA's EUA, which in turn was 
essentially based on the clinically irrelevant result of the RT-PCR test. 

4.3.7 Data on the 7-day rule 

For background information, see Section 4.2.10. One of the CTP rules may have had the effect 
that significantly fewer COVID-19 illness visits were triggered in the first 7 days after a dose. 

See the Fig. 11 and above all Fig. 12 (above). From observation alone, it appears that this 
rule did not have a particularly strong impact on the incidence of COVID-19, at least for the 
first dose, although a certain sagging of the active curve in the first 7 days is noticeable. 
Without the 7-day rule, the numerous vaccine reactions under active should have been more 
likely to trigger a "COVID-19 illness visit" than in the placebo group. I do not currently have 
sufficient data on this.  

The data from the Blinded FU (below, excerpt from Table 18) show that slightly more "COVID-
19" cases were identified in the placebo group in the first 11 days, namely 41 versus 50 (not 
significant). 

Elisabeth Albrecht - info@die-eiche.at



Dr. Hans-Joachim Kremer  Expert opinion on Comirnaty 
 

comirnaty-en-1-1 1. Juni 2024 page 93 from 188 

 

Fig. 20 Extract from Table 18, Blinded FU 

Note the bottom two lines. Between December 2020 (Final Report) and this CSR of April 29, 
2021, it became clear to Pfizer that the effect on the RT-PCR test was already fully present 
after 11 days after the first vaccination.  
Most cases occurred after Dose 2, respective data are not shown in this extract. 

Since the manufacturers as well as the political, medial, and official vaccination advocates 
always assumed that no effect could be expected in the first period, or more precisely, as we 
have known since December 2020, in the first 11 days after the first vaccination, there should 
have been even more "COVID-19 illness visits" in the active group due to fever, chills and 
myalgia, i.e. also a tendency to observe more positive tests in this period; significantly more 
than in the placebo group. However, since the opposite was observed numerically (see Fig. 20, 
�O�L�Q�H���Å�$�I�W�H�U���'�R�V�H�������W�R�����������G�D�\�V���«�´), and because the incidence of "COVID-19" in the placebo 
group apparently followed a roughly linear function as expected (Fig. 11 and especially Fig. 
12), it must be assumed that the 7-day rule had an effect that  

1. in reality even went well beyond the slight sagging of the curve, 

2. had a stronger effect on the active group and a weaker effect or no effect at all on 
the placebo group. 

Seasonal effects may also have played a role. In fact, the incidence in the placebo group was 
significantly lower in the first 11 days than afterwards (Tab. 19), although not so significantly 
lower that this could be clearly attributed to the 7-day rule instead of the season.  

Tab. 19 "COVID-19 cases in the placebo group after the observation phase 

 
First 11 days >12 days Total 

Cases 50 984 1034 
Days 11 119.5 130.5 
Cases per days 4.55 8.23 

 Source: CSR Blinded FU, Table 18, own calculations 
 
The effect on the first 7 days after the second dose cannot be estimated due to the ambiguous 
time allocation. However, it can generally be assumed that the effect was similar to that after 
the first dose, i.e. there was more of an effect on the active group in terms of fewer "COVID-
19 illness visits" and thus fewer "confirmed cases".  
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4.4 Discussion 
I have deliberately put the clinical endpoint defined for this trial, i.e. "COVID-19", in quotation 
marks. This definition also roughly corresponds to what the authorities such as the RKI and CDC 
have regarded as "COVID-19" since spring 2020. Nevertheless, the clinical relevance of the 
disease defined in this way must be seriously questioned.  

The definition suffers from the fact that no attempt was ever made to clinically define "COVID-
19". It was clear to anyone with even a little understanding that "COVID-19" was or is 
indistinguishable from influenza or a flu-like infection. Even the recently released RKI 
documents make it clear that "COVID-19" was a kind of weak flu. It is and always has been 
the RT-PCR test alone that stamped a case in one direction or the other. But then this RT-PCR 
test can only make a statement about an agent; in no case about the cause, i.e., for example, 
whether the cause was influenza (flu), another virus, or even several microbes. The given 
definition of "COVID-19" means:  

�x Flu-like cases with a positive RT-PCR test were counted as "COVID-19" and were 
considered a measure of efficacy. 

�x Flu-like cases with a negative RT-PCR test may have been documented as part of the trial, 
but never evaluated, at least not publicly available.  

The lack of evaluations of the cases that tested negative must be rated as the most serious 
deficiency. 

This central problem of this trial and of the project as a whole is described in the main Section 
6 discussed in more detail. 

Another serious shortcoming of the CSRs is the lack of data on CT values. Together with the 
assessment of all cases of "severe COVID-19" and SAEs, this raises fears of bias. If such data 
were available, it would also be possible to statistically substantiate whether or not data 
integrity should be questioned in this context. One could, I think, one should suspect intent here. 

Another serious flaw is the strange juggling with evaluation populations and the obvious 
neglect of very many cases.  

In addition, the definition of "COVID-19", or rather its inadequate clinical-epidemiological 
description, suffers from the fact that a clear risk profile has never been drawn up, i.e. what 
risks would be associated with a positive test result. It is by no means clear whether a SARS-
CoV-2 detected by RT-PCR test (the "positive" cases) has any clinical consequences at all.  

Based on these fundamental considerations alone, it must be stated that the cases of "COVID-
19" are floating in a vacuum, that their relevance has been determined primarily, if not 
exclusively, by reports from the mass media and politics, and that the relevance has hardly or 
not at all been confirmed by clean, well or even excellently documented scientific studies. 
What exactly might be the significance of around 4% fewer "COVID-19" cases (compared to 
placebo)? Isn't that even significantly lower than the incidence of common flu-like symptoms? 
Their incidence is more like 20-30% per season5765 . Not to forget: These approximately 4% 
fewer "CVODI-19" cases were almost exclusively carried by mild to moderate cases, so the 
comparison to flu-like symptoms is perfectly valid and reasonable. So much effort for an 
almost always mild to moderate illness? 

In December 2020, the regulatory authorities were perhaps still allowed to assume that the 
claimed protective effect could also be sustainable. Which would have had to be proven! 
Apart from warm words, there was not the slightest indication of this at the time, so there was 

                                             
65 Bartoszko JJ, Farooqi MAM, Alhazzani W, Loeb M. Medical masks vs N95 respirators for 

preventing COVID-19 in healthcare workers: A systematic review and meta-analysis of 
randomized trials. Influenza Other Respir Viruses. 2020 Jul;14(4):365-373. doi: 
10.1111/irv.12745. Epub 2020 Apr 21 

Elisabeth Albrecht - info@die-eiche.at



Dr. Hans-Joachim Kremer  Expert opinion on Comirnaty 
 

comirnaty-en-1-1 1. Juni 2024 page 95 from 188 

no ethical justification for the dissolution of the placebo group from mid-December 2020. With 
the ongoing observation, and even more so with the results of the booster trial (C4591031, 
Tab. 17above), the question of sustainability could be answered unequivocally: Not given. 

This may also explain why the report on the booster trial was completed so much later than the 
reports on the original trial. Even long after the authorities had approved the booster. As it 
turned out when the CSR on the booster trial was presented, the approval of the booster could 
not be justified in any way. Nor was the first booster campaign, which was in fact almost 
completed.  

It should be noted in passing that there was only minimal excess mortality in Germany in March 
and April 2020. In contrast to countries such as Spain, England, Belgium and some parts of the 
USA (especially New York City). In these cases, most independent observers agree that deaths 
were mainly caused by planned euthanasia with the combination of midazolam and morphine 
(MiMo), and to some extent also by the questionably early use of artificial respiration, 
including ECMO, which was and still is only considered a last resort because it is highly risky. 
The initial reluctance to prescribe antibiotics recommended by the WHO is likely to have been 
another devastating factor. Conversely, the frequently recommended supposed anti-COVID-19 
treatments such as hydroxychloroquine in particular, but also remdesivir or paxlovid, are likely 
to have had primarily unfavorable, if not devastating, consequences. 

Two other aspects should be considered in this context: 

1. As described in Section 6 the presumed true effect of the vaccination was an 
interference with the RT-PCR test, so that it became less frequently positive. 

2. As in March-April 2020, the statement SARS-CoV-2 is positive or negative, may have 
influenced further treatment; even though these treatments were hardly or not at all 
evidence-based:  
2.1 Namely if positive (more likely with placebo): Possibly antiviral treatment 
hydroxychloroquine, remdesivir or paxlovid (presumably unfavorable or even 
dangerous), but no adequate or too late antibiotic therapy (which presumably would 
have been useful).  
2.2 Namely if negative (more likely with active, such patients still suffered from 
symptoms!) Under certain circumstances, timely initiation of antibiotic treatment 
(because ill, but perhaps not viral). 
Both aspects could have led to a bias against placebo in SAEs and deaths. 

There is at least one case report (12315324, death due to "septic shock") that supports point 
2.1. 

Case reports on 2.2 are largely missing, as these were assessed as negative and were only 
recorded as suspected COVID-19 symptoms or illness in the database on COVID-19 cases, but 
not as AEs as a rule; as the cases that tested negative were suppressed in the evaluations, no 
reliable statements can yet be made here.  

This means you have to get into the topic of benefits. 
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5. Benefit 

5.1 Conclusions on this section 
A number of variables and aspects come into question for the investigation of a clinically 
relevant benefit, or indeed disadvantage, of vaccination with BNT162b2. 

Not a single one of these variables or aspects indicates a benefit. 

With a lot of good will, one may recognize a hint of a trend for BNT162b2 in (immediately) 
life-threatening and serious events. In any case, the differences are far from statistically 
significant. Overall, as with deaths, no difference is discernible here. 

In the case of severe events, a clear lack of benefit, i.e. damage, of BNT162b2 can be 
recognized.  

The same applies to non-severe events. This is all the more remarkable because there are two 
types of bias here, both of which provided strong support for BNT162b2. Nevertheless, 
placebo remained clearly better. 

Consideration of the excess of severe side effects (sic) over "severe COVID-19" also clearly 
speaks in favor of placebo. The same applies to the comparison of non-severe side effects 
versus non-severe "COVID-19", which represents the vast majority of cases. Both are valid 
comparisons, whereby a strong bias against placebo can even be assumed. Both analyses 
clearly show a lack of benefit of BNT162b2. 

Finally, it must be pointed out that manipulation in favor of BNT162b2 should be assumed, 
especially in cases of death and SAEs, presumably also in the subgroup of life-threatening 
cases, namely by suppressing cases in the active group. It is therefore all the more remarkable 
that no advantage of BNT162b2 can be recognized. Apparently, only the biggest problems 
could be swept under the carpet.  

Other scientifically published analyses point in the same direction as described above, i.e. by 
no means in favor of a benefit of Comirnaty. 

Many of these findings, especially those relating to the incidence of side effects, were already 
available at the time of the initial approvals in December 2020. The authorities should have 
requested more or analyzed them themselves. This means that a benefit of the vaccination 
was already unlikely in December and the C4591001 trial should therefore have been 
continued as planned, i.e. for a total of 2 years and without breaking up the placebo 
group. At the time, there were actually no reasonable ethical arguments for this sabotage 
action by the manufacturers. Ethical arguments were nevertheless put forward, in some cases 
even before the data were submitted, and were then tacitly accepted by the authorities 
without being examined. Note that the authorities should have recognized these 
circumstances even prior to that publication, as they got the Final Report 1 week earlier 
and an interim report even 3 weeks earlier (see Section 2.2.2). 

5.2 Theoretical considerations 
The key aspect of benefit assessment is that efficacy, as defined by the manufacturer of the 
product, is almost never the same as benefit.  

For example, the definition used by Comirnaty already neglects any other cause of influenza 
infection. In addition, all symptoms that tested negative for SARS-CoV-2 were always omitted 
from the CSR evaluations, i.e. an extreme bias. 

One should ask oneself: What can be the benefit of prophylaxis for the individual? Several 
variables are conceivable. 
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5.2.1 Death 

It is obvious that avoiding deaths, which in turn implies a higher life expectancy, is a benefit for 
the individual.  

The individual must, or at least should, not care what they die from. The following result would 
be extremely absurd: you have a 1% lower chance of dying from (because of) COVID-19, but 
a 2% higher chance of dying from (because of) the vaccination. Such a result can in no way be 
a benefit.  

Apart from the purely numerical aspect, there would also be the time factor. Assuming that 
both risks were 1%, but the vaccinations had an immediate fatal risk and the disease "COVID-
19" would only take effect after 2 to 6 months, then the disadvantage would undoubtedly lie 
with vaccination and the advantage with non-vaccination. Based on the analyses in Section 
4.3.6 it is possible to rule out later advantages of vaccination. 

So death is certainly a variable that can directly indicate a benefit or disadvantage. 
Differentiation according to the type of death makes no sense. The differentiation (or the 
evaluation factor) would be: Vaccination (active) or non-vaccination (placebo). 

Please note: The GCP rules for clinical trials ensure that all deaths are recorded; it is therefore 
a total survey. Of course, this only applies if the GCP rules were actually followed, which is 
highly doubtful in this trial (see Section 2.6, 2.7 and 4.2.4). 

5.2.2 Life-threatening events 

The incidence of life-threatening events can also be used to estimate benefits.  

Under the heading AE / Intensity (CTP Section 10.3.3, page 129), the protocol defined "life-
threatening" in addition to ("mild"), moderate ("moderate") and severe ("severe"). 

 
These definitions are generally recognized as standard, although sometimes with slightly 
different words (often: "daily living" instead of "usual function"). This means that "severe" is 
generally associated with a severe disorder, i.e. usually bedridden. On this occasion, all 
protocols actually emphasize that "severe" is not to be equated with "serious". 

The attribute "life-threatening" can be seen as a foreign body in a list of intensities; it is 
possibly an interpretation specifically by Pfizer. This is because there is an overlap with SAE, 
as this attribute is one of the characteristics of "serious", i.e. all life-threatening events are 
automatically also serious. This attribute should therefore normally or additionally be recorded 
there. 
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5.2.3 Serious adverse events, SAE 

Assuming there was no difference in deaths, the closest variable to evaluate the benefit would 
be the incidence of SAEs. After all, it should not really matter to an individual vaccinated 
person whether they have to go to hospital because of COVID-19 or because of vaccine 
damage. NB: An overnight stay in hospital is quantitatively always the most important reason 
for the attribute "serious". 

It should also be noted here: The GCP rules for clinical trials ensure that all SAEs are recorded 
100%; it is therefore a total survey. Here it must be re-emphasized that this presupposes that 
the GCP rules were actually followed, which is doubtful in the case of this trial (see Section 2.6, 
2.7 and 4.2.4). 

Please note:  

1. Death should always be an SAE, as "results in death" is part of the core definition of 
"serious". 

2. "Life-threatening" is also always a subgroup of "serious". 

5.2.4 All severe events 

For all SAEs, AEs and expected side effects ("reactogenicity study") there was always a 
categorization according to mild, moderate and severe; the definitions can be found above in 
Section 5.2.2 above. 

In addition, the "COVID-19" cases included the special class "severe COVID-19" (see Section 
4.3.3), but the normal "COVID-19" cases were not categorized according to intensity. As a 
good approximation, all cases of "severe" can therefore be compared with each other for the 
benefit assessment. 

The CSRs for trial C4591001 also show evaluations of "severe AE". However, due to the 
completely different type of survey, these should only be compared with figures from total 
surveys with certain reservations. The assumption that "severe AEs" are also 100% covered by 
GCP rules is not correct. Due to the large overlap between "severe" and "serious" AEs and the 
fact that total coverage should be assumed for the latter, the incidences of "severe" AEs are 
also sufficiently reliable. 

5.2.5 All non-serious events 

Simple conversions (all AE or COVID-19 cases minus "severe") make these cases easily 
comparable.  

However, a strong bias against placebo must be assumed here, as the AE survey does not 
achieve such high incidences as in the total survey on "COVID-19". In addition, there were 
significantly more "COVID-19" cases under placebo, i.e. the bias is in principle doubly directed 
against placebo. 

5.2.6 Severe systemic side effects against "severe COVID-19" 

In the "reactogenicity study", 3 expected local and 8 expected systemic side effects were 
regularly recorded in about 8,200 participants. Although the absolute numbers cannot be 
compared with the cases of "severe COVID-19", the incidences per treatment group or the 
difference in incidences (active �² placebo) can be compared.  

Both were recorded by total surveys, so the incidences are comparable.  

Nevertheless, a bias against placebo can be seen because  

A) only those 8 specific side effects were evaluated; 

B) cases similar to "severe COVID-19" but with a negative SARS-CoV-2 test were not 
recorded in the CSRs. 
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it should be noted that the comparison below does not take into account the severe local side 
effects; these would therefore be an additional complication for active. 

5.2.7 Non-severe systemic side effects against non-severe "COVID-19" 

Simple conversions (differences) also make the expected non-serious side effects comparable 
with the non-serious "COVID-19" cases. As all variables are based on total surveys, 
comparability is ensured. 

As in the previous section, a bias against placebo is to be expected here. 

5.2.8 Cases of influenza and the like 

As described several times above, e.g. in Section 4.2.1 a really useful outcome variable would 
have been the incidence of flu-like infections or the associated symptoms. This could have 
directly indicated the benefit or disadvantage. Which is of course hardly in the interest of the 
sponsors, but in the interest of society. 

However, this view is extremely distorted, as the cases of "suspected but unconfirmed COVID-
19" were never reported. Due to the definition of "COVID-19" and its handling in the 
evaluations of the CSR, i.e. in particular the suppression of negative cases, too much data are 
missing.  

5.3 Legal requirements 
Claims for damages in the area of medicinal products are regulated by § 84 AMG (strict 
liability). Attorney Wilfried Schmitz will provide more detailed explanations. Here only this: 
Vaccines undoubtedly count as medicinal products (AMG § 4 (4). 

The question of benefit and the risk-benefit ratio is at issue here. 

AMG § 4 (27) states 

A risk associated with the use of the medicinal product is  

(a) any risk to patient health or public health related to the quality, safety or efficacy of the 
medicinal product, 

b) any risk of undesirable effects on the environment. 

Note:  Measures and precautions relating to point b) were repealed for COVID-19 
vaccines by EU Regulation 2020/1043 as of July 15, 2020. 

AMG § 4 (28) also states 

Benefit-risk ratio: an assessment of the positive therapeutic effects of the medicinal product in 
relation to the risk as defined in the first indent of point 28. 

Consequently, "benefit" itself is only indirectly defined in the AMG, namely as: 

positive therapeutic effects of the drug 

The attribute "positive" initially seems strange. Suppose a medicine even had negative effects, 
as is to be feared in the case of COVID-19 vaccines: Does this assessment then not apply? That 
would be absurd. On the other hand, the following measures would make perfect sense: 

If there is no proven preponderance (hence the attribute "positive") of therapeutic effects 
(whatsoever this is to be understood), whereby the preponderance of these effects must be 
clearly statistically proven, then there is no need to worry about the risks, because they can 
only make the assessment worse. 

If only a "negative" effect is to be feared, there is no need to worry about the risk-benefit 
ratio. It cannot be anything other than negative. 

The term "therapeutic effects" is only of limited use for vaccines, because usually, i.e. apart 
from so-called therapeutic vaccines, a vaccine is not assumed to have a therapeutic effect per 
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se, but a prophylactic effect, which would have to be proven by at least one clinical trial. Can 
prophylactic effects now be equated with therapeutic effects? This should be affirmed, as a 
denial would be absurd. 

It should also be noted that the AMG surprisingly does not define the term "effect(s)". 
Therefore, the term should be defined as broadly as possible, as is generally the case in 
clinical pharmacology and clinical research. Although Pfizer/Biontech will prefer to consider 
only the avoidance of cases of "COVID-19" as an effect, this variable was essentially 
dependent on a positive RT-PCR test (see Section 4.2.1), so that the targeted patient or 
vaccinee relevance was and is highly questionable and in any case inappropriately limits the 
benefit assessment. Particularly with regard to benefit, no restrictions should be allowed due to 
an artificial test result, the clinical significance of which has never been properly determined. 
Rather, the benefit can only be assessed under aspects such as those outlined in Section 5.2. 
The avoidance of flu-like infections in general, symptoms such as fever, muscle or joint pain, 
and finally, in general, the rates of serious events (SAE, i.e. hospitalizations), and of course 
deaths, are definitely relevant for every vaccinated person or patient.  

Incidentally, the German IQWiG is highly professional when it comes to benefit assessments 
and also has a legal mandate to do so. However, it can only become active at the specific 
request of the so-called Federal Joint Committee (G-BA). As its long-standing president Jürgen 
Windeler publicly explained at a congress of the German Cochrane Society in Freiburg on 
May 11, 2023, his agency was never asked or commissioned to carry out a benefit analysis on 
non-pharmacological measures (lockdowns, distancing rules, compulsory masks) or even 
vaccines during the entire coronavirus crisis. 

If the German IQWiG were to understand the benefit solely as the effect claimed by the 
manufacturer in the sense of a primary clinical endpoint (such as "COVID-19" above), then it 
would not be able to use the title: 

"Benefits of regular vitamin screening in asymptomatic older people not proven"66 

This is because screening cannot provide any assessment of the "positive therapeutic effects of 
the drug". Ultimately, the yardstick is simple: did the people with screening live longer? 
Perhaps also: Are these people less often (seriously) ill? 

Since IQWiG will not do a benefits assessment of the COVID-19 vaccines, here is this report. 

5.4 Analyzes 

5.4.1 Death 

The deaths were counted completely independently of the efficacy variable "COVID-19". The 
deaths are therefore directly and easily comparable. The counting of deaths actually 
represents a total survey. Nevertheless, it must be remembered, especially in the case of 
deaths, that these counts are suspected of being manipulated (see Section 2.6.4 and 2.7.2). 
This means that the true data is likely to be worse for the vaccination. 

In the CSR Final Report, 2 deaths were reported in the active group and 4 in the placebo 
group (e.g. CSR, Chapter 12.3.4.6). So no difference, but no benefit either. 

Counting was more difficult for the Blinded FU (cut-off March 13, 2021). I will first refer to 
the data in Table 7 of the Clinical Summary of Safety (Blinded FU), which shows 15 deaths 
with active and 14 with placebo up to the end of the Blinded FU. The figures include the 6 up 
to the earlier cut-off. So no difference, but no benefit either. 

The aforementioned Table 32 from the FDA review37 from August 2021 showed 17 deaths 
each on active and placebo for the phase up to unblinding. In addition, there were two cases 
                                             
66  https://www.iqwig.de/presse/pressemitteilungen/pressemitteilungen-

detailseite_64448.html  
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that occurred 4 and 25 days after discharge from the placebo group and subsequent active 
vaccination. So no difference here, but no benefit either. 

However, the FDA review in question reports37 from August 2021 also reports this in Section 
6.12.3: 

From Dose 1 to the data cutoff (March 13, 2021), there were a total of 38 deaths among 
participants >16 years of age (19 BNT162b2 recipients, 2 placebo/BNT162b2 recipients 
and 17 placebo recipients). 

A source to which the authors referred was not named. It is conceivable that these were late 
reports based on FDA research. Be that as it may, the slightly higher numbers of 19 on active 
and 17 on placebo also represent no difference, but also no benefit. 

Now one could discuss the figures of the "Blinded FU" statistically. Due to the early termination 
of the placebo group, not all placebo participants were equally "at risk" as the active 
participants. It is therefore conceivable that the placebo data look "better" than is really 
justified. 

However, this is unlikely to apply to the numbers 15 (active) and 14 (placebo) mentioned first, 
as Pfizer calculated 95% confidence intervals for their incidence, corrected for the duration of 
observation. This resulted in identical estimates for both groups - at least up to the first digit 
after the decimal point - namely an incidence of 0.2% with a confidence interval of 0.1%-
0.3%.  

As I said, one should not trust this data unreservedly; it can be assumed that the data has 
been embellished to make the vaccination look less bad. 

5.4.2 Life-threatening events 

By the cut-off date of November 14, 2020 (i.e. Final Report, here from Summary of Clinical 
Safety, Table 8), 21 such events were documented in the active group and 24 in the placebo 
group; p-value 0.766. 

In the Blinded FU (CSR Table 31), 48 such events were documented in the active group and 54 
in the placebo group; p-value 0.551. 

So no difference here, but no benefit either. 

It remains unclear whether cases of "severe COVID-19" are included in these figures. For the 
Blinded FU, the 8 cases of "admitted to an ICU" could be considered (see Tab. 21); in my 
opinion, this already represents the worst assumption for placebo and results in totals of 48 
(active) and 62 (placebo). The associated p-value is 0.181.  

So no difference here either, but no benefit either. 

5.4.3 Serious adverse events, SAE 

According to the CSR Final Report, Table 56, there were 126 participants (0.6%) with at least 
1 SAE in the active group and 111 (0.5%) in the placebo group. The p-value (chi²) for this was 
0.33.  

In the Blinded FU, Clinical Summary of Safety, Table 7, there were 268 participants in each 
group who experienced at least 1 SAE.  

As with the deaths, it must be remembered that these cases are also suspected of 
manipulation (see Section 2.6.1, 2.6.2, 2.6.3). This means that the true data should only be 
worse for active. 

Ultimately, it remains unclear whether and how many cases of "severe COVID-19" were 
documented as SAEs or not (see page 76). It could be that some cases of "severe COVID-19", 
which presumably meet the definition of "serious", were also documented as SAEs. There were 
14 cases in the Blinded FU that were considered "respiratory failure" according to the CTP 
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definition of "severe COVID-19"; all in the placebo group and none in the active group (see 
below Tab. 21). In contrast, the evaluation of SAEs (Summary of Clinical Safety, Table 17) in 
the "System Organ Class (SOC) "Respiratory, Thoracic And Mediastinal Disorders" shows 7 
participants from the active group, but only 6 from the placebo group. It therefore seems 
unlikely (although not impossible) that cases of "severe COVID-19" were also documented as 
SAEs. Consequently, cases of "severe COVID-19" should also be taken into account when 
comparing general SAEs. 

However, it seems inappropriate to simply attribute all cases of "severe COVID-19" to SAEs. 
As already mentioned above: criteria b), c), e) and f) certainly met the ICH E2A criteria for 
"serious", criteria d) probably did, criteria a) only possibly did. Criterion f) never occurred. 

In addition, multiple responses were allowed, so it was quite possible for a case to be 
classified as b), c) and e). Since there were definitely cases that were only classified as a), it 
must be assumed that these did not lead to hospitalization and therefore probably did not 
meet the definition of "serious". It is therefore necessary to calculate in scenarios here.  

The corresponding calculations are shown in Tab. 20 and Tab. 21. Even in the most extreme 
scenario, in which 27 of the 30 "severe COVID-19" cases were added to the SAEs in the 
Blinded FU, no significant difference is achieved. In the early phase (Tab. 20), it even looked 
numerically like there was always an advantage for placebo. 

Tab. 20 Incidence of all SAEs, Final Report 

  
BNT162b2 Placebo 

 Dose 1 all-available efficacy population (ITT) 21 718 21 731 Tab. 9 
Dose 1 all-available efficacy population, nominal 21 669 21 686 Tab. 9 
Dose 1 all-available efficacy population, as used 21 314 21 258 Tab. 9 
Safety poulation 21621 21631 

 Any "severe COVID-19" 1 9 
 a) Clinical signs... 1 9 
 b) "Respiratory failure" 0 3 
 c) "Shock" 0 0 
 d) "Renal, hepatic, neurological" 0 1 
 e) Admission to ICU 0 3 
 

 
Exactly 1 category 1 5 

 x) Minimum serious C19 (= e)) 0 3 
 y) Midpoint serious C19 1 4 
 z) Maximum serious C19 (sum b-e) 1 5 
 

    
p (chi2) 

 
SAE 126 111 0.329 

 
SAE + x) (minimum) 126 114 0.438 

 
SAE + y) (midpoint) 127 115 0.478 

 
SAE + z) (maximum 127 116 0.480 

Data from CSR, Final Report, Table 26 and 51 
Lower third: Own calculations. 
The full text for categories a) to f) can be found above in Section 4.3.3, page 76 is shown above.  
SAE and p-values refer to the safety population. 
 
In the early phase, placebo had a numerical advantage in SAEs, but this was not significant. 
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Tab. 21 Incidence of all SAE, Blinded FU 

  
BNT162b2 Placebo 

 Dose 1 all-available efficacy population (ITT) 23 140 23 137 Tab. 10 
Dose 1 all-available efficacy population, nominal 23 040 23 037 Tab. 10 
Dose 1 all-available efficacy population, as used 22 505 22 434 Tab. 10 
�6�D�I�H�W�\���3�R�S�X�O�D�W�L�R�Q���•������years 21 926 21 921 

 Any "severe COVID-19 " 1 30 
 a) Clinical signs... 1 19 
 b) "Respiratory failure" 0 14 
 c) "Shock" 0 3 
 d) "Renal, hepatic, neurological" 0 2 
 e) Admission to ICU 0 8 
 

 
Exactly 1 category 1 20 

 x) Minimum serious C19 (= e)) 0 8 
 y) Midpoint serious C19 0 18 
 z) Maximum serious C19 (sum b-e) 0 27 
 

    
p (chi2) 

 
SAE 268 268 0.998 

 
SAE + x) (minimum) 268 276 0.728 

 
SAE + y) (midpoint) 268 286 0.440 

 
SAE + z) (maximum) 268 295 0.251 

The CSR Blinded FU di�G���Q�R�W���S�U�R�Y�L�G�H���D�Q���H�I�I�L�F�D�F�\���H�Y�D�O�X�D�W�L�R�Q���I�R�U���W�K�H���J�U�R�X�S���•���������E�X�W���R�Q�O�\���•�������\�H�D�U�V���� 
In contrast, CSR Blinded FU as well as the Clinical Summary of Safety only provided safety evaluations for the 
�J�U�R�X�S���•���������E�X�W���Q�R�Q�H���I�R�U���•�������\�H�D�U�V�� 
Data from CSR Blinded FU, Table 29 (Population and SAE) and Table 14.67 (all other data) 
Lower third: Own calculations. 
The full text for categories a) to f) can be found above in Section 4.3.3, page 76 is shown above.  
SAE and p-values refer to the safety population. The lowest p-value would increase minimally to 0.252 with the 
largest population mentioned above. 
 
Overall, active had a numerical advantage in SAEs, but this was also not significant. 

So here too there is no difference and no benefit. 

5.4.4 All severe events 

It follows from the above that the cases of "severe COVID-19" can and should be added 
directly to the cases of "severe AE" in this analysis.  

This results in a clear, highly significant disadvantage for BNT162b2 in the report that led to 
the first approval (Tab. 22). Both ARR (slight) and VE (significant) are negative. 
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Tab. 22 Incidence of all severe events, Final Report 

 
BNT162b2 Placebo 

 Safety population 21621 21631 
 Subjects with severe AE 240 139 
 Subjects with "severe COVID-19" 1 9 
 Sum 241 148 
 

    Risk (r. sum) 1.11% 0.68% 
 ARR -0.43% 

  
    
 

95% CI Estimate 95% CI 
RR 1.329 1.629 1.997 
VE -99.7% -62.9% -32.9% 
p-value 

 
0 

 The red estimated values indicate damage (disadvantage) caused by the vaccination. 
Sources: CSR Final Report, Table 51 and 26 
Otherwise own calculations. 
 
The unfavorable results for BNT162b2 improved only insignificantly in the "Blinded FU" (Tab. 
23). Both ARR and VE remained negative, and the difference between the groups also 
remained highly significant to the disadvantage of BNT162b2. 

Tab. 23 Incidence of all severe events, CSR Blinded FU , denominator "Safety" 

 
BNT162b2 Placebo 

 Safety population 21926 21921 
 Subjects with severe AE 262 150 
 Subjects with "severe COVID-19" 1 30 
 Sum 263 180 
 

    Risk (r. sum) 1.20% 0.82% 
 ARR -0.38% 

  
    
 

95% CI Estimate 95% CI 
RR 1.210 1.461 1.763 
VE -76.3% -46.1% -21.0% 
p-value 

 
0.000075 

 The red estimated values indicate damage (disadvantage) caused by the vaccination. 
Sources: CSR Blinded FU, Table 29 and 14.67. 
Otherwise own calculations. 
 
One problem with the available data from the Blinded FU was that efficacy evaluations (i.e. 
on "severe COVID-19") were only available for the ITT set, which was around 2000 people 
larger, and the safety evaluations were only available for people aged 16 and over. If the 
larger denominator is used as a basis, only the risks and the ARR change marginally, the 
relative risks, the VE and the p-value do not change noticeably (Tab. 24). Presumably, this 
results in a bias against placebo, as the "severe" events, especially in adolescents aged 12-15 
(which were not taken into account), would most likely have tipped the scales further in favor of 
active.  
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Tab. 24 Incidence of all serious events, CSR Blinded FU, denominator "ITT" 

 
BNT162b2 Placebo 

 Dose 1 all-available efficacy population 23140 23137 
 Subjects with severe AE 262 150 
 Subjects with "severe COVID-19" 1 30 
 Sum 263 180 
 

    Risk (r. sum) 1.14% 0.78% 
 ARR -0.36% 

  
    
 

95% CI Estimate 95% CI 
RR 1.210 1.461 1.764 
VE -76.3% -46.1% -21.0% 
p-value 

 
0.000075 

 The red estimated values indicate damage (disadvantage) caused by the vaccination. 
Sources: CSR Blinded FU, Table 29 and 14.67. 
Otherwise own calculations. 
 
When interpreting these data, it should be taken into account that the data on "severe COVID-
19", which were positive for active, came from a total survey that always produces the highest 
incidences (see Section 1.8). The same could also be assumed for SAE data due to the general 
GCP rules, but only to a limited extent for "severe AEs", which should be assumed to have a 
reduced incidence compared to the true circumstances.  

The aspect of the "reactogenicity study" is probably more important here. This involved a 
targeted survey of 4,108 active and 4106 placebo participants on a series of systemic 
reactions, namely fever*, fatigue$ , headache$ , chills*, vomiting*, diarrhea*, muscle pain* 
(new or increased) and joint pain (new or increased), as well as three local reactions (CSR 
Table 14.364). In principle, these reactions of these participants should never be recorded as 
AEs to avoid double counting. Therefore, these participants should actually be removed from 
the denominator for the corresponding AEs; or a smaller denominator, i.e. around 18,000, 
should be used, which would lead to a correspondingly higher incidence for these events.  

 * Also a symptom that could trigger a "COVID-19 illness visit" 
 $ COVID-19 symptom according to CDC list. 

The problem is that by far the most frequent AEs, which also showed the greatest difference 
between active and placebo, were the events "injection site pain" (2440 A / 322 P), "pyrexia" 
(=fever, 1255 A / 68 P), "fatigue" (1145 A / 294 P), "headache" (1084 A / 345 P), "chills" 
(1111 A / 100 P) (here only events over 1000 in one group). Most of these events originated 
from the SOC "General disorders and administration site reactions". In this SOC, there were 
62 participants with at least one "severe" event under active, but only 3 participants with such 
events under placebo. It can now be extrapolated that around 20% of the severe events are 
missing in this SOC alone because they occurred in the "reactogenicity study" and were 
therefore missing in the AE evaluation. Taking these circumstances into account would have 
shifted the ratios even further to the disadvantage of BNT162b2.  

The global analysis of all severe events showed a highly significant negative benefit, i.e. 
a lack of benefit of BNT162b2 compared to placebo. There is even an obvious bias against 
placebo in the analyses, i.e. these are maximally conservative. 

5.4.5 All non-severe events 

If you use this method (Section 5.4.4) to determine the benefit with regard to severe events, 
then it is obvious to do the same for non-severe events. However, it should be borne in mind 
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here much more than above with regard to the "severe AEs" that in particular mild and 
moderate adverse events show a certain degree of "underreporting". This must have led to a 
bias against placebo here, as the advantages of placebo and disadvantages of active are 
included in the consideration of these AEs with significantly underestimated incidences - in 
contrast to the cases of "COVID-19", which are based on a total survey. 

Nevertheless, the preponderance of events in the active group compared to the placebo group 
is so strong that both in the early data (Tab. 25) as well as in the Blinded FU (Tab. 26) there is 
a clear and highly significant preponderance to the disadvantage of BNT162b2. Not only is 
the VE (to a certain extent) in the far negative range with a tiny confidence interval, the ARR 
of initially -13% and then -7.7% is also in a worrying and very probably also individually 
noticeable range.  

Tab. 25 Incidence of all non-severe events, Final Report 

 
BNT162b2 Placebo 

 Safety population 21621 21631 
 Subjects with any AE 5770 2638 
 Subjects with severe AE 240 139 
 Subjects with nonsevere AE (A) 5530 2499 
 Subjects with "COVID-19" 50 275 
 "Severe COVID-19 1 9 
 Subjects with nonsevere "COVID-19" (B) 49 266 
 Sum (A) and (B) 5579 2765 
 

    Risk 25.80% 12.78% 
 ARR -13.02% 

  
    
 

95% CI Estimate 95% CI 
RR 1.937 2.019 2.104 
VE -110.4% -101.9% -93.7% 
p-value 

 
0 

 The red estimated values indicate damage (disadvantage) caused by the vaccination. 
Sources: CSR Final Report, Table 51 and 26 
Otherwise own calculations. 
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Tab. 26 Incidence of all non-severe events, CSR Blinded FU , denominator "Safety" 

 
BNT162b2 Placebo 

 Safety population 21926 21921 
 Subjects with any AE 6617 3948 
 Subjects with severe AE 262 150 
 Subjects with nonsevere AE (A) 6355 3798 
 Subjects with "COVID-19" 131 1034 
 "Severe COVID-19 1 30 
 Subjects with nonsevere "COVID-19" (B) 130 1004 
 Sum (A) and (B) 6485 4802 
 

    Risk 29.58% 21.91% 
 ARR -7.67% 

  
    
 

95% CI Estimate 95% CI 
RR 1.307 1.350 1.394 
VE -39.4% -35.0% -30.7% 
p-value 

 
0 

 The red estimated values indicate damage (disadvantage) caused by the vaccination. 
Sources: CSR Blinded FU, Table 18 and 29. 
Otherwise own calculations. 
 
As already shown above in the alternative calculation (Tab. 24), the larger denominator ("ITT") 
would only have had an irrelevant influence on the risks and ARR and none on the relative 
risks, VE and p-value (not shown here).  

Here, too, the "reactogenicity study" means that many of the events, especially in the active 
group, are roughly missing. So again even a bias for active and against placebo. 

It should also be borne in mind that only events from the AE observation were lumped together 
with events from the total survey (COVID-19). A strong bias for active must therefore be 
assumed here. 

This makes the strong advantage in favor of placebo all the more remarkable. 

The global analysis of all non-severe events showed a highly significant negative benefit, 
i.e. disadvantage of BNT162b2 compared to placebo. The effect on "COVID-19" was in no 
way able to outweigh the side effects of similar severity. 

5.4.6 Severe systemic side effects against "severe COVID-19" 

The above considerations can now also be applied to the comparison of severe side effects 
and "severe COVID-19". I had already published more detailed descriptions of this in 
February 202267 , further diagrams in lectures7.  

Side effects were those that were regularly and specifically queried in 4,108 active and 
4,106 placebo participants. The data can be found in the CSR Final Report, Chapter 12.3.2.  

In the following (Fig. 21), the difference in the individual incidences between active and 
placebo was simply calculated and presented. It is easy to see that for a minimal benefit in 
terms of "severe COVID-19", vaccinees have to take a much higher risk of suffering systemic 
side effects. The charm of this analysis lies in the fact that both variables were based on total 

                                             
67 Kremr HJ. The effect of vaccination on severe courses is completely irrelevant. February 4, 2022. 

https://tkp.at/2022/02/04/der-effekt-der- impfung-auf-schwere-verlaeufe-ist-voellig-
irrelevant/  
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surveys. The differences are so striking that a statistical test is unnecessary. Even the smallest 
difference, i.e. the comparison of "severe joint pain" to "severe COVID-19 / Blinded FU" 
would already result in a p-value of 068 . 

 

Fig. 21 Incidence of severe systemic side effects and severe COVID-19 

The red bars show damage, the green bars show potential benefits. Own calculations, 
sources: Side effects: CSR Final Report, Table 14.372, Any dose, COVID-19: figures from this 
report. Figure shown in presentations 7 

In addition, there are the events of fever (not shown here, as no "severe", but temperature 
ranges were recorded) and the numerous local reactions. 

It is remarkable that these vaccine reactions are not included in the AE evaluation, i.e. those 
from Chapter 5.4.4 and 5.4.5. This is therefore a further, independent piece of the mosaic. 

Vaccine advocates could only object here: Vaccination produces lasting immunity. However, this 
cannot be assumed on the basis of the Section 4.3.6.  

In this respect, this comparison also clearly speaks against a benefit of BNT162b2 and for 
disadvantage.  

5.4.7 Non-severe systemic side effects against non-severe "COVID-19" 

In the same way, the non-severe systemic side effects can also be compared with non-severe 
COVID-19 (Fig. 22). It is clear that not even a short-term comparison with the incidences from 
the Blinded FU reveals an advantage. 

                                             
68 Calculated as: Absolute difference in "severe joint pain" (28) versus 4080 active participants, 

and absolute differences in "severe COVID-19" (29) versus 22406 placebo participants, Fisher 
Exact. 

Elisabeth Albrecht - info@die-eiche.at



Dr. Hans-Joachim Kremer  Expert opinion on Comirnaty 
 

comirnaty-en-1-1 1. Juni 2024 page 109 from 188 

 

Fig. 22 Non-severe side effects against non-severe "COVID-19" 

The red bars indicate harm, the green bars potential benefit.  
Fever <38.9°C was evaluated here as non-severe. 
Please note: It is obvious that the crude incidences of "fever" (27.4%) and "chills" (30.2%) are 
additive; thus, at least 57% of the active participants would have been affected by such side 
effects, resulting in an additive ARR of 49%. The other symptoms were presumably not 
additive, but secondary findings to "fever" and "chills". 
Own calculations, sources: Side effects: CSR Final Report, Table 14.372, Any dose, COVID-19: 
figures from this expert opinion.  

The obvious addition of "fever" and "chills" (see in the figure text) makes the extremely strong 
imbalance between the side effect risks and "COVID-19" even worse. 

This comparison also clearly speaks against a benefit of BNT162b2 and for a 
disadvantage.  

As already mentioned above, it is noteworthy in this comparison that these vaccination 
reactions are not included in the AE evaluation, i.e. those of Chapter 5.4.4 and 5.4.5nor in the 
previous evaluation (5.4.6). This is therefore a further, independent piece of the mosaic. 

5.4.8 Local side effects 

The "reactogenicity study" also asked about 3 local side effects. Around 10% of respondents 
were affected by banal redness and swelling after active, whereas only 1% of those 
vaccinated with placebo reported such complaints (Tab. 27). 

However, 84% of the active group complained of pain at the injection site compared to 17% 
of the placebo group. 
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Tab. 27 Local side effect, reactogenicity study  
  BNT162b2  

N = 3908 
Placebo 

N = 3902 
  N % N % 
Redness Any 373 9,5 58 1,5 
 Severe 25 0,6 3 0,1 
Swelling Any 410 10,5 39 1,0 
 Severe 16 0,4 2 0,1 
Pain at the injection site Any 3297 84,4 665 17,0 
(pain at the puncture site) Severe 50 1,3 1 0,0 
Risks summarized according to any dose. 
Source: CSR Final Report, Table 14.366 

The duration of pain at the injection site in the active group was 2.1 days after the first dose 
and 2.5 days after the second dose (CSR, Table 14.370).  

One should never neglect these local bodily injuries with vaccinations, which, as here, clearly 
went beyond "a prick"69 . So here 100% "prick", 84% lasting pain at the injection site, but 
only around 4% prevented flu-like symptoms. That alone seems like a bad "deal". 

If at least one single case of flu-like symptoms was truely prevented �«��  as discussed 
exhaustively in Section 6. 

5.4.9 All symptomatic cases 

The data described in Section 4.3.4 and Tab. 12 showed, albeit with significant limitations that 
represented a bias for active, that when considering all cases of suspected influenza-like 
illness, the ARR was ~2% in favor of active. 

You can now also use this ARR (~2%) as described in Section 5.4.7 the overincidence of non-
serious systemic side effects. The illustration (Fig. 22) immediately shows that this overincidence 
was 20 to 25%. 

So there is no recognizable benefit here either. 

5.4.10 Cases of influenza and similar in the AE evaluation 

Such cases could actually have been a measure of the benefit. At least if they had been 
collected regularly and evaluated without suppressing the RT-PCR-negative cases. 
Alternatively, you can look at this in the AE evaluation, although you have to bear in mind that 
there should be a lot of bias here, especially with regard to the measured incidences, which 
were probably much lower than in reality. This is because symptoms that were to be checked 
as COVID-19 should not actually be recorded as AEs. This also explains their extremely low 
incidence in the AE tables. 

First of all, the extremely low incidence of influenza and influenza-like symptoms in the AE 
evaluation is surprising (Tab. 28). For the duration of the observation (~4.5 months, especially 
primarily in fall and winter), one could have expected at least a 10-fold, if not 50-fold 
incidence. 

                                             
69 The Minister President of Baden-Württemberg, Winfried Kretschmann, said after his first 

vaccination in 2021: "It's just a prick". 
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Tab. 28 ILI and influenza as AE, Blinded FU �����•�������\�H�D�U�V 
 BNT162b2 (n = 21926) Placebo (n = 21921) 
 N % N % 
Influenza-like illness (ILI) 24 0,3 4 0,0 
Influenza 3 0,0 1 0,0 
ILI + influenza* 27 0,132 5 0,023 
Source: Sumnary of Clinical Safety, Blinded FU, Table 8 
*  p = 0.00011 (Fisher) 

It is therefore obvious to look for other similar terms. There was no difference for upper 
respiratory tract infections (Tab. 29). 

Tab. 29 Other significant upper respiratory tract infections as AE, Blinded FU�����•�������\�U�V�� 
 BNT162b2 (n = 21926) Placebo (n = 21921) 
 N % N % 
Oropharyngeal pain 36 0,4 31 0,4 
Rhinorrhea 21 0,3 13 0,2 
Sinusitis 20 0,2 31 0,4 
Sum 77 n.cal. 75 n.cal. 
Source: Sumnary of Clinical Safety Blinded FU, Table 8 
None of these terms showed a significant difference between the groups. 
 
So you have to look further. Above all, "malaise" and "asthenia" (weakness) were found as 
events that could be associated with influenza on the one hand and occurred relatively 
frequently in the AE panel overall. Both showed a clear preponderance in the active group. In 
addition, "pyrexia" (fever) and "chills" (chills, usually a fever that was not measured). 

Tab. 30 Other flu-like symptoms as AE, Blinded FU�����•�������\�U�V�� 
 BNT162b2 (n = 21926) Placebo (n = 21921) 
 N % N % 
Malaise 130 1,6 22 0,3 
Asthenia 77 0,9 25 0,3 
Pyrexia§ 1520 18,2 78 0,9 
Chills§ 1368 16,4 121 1,5 
Source: Sumnary of Clinical Safety Blinded FU, Table 8 
Each of these terms showed a significant difference between the groups. 
§ These terms were recorded both under reactogenicity and as COVID-19 symptoms. 

Of course, the almost complete clinical correspondence between influenza and COVID-19 must 
be pointed out here. It is also worth remembering that influenza almost completely 
disappeared in calendar week 12 2020, a phenomenon that cannot be explained bio- or 
physiologically. In general, it can be assumed that many phenomena actually meant influenza 
or flu-like infections, but that only a different name ("COVID-19") was used for this pandemic 
and these vaccines. 

5.4.11 Other analyses 

In August 2022, an analysis of "serious adverse events of special interest" (SAESI) was 
published in a scientific journal70 ; one of the co-authors was Peter Doshi, at the time one of the 
editors of the British Medical Journal and a renowned scientist of the Cochrane Collaboration. 

                                             
70  Fraiman J, Erviti J, Jones M, Greenland S, Whelan P, Kaplan RM, Doshi P. Serious adverse events 

of special interest following mRNA COVID-19 vaccination in randomized trials in adults. Vaccine. 
2022 Sep 22;40(40):5798-5805. doi: 10.1016/j.vaccine.2022.08.036. Epub 2022 Aug 31. 
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With SAESI, the authors analyzed a variable slightly different from the above SAE. In their 
main analysis, the authors pooled the data of the modRNA vaccines from Pfizer-Biontech and 
Moderna, but also showed analyses for the two individual products; in each case at the time of 
initial approval (December 2020). Their results for Comirnaty are illustrated in the following 
Fig. 23. 

 

Fig. 23 Analysis by Fraiman et al. 2022, on the Comirnaty 

Please note: In contrast to the analyses above, the number of such events was counted rather 
than the number of people with such events. I therefore refrain from a statistical test here. 
Data from the publication, Table 2.  

These analyses showed advantages for placebo rather than for Comirnaty, just as they did for 
the Moderna product. Both at the time of initial approval. 

5.5 What could have been recodnized end of 2020 on Comirnaty? 
The following is a translation from a very recent article of mine.71 

The results of C4591001 were published on December 10, 2020 in the NEJM4 electronically 
and in paper form on December 31, 2020. This article was immediately and fully freely 
accessible and today (April 24, 2024) ranks 6th among all scientific articles in terms of 
attention, 1st among all NEJM articles (the NEJM is worldwide the most important journal in 
terms of clinical research results) and 2nd among all articles of similar age.72 It goes without 
saying that this article was immediately and extensively referenced in secondary medical-
scientific literature (e.g. Ärztezeitung73 , there even on the same day) as well as in the general 
press. In fact, no medical professionals can claim that they were not aware of this article. 
Especially not back around Christmas and New Year's Eve 2020, i.e. in the middle of the 
                                             
71  Kremer HJ. Was hätte man Ende 2020 zum Comirnaty wissen können? 30. Mai 2024 

https://tkp.at/2024/05/30/was-haette- man-ende-2020-zum-comirnaty-wissen-koennen/  
72  https://nejm.altmetric.com/details/95765100#score, drawn on April 24, 2024. 
73  https://www.aerztezeitung.de/Medizin/Phase-III-Studie-zu-Corona-Vakzine-BNT162b2-jetzt -

publiziert--415503.html, published December 10, 2020. 
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lockdown with night-time curfews and visiting bans, when most doctors should have had the 
leisure to take a closer look at the article. By taking a closer look, I mean not only noticing the 
reading the abstract, but also taking a look at methods and the data. 

Of course, the main focus of this article, as well as the secondary literature, was on the results 
of vaccine efficacy, i.e. the prevention of "COVID-19". But the following could already be 
recognized at that time; of course not as "nicely" presented as in the section above 5.4 and of 
course without the results from the Blinded FU.  

One could have recognized that the clinical relevance of the efficacy variables was 
questionable. Such a clear presentation as the following (Tab. 31) was of course not included 
in the article, but would have been easy to find. 

Tab. 31 Definition of the efficacy variable 
Participants with at least one of these symptoms:     
Fever  �Æ 

R
T-P

C
R-T

es
t 

�Ê 
 

�Ì  

 
New or increased cough  �Æ Positive 

�Æ �Å�&�2�9�,�'-�����  ́
A cases 

New or increased shortness of breath  �Æ 
Chills  �Æ 
New or increased muscle pain  �Æ  
New loss of taste/smell  �Æ Negative 

�Æ not reported 
B cases 

Sore throat  �Æ 
Diarrhea  �Æ 
Vomiting  �Æ  

 
The following cases would have been conceivable, for example: 

�x Diarrhoea / positive RT-PCR Test �Æ COVID-19  
(A case) 

�x Fever 39°C + dyspnoea + muscle pain / negative RT-PCR-Test �Æ not reported! 
(B case) 

It had therefore to be clear: The efficacy variable had no clinical relevance. 

Moreover, the reasonably experienced reader of the Polack article should have realized that 
something was missing, namely the B cases. 

As already emphasized several times, such an analysis should not have been based on the 
�´�3�H�U�� �3�U�R�W�R�F�R�O�� �6�H�W�µ�� �S�U�H�I�H�U�U�H�G�� �E�\�� �3�I�L�]�H�U-�%�L�R�Q�W�H�F�K���� �E�X�W�� �R�Q�� �W�K�H�� �P�X�F�K�� �E�U�R�D�G�H�U�� �´�,�Q�W�H�Q�W�L�R�Q-To-Treat 
���,�7�7�����6�H�W�µ�����$�I�W�H�U���D�O�O�����W�K�H���G�D�W�D���R�Q���W�K�H���,�7�7���V�H�W���Z�D�V���F�H�U�W�D�L�Q�O�\���S�U�H�V�H�Q�W�H�G���L�Q���W�K�H���S�X�E�O�L�F�D�W�L�R�Q����Fig. 24); 
�W�K�H���I�L�J�X�U�H�V���D�U�H���������D�Q�G�����������F�D�V�H�V���R�I���´�&�2�9�,�'-�����µ�� 

 

Fig. 24 Excerpt from Figure 3 from Polack et al, NEJM, 2020 4 

This table was or is shown below Fig. 11, page 81. The set was referred to a "modified 
intention-to-treat population" as described in the article, which corresponded to the "Dose 1 
all-available efficacy population". The denominators are shown in the headers. 
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Beside the A cases, the denominators were given. Moreover, the numbers in brackets in the 
�F�R�O�X�P�Q���Z�L�W�K���´�V�X�U�Y�H�L�O�O�D�Q�F�H���W�L�P�H�µ���D�U�H���V�W�U�D�Q�J�H�O�\���O�R�Z�H�U than these denominators. I have never seen 
an explanation for this discrepancy. Nevertheless, the time and the numbers behind it allow the 
calculation of the observation time: about 2.25 months. Polack et al. gave a median of 2.5 
months. So far acceptable. 

From the figures in Fig. 24, the incidences were to be calculated, i.e. for active 50 / 21,669 = 
0.23% and for placebo 275 / 21,686 = 1.27%, which results in a difference (= absolute risk 
reduction, ARR) of 1.04%; too much to ask? This ARR was achieved within 2.25 to 2.5 months. 

This ARR could have been used to start a benefit analysis. 

�6�R���L�I�����������W�K�H���Y�D�F�F�L�Q�D�W�L�R�Q���U�H�V�X�O�W�H�G���L�Q���D���´�J�D�L�Q�µ�����L���H�����D��reduction in COVID-19 of 1.04%, what did 
�W�K�H���Y�D�F�F�L�Q�H�H���K�D�Y�H���W�R���´�L�Q�Y�H�V�W�µ���L�Q���W�K�H���E�H�J�L�Q�Q�L�Q�J�����L���H�����L�Q���W�H�U�P�V���R�I���V�L�G�H���H�I�I�H�F�W�V�" 

This publication also provided this information, namely the data from the reactogenicity study 
(Fig. 25).  

The absolute incidences were of less interest than the differences to placebo. 

�6�\�V�W�H�P�L�F�� �V�L�G�H�� �H�I�I�H�F�W�V�� �V�X�F�K�� �D�V�� �´�I�D�W�L�J�X�H�µ�� �D�Q�G�� �´�K�H�D�G�D�F�K�H�µ�� �Z�H�U�H��after active already in the 
incidence range of 25-59%, the local side effects (pain) even higher. The differences to 
placebo for systemic side effects ranged from 11-�����������,�W���V�K�R�X�O�G���E�H���E�R�U�Q�H���L�Q���P�L�Q�G���W�K�D�W���´�F�K�L�O�O�V�µ��
�D�Q�G���´�I�H�Y�H�U�µ���D�O�R�Q�H���D�U�H���O�L�N�H�O�\���W�R���E�H���G�L�U�H�F�W�O�\���D�G�G�L�W�L�Y�H�����Z�K�L�F�K���F�D�W�D�S�X�O�W�V���W�K�H���G�L�I�I�H�U�H�Q�F�H�V���W�R���S�O�D�F�H�E�R��
into the 30-46% range after the second dose. It is possible that other symptoms would also be 
additive. Presumably, the incidences and differences would be even higher if doses 1 and 2 
�K�D�G���E�H�H�Q���F�R�P�E�L�Q�H�G�����,�I���´�I�H�Y�H�U�µ���K�D�G���E�H�H�Q���F�O�D�V�V�L�I�L�H�G���P�R�U�H���P�H�D�Q�L�Q�J�I�X�O�O�\�����W�K�H�V�H���L�Q�F�L�G�H�Q�F�H�V���Z�R�X�O�G��
probably have been even less favorable for verum. Therefore, the extremely conservative 
estimate can be made: At least 25% of BNT participants had more systemic vaccine side 
effects than placebo participants. 
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Fig. 25 Copy of Figure 2 from Polack et al, NEJM, 2020 4 

The figure above the bars show percentages. 
It should be noted that the re-categorization of the measurement ranges from "fever" to the 
severity scale is questionable because only a temperature of 38.0° to 38.4° C was rated as 
"mild" and because temperatures of 37.0 to 37.9° C were not captured. This is why the 
assessments of "chills" and the use of antipyretic, i.e. antipyretic, medication diverge 
illogically.  

Looking at the local side effects, i.e. essentially pain, the plus in the BNT group was even at 
least 50%. Jist for information, as some may argue that local side effects might not be offset 
�E�\���V�\�V�W�H�P�L�F���´�J�D�L�Q�V�µ���Z�L�W�K���´�&�2�9�,�'-�����µ�����7�K�H���L�Q�G�L�Y�L�G�X�D�O���D�V�V�H�V�V�P�H�Q�W���P�D�\���V�R�P�H�W�L�P�H�V���E�H���G�L�I�I�H�U�H�Q�W�� 

�$�Q���´�L�Q�Y�H�V�W�P�H�Q�W�µ���R�I���D�W���O�H�D�V�W�����������P�R�U�H���I�U�H�T�X�H�Q�W���V�L�G�H���H�I�I�H�F�W�V���Z�D�V���W�K�H�U�H�I�R�U�H���R�I�I�V�H�W���E�\���D���´�S�U�R�I�L�W��
�S�U�R�V�S�H�F�W�µ���R�I���D�U�R�X�Q�G���������������O�H�V�V���´�&�2�9�,�'-�����µ�� 

The 1.04% gain, if it was a clinically relevant gain at all, was achieved in about 2.25 months; 
if one estimates the duration in favor of Comirnaty. The side effects only occurred after the 
�I�L�U�V�W�� �D�Q�G�� �H�V�S�H�F�L�D�O�O�\�� �W�K�H�� �V�H�F�R�Q�G�� �G�R�V�H���� �L���H���� �D�W�� �W�K�H�� �E�H�J�L�Q�Q�L�Q�J���� �6�R�� �Z�K�H�Q�� �Z�R�X�O�G�� �W�K�H�� �´�E�U�H�D�N-even 
�S�R�L�Q�W�µ�� �E�H�� �U�H�D�F�K�H�G���� �L���H���� �W�K�H�� �S�R�L�Q�W�� �D�W�� �Z�K�L�F�K�� �´�L�Q�Y�H�V�W�P�H�Q�W�µ�� �D�Q�G�� �´�S�U�R�I�L�W�µ�� �D�U�H�� �E�D�O�D�Q�F�H�G�"�� �3�X�U�H�O�\��
theoretically and without taking loss of efficacy into account. 
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In order to offset the conservatively estimated side effect rate of 25% alone, the vaccinees 
would have had to allow 25%/1.04% = 24, i.e. 24 times 2.25 months = 54 months to reach 
�´�E�U�H�D�N-�H�Y�H�Q�µ�����,�Q���R�W�K�H�U���Z�R�U�G�V�����P�R�U�H���W�K�D�Q�������\�H�D�U�V�� 

Did the vaccinators realize this? 

Were the vaccinees informed about this problem at the time? 

Was it possible to speak of an individually expectable benefit? 

Perhaps if the vaccination had actually offered roughly lifelong protection. Which was pretty 
much ruled out from the outset. After all, it was generally known that, assuming the existence of 
SARS-CoV-2, these RNA viruses mutate extremely quickly. 4 years of protection? That is not 
the case with influenza vaccinations either. 

Why did the companies start sabotaging this study as early as December 14, 2020 by 
persuading the placebo participants to take the real vaccine? Only very few people may have 
been aware of this at the time. I only became aware of rumors about this in February 2021. 
At least the German trial centers must have known about it. 

Why did the companies start preparing studies on the booster as early as spring 2021? The 
corresponding RCT on Comirnaty started on July 1, 2021 �² without preparation? The first 
boosters were already administered in Germany at the end of August 2021! By then at the 
latest, there could no longer be any talk of sustainable protection. 

Now incorrigible vaccination supporters may object: Yes, perhaps, but ... the vaccination has 
prevented serious cases. 

So, let us take a closer look at the Polack article, as f�R�U�� �F�D�V�H�V�� �R�I�� �´�V�H�Y�H�U�H�� �&�2�9�,�'-�����µ the 
supplementar appendix should have been consulted and simplest fractional calculation should 
have been carried out. Unfortunately, appendices are too rarely skimmed, although the 
problematic, i.e. interesting, results can usually be found there. The ones that authors should or 
must show, but which they would prefer to hide at the same time. Here, too, I am of course 
referring to the ITT set, although these figures are more favorable to Comirnaty than the data 
on the PP set preferred by Pfizer (Fig. 26). 

Easy to see and calculate from Fig. 26 and Fig. 24 that only 1 (2%) of 50 COVID-19 cases in 
the verum group and 9 (3.3%) of 275 �L�Q�� �W�K�H�� �S�O�D�F�H�E�R�� �J�U�R�X�S�� �Z�H�U�H�� �F�O�D�V�V�L�I�L�H�G�� �D�V�� �´�V�H�Y�H�U�H�µ����
accordingly, 98% and 97%, respectively, were classified as non-severe. 

The exact figures on severe reactions could not have been extracted from the article, e.g. Fig. 
25,  or the appendix. However, the essential global incidences of adverse events were 
included in the appendix of the article (Fig. 27); these are at least as valid, at least the 
�´�V�H�Y�H�U�H�µ���D�Q�G���´�V�H�U�L�R�X�V���$�(�V�µ�����$�O�O���$�(�V�����´�V�H�Y�H�U�H�µ���D�Q�G���´�U�H�O�D�W�H�G�µ���Z�H�U�H���F�O�H�D�U�O�\���P�R�U�H���I�U�H�T�X�H�Q�W���L�Q���W�K�H��
verum group than in the placebo group; p = 0 applies to all these differences. 

�2�Q�O�\�� �I�R�U�� �´�O�L�I�H-�W�K�U�H�D�W�H�Q�L�Q�J�µ�� �D�Q�G�� �´�V�H�U�L�R�X�V�µ�� �Z�D�V�� �W�K�H�U�H�� �Q�R�� �V�L�J�Q�L�I�L�F�D�Q�W�� �G�L�I�I�H�U�H�Q�F�H���� �D�O�W�K�R�X�J�K�� �W�K�H�U�H��
was a trend against active for the latter. 
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Fig. 26 Copy of Table S5 from Polack et al, NEJM, 2020 4 

From the "Supplementary Appendix" of the aforementioned article.  
NB: The top line corresponds to the result of the ITT set, the bottom  
line to the result of the PP set. 

It would have been easy to see from all this: An individual benefit was in no way to be 
�H�[�S�H�F�W�H�G�� �D�W�� �W�K�D�W�� �W�L�P�H���� �(�Y�H�Q�� �D�G�G�L�Q�J�� �F�D�V�H�V�� �R�I�� �´�V�H�Y�H�U�H�� �&�2�9�,�'-�����µ�� �W�R�� �W�K�H�� �´�V�H�Y�H�U�H�� �$�(�V�µ���� �Z�R�X�O�G��
result in 241 verum and 148 placebo, p = 0.000001. 

The difference is s�X�F�K���W�K�D�W���F�R�Q�V�L�G�H�U�D�W�L�R�Q�V���D�V���W�R���Z�K�H�W�K�H�U���R�U���Q�R�W���W�K�H���F�D�V�H�V���R�I���´�V�H�Y�H�U�H�µ���R�U���´�V�H�U�L�R�X�V��
�$�(�V�µ���L�Q�F�O�X�G�H���W�K�H���F�D�V�H�V���R�I���´�V�H�Y�H�U�H���&�2�9�,�'-�����µ���Z�H�U�H���L�U�U�H�O�H�Y�D�Q�W�� 

 

Fig. 27 Copy of Table S3 from Polack et al, NEJM, 2020 4 

From the "Supplementary Appendix" of the aforementioned article.  

A break-even point can as well be calculated with tjhese figure, which would turn out around 
28 months. 74 However, this calculation is subject to the provison that the AEs relate to the entire 
observation peri�R�G�����L���H�����W�K�D�W���W�K�H�\���G�L�G���Q�R�W���´�V�W�D�Q�G���V�W�L�O�O�µ���D�W���W�K�H���E�H�J�L�Q�Q�L�Q�J�����$�Q���´�L�Q�I�L�Q�L�W�H�µ���R�U���´�Q�H�Y�H�U�µ��
would therefore be just as conceivable. 

Is it necessary to mention that these calculations could only get significantly worse with the 
boosters? 

From all this, it would have been easy to see that an individual benefit from these vaccinations 
could be ruled out in the short term and was extremely unlikely even in the long term. Unless 

                                             
74  �7�K�H���L�Q�F�L�G�H�Q�F�H���R���I���Å�V�H�Y�H�U�H���&�2�9�,�'-�����´���Z�H�U�H�����������������D�I�W�H�U���D�F�W�L�Y�H���D�Q�G�����������������D�I�W�H�U���Slacebo, 

�G�L�I�I�H�U�H�Q�F�H�������������������Å�V�H�Y�H�U�H���$�(�´���������������D�I�W�H�U���D�F�W�L�Y�H���G�Q�G�������������D�I�W�H�U���S�O�D�F�H�E�R�����G�L�I�I�H�U�H�Q�F�H��
0,467%; the proportion of the differences was 12,6, times 2.25 months yields 28,4 months. 
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the potential vaccinee had a completely exaggerated and one-�V�L�G�H�G�� �I�H�D�U�� �R�I�� �´�&�2�9�,�'-�����µ����
and it �Z�D�V���S�U�H�F�L�V�H�O�\���W�K�L�V���I�H�D�U���W�K�D�W���V�K�R�X�O�G���K�D�Y�H���E�H�H�Q���S�U�L�P�D�U�L�O�\���´�W�U�H�D�W�H�G�µ�����&�H�U�W�D�L�Q�O�\�����W�K�H���P�H�G�L�D��
and politicians did everything they could at the time to stir up such fears. But would it not have 
been up to sensible and level-headed doctors to allay these fears? Instead of resorting to the 
simple and profitable injection? 

�:�D�V���W�K�H�U�H���D���Y�D�F�F�L�Q�D�W�L�R�Q���L�Q�G�L�F�D�W�L�R�Q���V�X�F�K���D�V���´�I�H�D�U���R�I���&�2�9�,�'-�����µ�" 

At the beginning of 2021, there was only a vague hope that the vaccination would provide 
long-term protection. This hope was dashed in the summer of 2021 with the start or 
propagation of booster vaccinations. Any attempt to obtain reliable data on long-term 
protection was already destroyed by the manufacturers' sabotage campaign, i.e. the 
dissolution of the placebo group. This became known by mid-April 2021 at the latest. In other 
words, at a time when the authorities and doctors could well have stopped the campaign. 

Conclusion: It was already clear from the data on the Pfizer-Biontech vaccine published on 
December 10, 2020 that it could not have any benefit. Based on this level of knowledge, the 
�´�E�U�H�D�N-�H�Y�H�Q�� �S�R�L�Q�W�µ���� �D�W�� �Z�K�L�F�K�� �D�Y�R�L�G�H�G�� �&�2�9�,�'-19 cases balance out the initial side effects, 
�Z�R�X�O�G���K�D�Y�H���E�H�H�Q���U�H�D�F�K�H�G���D�I�W�H�U�������\�H�D�U�V���D�W���E�H�V�W�����,�Q���W�K�H���F�D�V�H���R�I���´�V�H�Y�H�U�H���&�2�9�,�'-�����µ�����W�K�H���E�U�H�D�N-
even point would have been reached after 2 years at best, probably never. 

Was this ever discussed in informed consents for vaccinees? 

5.6 Discussion 
The benefit analyses show either no difference between Comirnaty and placebo or clear 
disadvantages for Comirnaty. 

Most of these results would have already been recognizable to authorities and experts in 
December 2020, especially the obvious comparisons of side effects with the "COVID-19" 
cases. However, the authorities would have had to carry out their own, albeit simple, analyses, 
at least in part.  

Of course, it will be objected that the majority of people at the time assumed a long-term 
benefit, i.e. a genuine protective effect from the vaccination. However, the following should 
have applied here: Quod erat demonstrandum. This is precisely why it would have been 
necessary to continue the C4591001 trial as originally planned, i.e. over 2 years and without 
breaking up the placebo group. This is exactly what both Pfizer and Moderna wanted to 
prevent at all costs, and the authorities finally gave in to these advances.  

On the basis of  

- the observation period in the "Final Report" of ~2.25 months or the approximate 
information from the publication by Polack et al. NEJM, 2020 4 of 2.5 months 
(median),  

- Comirnaty's optimistic assumption that the effect, i.e. the ARR of around 1%, could 
have been maintained in the long term (i.e. 1% per ~2 months),  

- and the very favorable assumption for Comirnaty of only 25% more systemic side 
effects compared to placebo (which is already worse than no vaccination), 

... then the "break-even point", i.e. the point at which the benefits and harms for a 
vaccinated person would be balanced, would only be reached after around 54 months 
oder frühestens nach 4 Jahren. At best!  

This calculation should have appeared catastrophic to everyone, at the latest with the 
booster vaccinations.  

Not only were boosters in themselves an admission of weak and by no means lasting 
effects; they also added new risks and side effects. 
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In this light alone, the behavior of the authorities with regard to the sabotage of trial 
C4591001 was hair-raisingly permissive and wrong. Since there was no evidence of any 
benefit at the time, there could be no ethical argument for breaking up the placebo group.  
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6. The presumed true effect 

6.1 Conclusions on this section 
It seems very likely that the true effect of these vaccinations was an interference with the RT-
PCR test; this interference caused these tests to be negative in vaccinated individuals. 

An immunological effect of the vaccination in the sense that it could prevent COVID-19 disease 
seems unlikely, even impossible. 

In the CSR, the results for possible COVID-19 symptoms (suspected COVID-19) that tested 
negative (not confirmed) were suppressed. On the one hand, the assumed interference of the 
RT-PCR tests, which should be decisive in determining efficacy, must have completely distorted 
the efficacy results. On the other hand, the suppression of cases with a negative test made it 
very difficult to detect these circumstances.  

The models presented here, which capture the effect of the interference of the RT-PCR test as a 
filter effect and thus quantify the data suppressed in the CSR, i.e. negative-tested symptoms, 
show that the apparent efficacy, as described in the main Section 4 can be fully explained.  

In this sense, there can no longer be any question of a prophylactic, patient-relevant effect 
of the vaccination. The effect of the vaccination is purely artificial and should simply be 
regarded as fraud. 

Such products can have no benefit. 

Even in the very unlikely event that the above assumption is not or not completely true, the 
data prepared here show that the remaining effects would then by no means have reached a 
patient-relevant level.  

As long as the manufacturers do not submit corresponding, meaningful analyses, the strong 
suspicion of fraud must remain.  

6.2 Backgrounds 

6.2.1 Does the immunological explanation fit? 

In Section 4.2.8 "Problems with this definition" I wrote: 

Now you have to think about it this way: If a positive RT-PCR test was the decisive criterion, 
what would happen if the vaccination interfered with this test? The whole concept of this 
vaccination stands and falls with this question! 

There is actually a lot of evidence to suggest that this vaccination has no effect on "COVID-19" 
or flu-like infections, or rather, no positive effect on them, but only temporarily interferes with 
the RT-PCR tests. 

The strongest indication of this is that the effect on the RT-PCR test, which should determine the 
incidence of "COVID-19" here, precedes the formation of antibodies by 10 to 17 days; see 
Section 4.3.4 and above all the Fig. 11, Fig. 12, Fig. 13 and Fig. 14. A relevant production of 
antibodies was only recognizable 28 days after the first vaccination, on day 21 after the first 
vaccination the amount of antibodies was still insufficient, a protective effect could not have 
been explained. However, the RT-PCR tests almost always remained negative as early as 12 
days after the first vaccination, and this is precisely why there was a special evaluation in the 
CSR Blinded FU for the "COVID-19" incidence between day 1 (= first vaccination) and day 11 
as well as for all later periods (Fig. 20). There is no doubt that the effect on the RT-PCR was 
already fully present from day 12 after the first dose. In other words, at a time when no 
antibody formation was present.  

Accordingly, the effect measured by the RT-PCR test cannot be explained by the formation of 
antibodies, which is classically considered to explain the efficacy of vaccines. In the case of 
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Comirnaty, the usual explanation was that the modRNA produces proteins that resemble the 
alleged spike protein of coronaviruses, against which the human immune system forms 
neutralizing antibodies, which would then protect against disease. However, the following 
applies here: First the effect (PCR test) and then the antibodies. The "reversed" order made this 
explanatory model untenable. 

Neither the FDA nor Pfizer know how the vaccine actually generates immunity: 

"The exact immunologic mechanism that confers protection against SARS-CoV-2 is 
unknown." 7576 

6.2.2 But what about the antibodies? 

I do not want to go into the fact that the usual explanation was full of contradictions here. 
Biologists such as Dr. Sabine Stebel in particular have compiled sufficient findings that 
contradict this narrative. One could also ask, for example, how the modRNA could actually 
encode an entire virus capsule, i.e. a three-dimensional network. Or: If the spike protein is at 
the "left" end of the protein sequence - what is at the "right" end? Or in the "surface" image: 
which, according to the blueprint, would "float freely" due to the modRNA: Why then no 
antibodies against the "insides"? Which of the two ends or sides are the antibodies directed 
against? 

Incidentally, Prof. Sucharit Bhagdi already said in spring 2020 that such antibodies would not 
get into the lungs at all, so that the concept of this vaccination was also massively questioned. 

With all the many lies that have been fed to us in connection with "SARS-CoV-2", "COVID-19" 
and these vaccines, one aspect is probably true: the modRNA apparently forces the production 
of peptides (small proteins) or proteins (large molecules). This is what real mRNA, which decays 
extremely quickly, and modRNA, which should have a much longer half-life in the organism, 
are for. To question the path of mRNA or modRNA to ribosomes and then to peptides or 
proteins would mean rejecting at least half of biology. Since most of the vaccinated persons 
were shaken by severe side effects, effects must be assumed. In principle, the acute effects 
could also be explained by the adjuvants, but by no means the many longer-term effects 
observed. Their quantities and exposure times are far too short for this. This means that the 
formation of peptides or proteins by the modRNA vaccines should be assumed. 

You may or may not believe the promises of the manufacturers or the NIAID that these proteins 
replicate the spike proteins of coronaviruses. A neutral position should simply be assumed 
regarding peptides or proteins. However, if foreign proteins enter the organism or are even 
produced there, as after the modRNA vaccinations, the natural reaction of the immune system 
is the formation of antibodies. This in turn means that the presence of antibodies says 
nothing about the protective effect of a vaccine, as antibodies can be directed against both 
non-toxic and highly toxic proteins (tetaunstoxin, botulism toxin).  

Conversely, however, it is quite conceivable that the formation of antibodies can explain some 
subsequent effects, even if they are actually only unfavorable. In particular, it should be 
remembered that the massive and uncontrolled formation of peptides and proteins and the 
subsequent formation of antibodies biases the immune system and therefore other immune 
defenses may be limited by immune exhaustion.  

                                             
75  https://x.com/USMortality/status/1598355240767848449?s=20  

Reference is made to the following FDA summary dated November 8, 2021:  
76 Summary Basis for Regulatory Action. 11/8/2021 (<FDA>. Ramachandra N. 

https://t.co/r63KL5qd8C. Therein section 5, page 15.  
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6.2.3 The amount of active ingredient 

Based on the nominal quantities of vaccine and the nominal length of the modRNA sequences, it 
can be calculated that more than 10 trillion modRNA strands enter the upper arm muscle with 
one dose. 77 I couldn't believe my eyes at the time and did the math: It's true. 

Now there is not only this order of magnitude. Apparently, depending on the test method, 
there are two "peaks" (Fig. 28). Another problem is that it is probably impossible to keep the 
exact sequence of each of these 10 trillion strands in production exactly the same; and this for 
only 1 dose, when billions of doses should be produced. Absolute correctness of each 
individual strand would be absolutely necessary given the enormous potential efficacy.  

 

Fig. 28 Copy of Figure 1 from Type II group of variations assessment report 

"Figure 1 shows the ion pairing RP-HPLC chromatograms for batches R427-P020.2-DS and 
20YS13CSOl. "For both batches, two peaks are observed by IP-RP-HPLC. Fragment Analyzer 
electropherograms. 78 

In addition, modRNA can presumably not be read reliably by the ribosomes, which in turn 
would lead to "wrong" proteins.  

In this context, it must be considered that the inventors of these gene sequences may have built 
in predetermined breaking points. Or that they may have set their sights on the second (or 
even the first, larger) peak from the outset. 10 trillion molecules means a lot may go wrong. 
Especially as the modRNA should be relatively long-lived in the organism according to its 
expressly desired nature. 79 

                                             
77 Mayer PF, Vaccination induces 13 trillion mRNA spikes in 35 trillion somatic cells. May 6, 2022. 

https://tkp.at/2022/05/06/impfung-bringt- 13-billionen-mrna-spikes-in-35-billionen-
koerperzellen/   

78 EMA/CHMP/448917/2021. Comirnaty. https://files.catbox.moe/sg745z.pdf   
79 The modRNA vaccines should actually have been classified as medicinal products, precisely 

because of the modification with an unnatural part of the molecule, 1N-methylpseudouridine. As 
a medicinal product, the bioavailability, distribution and elimination should have been 
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However, the period of 11 days until onset of action indicates that there was less a direct 
effect of the modRNA on the RT-PCR test (in which case the RT-PCR test would have gone blind 
immediately), but an intermediate step, i.e. cleavage at a predetermined breaking point in the 
modRNA strands, or that a certain amount of interfering peptides (see below) had to be 
produced at the ribosomes.  

6.2.4 The RT-PCR test 

The "usual" PCR test duplicates DNA sequences. The number of duplication steps (CT value) can 
be used as a measure for quantifying gene sequences.  

This test is therefore unsuitable for the detection of RNA, mRNA, modRNA or RNA viruses.  
Unless a reaction with a "reverse transcriptase" (RT) is preceeded, which transcribes the RNA 
sequence into a DNA sequence. RT-PCR tests have been used throughout the coronavirus crisis.  

Both the normal PCR test and the RT-PCR test are search tests, i.e. you must have one or more 
suitable starting sequences ("primers", i.e. short nucleotides) which attach to the DNA and are 
then amplified.  

In principle, there are two possible malfunctions80 : 

1. The reverse transcriptase is disrupted, e.g. by certain interfering peptides that virtually 
poison this enzyme, so that the conversion into DNA is disrupted, i.e. nothing to be 
captured by the primers. 

2. The primers are interfered with by antisenes, so that no polymerase chain reaction 
starts. took place. 

For both interference possibilities, it should be borne in mind that the inoculated sequences 
have a length of around 5000 nucleotides, i.e. presumably long enough for such an "add-on", 
especially for a corresponding main effect. The number of more than 10 trillion strands should 
be sufficient to produce one or the other effect.  

6.2.5 Shedding 

In immunology, "shedding" or antigen shedding refers to the shedding of antigens from the cell 
membrane of body cells. 81 

Since the start of the COVID-19 vaccination campaign, there have been an increasing number 
of anecdotal reports of such phenomena. This is how science begins. For example, there have 
even been reports of miscarriages after skin contact with vaccinated people.82 The Pfizer rule, 
according to which pregnant women should stay away from vaccinated people, must also be 
seen in this context, at least temporarily.83 There is now extensive research on this topic. 84  

With traditional vaccines, there have always been concerns that viruses could be released 
directly by those vaccinated. I do not want to discuss this here, as I see no reason to accuse 
Comirnaty of creating and then releasing viruses. Theoretically, the release of complete 
                                                                                                                                           

investigated in any case. The manufacturers have so far avoided this, although the extension of 
the duration of action was the decisive innovation.  

80 Stone A. Pandemic from the drawing board. Vaccination report no. 130/131, "1st/2nd quarter 
2021" (not actually published until fall 2021) 

81  https://de.wikipedia.org/wiki/Antigen-Shedding  
82 Mayer PF. Pfizer document confirms miscarriages even through skin contact with vaccinated 

people. May 5, 2023. https://tkp.at/2021/05/05/pfizer-dokument-bestaetigt-fehlgeburten-
selbst-durch-haut-kontakt-mit-geimpften/  

83 Mayer PF. Dr. Paul Marik: Transmission of vaccine spikes through shedding a major problem. 
June 13, 2023. https://tkp.at/2023/06/13/dr- paul-marik-uebertragung-von-impf-spikes-
durch-shedding-ein-grosses-problem/   

84 Mueller S. On the "shedding" of mRNA vaccines - uncontrolled spread. March 17, 2024. 
https://tkp.at/2024/03/17/zum-shedding-von-mrna-impfstoffen-unkontrollierte-verbreitung/   
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modRNA material may be possible.84 However, the release of peptides or proteins, such as the 
much-vaunted "spike protein", is much more obvious and certainly more significant in 
quantitative terms.  

Accordingly, the release of peptides (short proteins) after vaccination with modRNA vaccines 
should be considered. Such peptides naturally have antigenic properties as mentioned at the 
beginning of this subsection. 

If even peptides or "spike proteins" were exhaled or transmitted via skin or mucous membrane 
contact in such quantities that they even manifested clinically for third parties, then one must 
assume all the more that such peptides or "spike proteins" appear in the nasopharynx and can 
then be picked up by nasal or throat swab. 

What if these peptides interfere with reverse transcriptase? 

The consideration that certain peptides may have interfered with the RT-PCR assay is again 
supported by the temporal profile of the effect on the RT-PCR assay. After a few days, the 
peptide production forced by the modRNA should have reached sufficient levels to achieve 
shedding as well as sufficient levels on the nasal and pharyngeal mucosa. These amounts 
should continue to increase until the modRNA has been biodegraded and then persist until 
antibodies have sufficiently neutralized and degraded it, a process that should take weeks or 
a few months.  

Conversely, this can also be seen as an argument against antisense, since the modRNA could no 
longer increase in quantity after vaccination, unless due to fragments. Then one would have to 
postulate predetermined breaking points and "coincidentally" many short but matching 
antisense strands. There is therefore some evidence in favor of the hypothesis that peptides 
interfered with reverse transcriptase, so that the corresponding primers no longer found the 
target sequences in vaccinated individuals.  

6.2.6 The historical background 

In June 2021, The Daily Expose85 and other websites 8687 published a confidentiality 
agreement between the US vaccine manufacturer Moderna and the US National Institute of 
Allergic and Infectious Disease (NIAID) on the one hand and Ralph S. Baric's department at the 
University of North Carolina at Chapel Hill on the other. Ralph S. Baric is the most important 
corona researcher worldwide, who, together with K.M. Curtis and B. Yount, filed a patent  on 
coronaviruses as early as April 18, 2002,88 i.e. shortly before the outbreak of the first "SARS" 
epidemic. 

This confidentiality agreement is particularly remarkable because the signatures date from 
December 12 to 16, 2019, and because it concerned an "mRNA coronavirus vaccine 
candidate jointly developed and owned by NIAID and Moderna".  

                                             
85  The Daily Expose: Confidential Documents reveal Moderna sent mRNA Coronavirus Vaccine 

Candidate to University Researchers weeks before emergence of Covid-19. June 18, 2921. 
https://dailyexpose.co.uk/2021/06/18/confidential-documents-reveal-moderna-sent-mrna-
coronavirus-vaccine-candidate-to-university-researchers-weeks-before-emergence-of-covid-19/  

86 The True Defender: Confidential Docs Share Moderna Sent mRNA COVID-19 Vaccine Candidate 
To Uni Researchers Few Weeks Before The COVID-19 Emergence! July 5, 2021. link is no longer 
available. 

87  https://x.com/TexasLindsay_/status/1500962364593745924  
88  U.S. Patent 7,279,327, according to Mining Awareness / Martin DE: The Fauci/COVID-19 

Dossier: Exposes Fauci-Baric et al; Commercial Actors (Over 5100 Patents-Patent Applications 
Related to SARS Coronavirus). 15 May 2021. There with a transposed number, 372 instead of 
327. https://miningawareness.wordpress.com/2021/05/15/the-fauci-covid-19-dossier-
exposes-fauci-baric-et-al-commercial-actors-over-5100-patents-patent-applications-related-to-
sars-coronavirus/ 
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In mid-December 2019, no one actually or officially knew anything about SARS-CoV-2 or 
COVID-19. The WHO first reported such a disease on January 9, 2020. According to 
statements by Christian Drosten in the infamous Corman-Drosten paper89 , also embellished in 
his NDR podcast, he had heard about a possible coronavirus outbreak via social media on 
December 31, 2019 and said to have started theoretical work on the RT-PCR test on New 
Year's Day. Did Drosten regularly listen to Chinese WeChat communications? Had he received 
a tip-off from an intelligence agency? His account never sounded convincing. 

Unfortunately, it is not clear from the confidentiality agreement what exactly the questions and 
methodology were that Ralph S. Baric was to investigate. However, it is clear from the 
agreement that Baric and his group were to do this: 

 
The blocked part is a term of 15-19 characters in length; so it can hardly have been (exactly) 
a "mouse", "rat", "cat" or "bat" model, the blocked text is too long for that; however, "knock-
out mouse"90 would be quite conceivable. Exhibit A is - unsurprisingly - completely blocked.  

Incidentally, one of Baric's principals in that confidentiality agreement was a Barney Graham 
from the NIAID (US National Institute for Allergic and Infectious Diseases, whose director was 
Antony Fauci). Graham also sat on a Pfizer advisory board for the COVID-19 vaccines.  

The following explanations for this strange study are obvious. If the above hypothesis 
(vaccination interferes with RT-PCR test) is correct, then at some point someone had to show 
that the vaccination somehow had an influence on such an RT-PCR test, because without such 
evidence, large companies such as Pfizer, AstraZeneca, or Janssen would probably never have 
launched such a large clinical development program. It is also noteworthy that on March 12 
and 13, 2020 in New York, there was a COVID-19 vaccine developer conference at which 
Raph S. Baric and Barnay Graham were the keynote speakers.91 

Another development goal could have been that the vaccines did not cause such a disruption 
the very next day, but certainly after a few days. But perhaps this was already in the nature 
of the products. In fact, it is true for all COVID-19 vaccines that the samples of the vaccinated 
persons were almost always negative after 10-12 days (i.e. in the range of 95%), but not in 
the days before (see Fig. 11 and Fig. 12).  

Of course, it would also have been necessary to design this RT-PCR test in such a way that it 
turned out positive at least once in a while in the event of illness. These tasks were probably 
assigned to Christian Dorsten's group. This then led to the aforementioned Corman-Drosten 
paper89. Incidentally, its principles were later "sharpened" several times, as the rate of 
positive results was apparently insufficient at the beginning. 

                                             
89  Corman VM, Landt O, Kaiser M, Molenkamp R, Meijer A, Chu DK, Bleicker T, Brünink S, Schneider 

J, Schmidt ML, Mulders DG, Haagmans BL, van der Veer B, van den Brink S, Wijsman L, Goderski 
G, Romette JL, Ellis J, Zambon M, Peiris M, Goossens H, Reusken C, Koopmans MP, Drosten C. 
Detection of 2019 novel coronavirus (2019-nCoV) by real-time RT-PCR. Euro Surveill. 2020 
Jan;25(3):2000045. doi: 10.2807/1560-7917.ES.2020.25.3.2000045.  

90 Typical biological-biochemical model in which one or more genes are specifically deactivated in 
mice by means of genetic manipulation. https://de.wikipedia.org/wiki/Knockout-Maus   

91  Lambert PH, Ambrosino DM, Andersen SR, et al. Consensus summary report for CEPI/BC March 
12-13, 2020 meeting: Assessment of risk of disease enhancement with COVID-19 vaccines. 
Vaccine. 2020 Jun 26;38(31):4783-4791. doi: 10.1016/j.vaccine.2020.05.064. Epub 2020 
May 25. 
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6.2.7 The list of arguments 

Arguments in favor of the fact that the primary effect of the vaccination was and is an 
interference with the RT-PCR test:  

1. The effect measured by the RT-PCR test (avoidance of RT-PCR-positive cases) precedes 
the development of antibodies by 10 to 17 days. (Reference see above) 

2. Neither FDA nor Pfizer was aware of the immunological mechanism that is supposed to 
confer protection against SARS-CoV-2. (Reference see above) 

3. The oldest and most important expert in the field of coronaviruses received a coronavirus 
vaccine candidate from Moderna shortly before the official outbreak of COVID-19 and 
was to carry out trials with it that had previously been kept secret. (See above for 
reference) 

4. It seems unlikely that peptides or proteins produced in muscle could have a protective 
effect on human mucous membranes (see above for reference) 

5. The recently released RKI protocols show that the RKI already knew on January 8, 2021 
that there was no data on transmission prevention (prevention of transmission) through 
these vaccinations.92   

6. The senior Pfizer employee, Janet Small, had to admit to a committee of the EU 
Parliament in 2022 that this vaccination was never investigated for "cross-protection", i.e. 
whether or not the transmission of infection or disease from vaccinated persons was 
hindered. If one assumes that the vaccines were interfering with RT-PCR test, it becomes 
clear that such a question was never investigated due to futility; by any manufacturer of 
COVID-19 vaccines!  

7. Later, there were also clear indications that these vaccinations cannot prevent the 
transmission of "COVID-19" 9394 . How can they, if the vaccination has no antiviral or 
other protective effect? 

8. The inadequate effect of these vaccines after just a few months (see Section 4.3.6) and 
the obviously increased susceptibility to infection of COVID-19 vaccinated people 
(Section 7.3.4.4) become much more plausible, because antigens (proteins) are produced 
after these vaccinations that might be rather toxic, and then antibodies are also 
produced by the immune system, which at best protect against the intentionally 
introduced toxic proteins, but otherwise impair the immune system. 

9. If the suspicion about the primary vaccine effect is correct, then the sponsor had to do 
everything to ensure that this suspicion was not apparent in the data. Then it is perfectly 
logical that neither the "COVID-19 illness visits" that led to a negative RT-PCR test nor 
the symptoms that led to a "COVID-19 illness visit", which then remained negative, were 
allowed to be shown. 

10. With this in mind, Pfizer should also take further precautions to conceal the background if 
it does come to light. Perhaps this is why more "COVID-19 Illness Visits" were scheduled 
in the placebo group (see Section 6.6.2). A similar approach should be assumed in 
connection with the many cases of "randomized but not exposed" (Section 2.5.4) and 

                                             
92 "There is no evidence that once recovered people contribute significantly to transmission, 

quarantine exemption can remain for them o It is not possible to claim the same for vaccinated 
people, they should still not be given special status." 

93 Science Files, August 21, 2021: Longer and more: Fully vaccinated people are superspreaders 
[New study]. https://sciencefiles.org/2021/08/27/langer-und-mehr-vollstandig-geimpfte-sind-
superspreader-neue-studie/?highlight=vietnam   

94  Chau NVV, Ngoc NM, Nguyet LA,et al. An observational study of breakthrough SARS-CoV-2 
Delta variant infections among vaccinated healthcare workers in Vietnam. EClinicalMedicine. 
2021 Nov;41:101143. doi: 10.1016/j.eclinm.2021.101143. Epub 2021 Sep 30. 
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"withdrawal by subject" (Section 2.5.6, Tab. 3), albeit more for reasons related to 
deaths and SAEs. 

11. The last point gives a further indication of why the sponsor did not want to conduct the 
trial in a (modern) "double-blind" way: Apparently, as many people as possible should 
always know which participant received active and which received placebo. However, 
the presumed lack of safety of this vaccine may have been the decisive factor in the 
decision against (modern) "double-blind". 

12. Under these conditions, Pfizer, as well as Moderna, must have had the greatest interest in 
ensuring that no clean and controlled 2-year observation was carried out, i.e. that the 
planned conduct of the trial had to be sabotaged. The Fig. 16 underlines this argument. 
Not only is there a lack of long-term efficacy, but it is also to be feared that this 
vaccination even increases the risk of infection.  

13. The FDA itself admitted in April 2023 95 
 ... a vaccine can meet the EUA standard without any evidence that the vaccine prevents 
infection or transmission." 
But how then could relevant efficacy be shown using the RT-PCR test? 

14. The assumption that the interference with the RT-PCR test was the main effect can also be 
supported  by the fact that the importance of RT-PCR tests has been emphasized 
completely one-sidedly since the beginning of 2020, although its inventor, Nobel Prize 
winner Kary Mullis, considered its use for such purposes to be highly questionable. 

15. In this sense, it is also clear that there was never any interest in clinically defining COVID-
19 and precisely determining the risks of this disease. 

16. It should also be borne in mind that in the later observational studiese.g.147 an RT-PCR test 
was always used as the decisive criterion, but never clinical observations. Even in such 
studies, the "negative cases" were always suppressed, as if there were no other risks. In 
fact, observational studies should primarily investigate safety - which is impossible if you 
only count deaths with a positive PCR test. 

17. In addition, the concept, i.e. this deception, had to work at least initially in the 
observational studies as well as in the vaccination campaign. Mass manipulations of the 
test results in the RCTs therefore seem unlikely. 

18. The antisense considerations provide a possible mechanism. With the considerations on 
peptides that interfere with reverse transcriptase (RT), another, presumably even more 
plausible mechanism is available.  

19. Extensive information and analyses of the entire corona crisis are now available. This 
shows that "every single aspect of the 'Covid' narrative was falsified".96 In this sense, it 
would be absurd to assume that the most important aspect of this vaccination, i.e. the 
effect on the incidence of COVID-19, was not also based on fraud.  

6.3 ChatGPT survey 
I asked the Internet-based artificial intelligence (AI) chatGPT (3.5) on April 2, 2024, two initial 
questions not shown here:  

6.3.1 Antisene 

My question: 

                                             
95  https://totalityofevidence.com/timeline/fda-admits-a-vaccine-does-not-have-stop-infection-or-

transmission/  
96 Mayer PF. Every single aspect of the "Covid" narrative is fake! There was no pandemic! April 15, 

2024. https://tkp.at/2024/04/15/jeder-einzelne-aspekt-der-covid-erzaehlung-ist-gefaelscht-
es-gab-keine-pandemie/   
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"In this context: Is it possible that "antisense" blocks the primer or probe of an RT-PCR test?" 

Reply ChatGPT: 

"Yes, it is theoretically possible that antisense oligonucleotides could block the binding of 
primers or probes in an RT-PCR assay. 

Antisense oligonucleotides are synthetic DNA or RNA sequences that are complementary to a 
specific mRNA sequence. They are often used in molecular biology to inhibit the expression 
of certain genes by binding to the corresponding mRNA and blocking its translation. 

Now, if antisense oligonucleotides are designed to bind specifically to the regions of the 
primers or probes used to detect the virus in an RT-PCR test, they could potentially prevent 
these primers or probes from binding to the target RNA virus. This would lead to false 
negative results as the virus cannot be effectively detected. 

However, it is important to note that this is a speculative possibility and that the actual 
likelihood of such an event depends on several factors, including the specificity of the 
antisense oligonucleotides, the concentration of oligonucleotides in the sample, and other 
experimental conditions. 

In practice, RT-PCR tests are developed and optimized to be specific and sensitive enough to 
reliably detect the virus and are subject to strict quality controls to minimize potential 
interference from external factors such as antisense oligonucleotides." 

My assessment: According to this, ChatGPT "knows" such considerations or probably even 
practical experience, which also went into some depth and might not have been wild 
speculations. The general programming then presumably enforces the statement with the 
"speculative possibility". 

6.3.2 Peptides 

My question: 

"Could such a disruption also be caused by peptides?" 

Reply ChatGPT: 

"It is unlikely that peptides would directly block the binding of primers or probes in an RT-
PCR assay because peptides are composed of amino acids and cannot normally recognize 
the specific base sequence of an RNA or DNA. 

However, peptides could indirectly influence the performance of the RT-PCR test. For 
example, peptides could affect the structure or activity of enzymes required for the RT-PCR 
reaction. If peptides interfere with the activity of the polymerase or other enzymes involved 
in the RT-PCR, this could reduce the efficiency of the RT-PCR reaction and lead to false 
negative results. 

Furthermore, peptides in the sample could also lead to non-specific binding, which could 
impair the detection of the target virus. This could lead to unspecific amplification products 
that complicate the analysis or impair the interpretation of the results. 

...." 

My assessment: Interference by means of peptides, which are forced by the modRNA vaccines, 
would also be conceivable. This is supported by the timing of the switch from positive to almost 
consistently negative results, namely almost always after around 11 days.  

6.3.3 Conclusion on AI 

The AI recognizes the possibility that antisense sequences or peptides could interfere with an 
RT-PCR test. Unfortunately, the AI does not provide any references. 
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6.4 The visit-based model 
In Section 4.1 I emphasized the following statement: 

In general, the biggest shortcoming of this trial was that cases with symptoms but "only" a 
negative RT-PCR test were not analyzed at all. 

This is accompanied by the problem that the number of "COVID-19 illness visits" was not 
mentioned in any of the CSRs. However, this number is the starting point for the visit-based 
model. 

Core hypotheses 1. The main effect of the vaccination is an interference with 
the RT-PCR test, which is very rarely positive after a 
certain waiting period, actually 12 days after the first 
dose.  

2. The effect found on the incidence of COVID-19 is also 
determined by the different number of symptom visits.  

3. Initially, i.e. up to 11 days after the first dose, the filter 
effect of the RT-PCR test is almost the same in both 
groups.  

4. The filter effect by the RT-PCR test after 11 days was 
clearly different between vaccinated and unvaccinated 
(i.e. placebo) patients. 

Type of symptoms  Considerations of the prevalence of such symptoms play no or 
at most a subordinate role in this model, as the main 
determinants are the filter effect after 12 days and the 
distribution of visits.  

Initial phase Day 1-11, 11 days  
This is mainly due to Fig. 12page 81. 

Later phase Day 12-141, about 57 or about 120 days  
The endpoint results from the mean observation 
durations(Tab. 13, Tab. 14 and Tab. 19). 

 In the model, the two phases determine  
A) The distribution of the given "Symptoms Visits" over the two 
phases.  
B) The respective filter effects.  

Filter effect initial phase 12-20% for both groups. 

Filter effect later phase Active = 98-99%.  
Placebo = 12-20% 

 
Explanation: As in the normal, population-wide testing regime, relatively few samples test 
positive, see Fig. 10. In the population-wide testing regime, testing without cause may have 
been significantly more frequent than in this trial, even though there were indications in the 
comments that testing without cause also occurred in the trial.  

In the following, these considerations are tested using two models with real numbers. Assuming 
an effect on the RT-PCR test and the corresponding suppression of negative cases, which 
definitely existed, it becomes clear that the reduced test rate in the active group and the 
postulated filter effect with the subsequent suppression of negative cases can fully explain the 
apparent efficacy. 
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6.4.1 Visits according to FDA Biefing Document 

First, I take the information on "suspected unconfirmed" from the FDA Briefing Document (see 
Section 4.2.2) plus the "COVID-19" cases actually found as "visits". Further assumptions are 
that the cases of "suspected unconfirmed" referred to the ITT set, but this is not certain. All 
actual confirmed "COVID-19" cases in the ITT set (from page 78) were added to these cases, 
which should then correspond to the number of "COVID-19 illness visits". With the estimates 
used here for the "filter effect" (0.13 and 0.01), the "effect" can be reproduced almost 
ideally, i.e. both in terms of the cases of "confirmed COVID-19" and vaccination efficacy. 
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Fig. 29 Model to explain the vaccination effect on a visit basis, data from Dec. 2020 

The assumptions in the upper part of the table, the main comparison in the bold area below. 
The assumptions lead almost exactly to the values actually found. "Filtered" corresponds to 
the positive cases shown in the CSR alone, "All cases" corresponds to all suspected cases (or 
visits). 

Here, the surplus of placebo visits amounted to 27.2%. 

As indicated above, it is also possible that the figures for "suspected unconfirmed" (1594 and 
1816) relate to the PP set. Here, the calculation model is much simpler, because for this 
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population the count was only made from 7 days after the second dose, i.e. there is only one 
phase. A very good predictivity of the model is then obtained with filter effects of 0.005 for 
active and 0.09 for placebo. In this scenario, the VE for all visits would even have been only 
about 19%, instead of 95% in the model as in the CSR for the "COVID-19" cases shown. 

6.4.2 Visits to the Blinded FU 

The core problem here was initially determining the number of visits. The databases on trial 
C4591001, which have since become freely accessible, extend to the end of the "Blinded FU" 
and contain a variable called ADSYMPT, which has the values Y (yes, asked and present) and 
N (no, asked but not present) for each symptom (fever, chills, cough etc.). The sum of Y and N 
was always 3,877 in the BNT group and always 5,111 in the placebo group. These two 
numbers are now equivalent to the number of "COVID-19 illness visits" in the ITT set and can 
be tested in the model (Fig. 30). After slight changes to the assumptions regarding the filter 
effect, this model also leads to an almost complete explanation of the cases of "confirmed 
COVID-19" and vaccination efficacy as reported in the CSR. 
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Fig. 30 Model to explain the vaccination effect on a visit basis, Blinded FU 

The assumptions in the upper part of the table, the main comparison in the bold area below. 
The assumptions lead almost exactly to the values actually found. "Filtered" corresponds to 
the positive cases shown in the CSR alone, "All cases" corresponds to all suspected cases (or 
visits). 

Here, the surplus of placebovisites amounted to 31.8%. It can currently be ruled out that some 
"placebo visits" already occurred under later administered BNT162b2.  
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6.5 The symptom-based model 
A similar model based on all or individual COVID-19 symptoms would also be conceivable. 
However, there are currently no data on this. It also remains theoretically unclear whether this 
model would be more meaningful. 

6.6 Discussion of the model 

6.6.1 Changed filter effects 

One may criticize the fact that no constant values were used for the filter effect in the two 
models above. However, one should then also take into account that the original data were 
collected at different times of the year (i.e. essentially between August and mid-November in 
the first CSR, essentially from mid-November to the beginning of March in the Blinded FU) and 
that the actual vaccination efficacy, i.e. also the filter effect, is likely to have already 
decreased in the Blinded FU, as recognizable in Fig. 16 page 87. 

In general, the models are only intended to show that it is possible to completely imitate the 
data found using filter effects.  

6.6.2 Unbalanced "COVID-19 Illness Visits"  

Both models above assume a highly skewed, i.e. unbalanced, number of COVID-19 illness 
visits. The excess in the placebo group was initially 27.2% and then 31.8%. This apparently 
corresponded to reality.  

There are now two possibilities to explain the cause of this strong overweight in placebo: 

1. Protective effect of the vaccination. 

2. There was a bias towards carrying out such visits significantly more frequently in 
placebo participants. 

Ad 1:  Even if this explanation seems absurd in this section, it can and should be taken into 
consideration.  However, it must then also be emphasized that this effect corresponds 
exactly to what is shown in the bottom lines outside the box of the Fig. 29 and Fig. 30 
namely that there was a significant but clinically irrelevant effect of VE = 21.3% and 
VE = 24.4% respectively; or the VE = 19% mentioned in the text for the PP set. With 
these values, approval would not have been possible under any circumstances.  

Ad 2. It was already mentioned at the beginning (Section 2.3, page 25) that the sponsors of 
the trial did everything to ensure that the trial was not conducted in a "modern" 
double-blind manner, i.e. under blind conditions for all participants. Of course, many 
employees at the trial center knew who received active and who received placebo; if 
not directly through the preparation of the products and the actual vaccination, then 
often indirectly through the observation of vaccine reactions. Even if assuming that the 
majority of investigators or centers had worked "properly", it is obvious that a sufficient 
number of investigators and monitors used this knowledge, which would explain this 
bias.  
Finally, it should be borne in mind that the vaccination reactions, especially fever, 
should actually have led to a surplus of "COVID-19 illness visits" (see also next section). 
In this respect, the excess in the placebo group would be even anti-intuitive. 

All this shows that there were two effects here:  

1. The filter effect, which took effect 12 days after the first vaccination and explains 
about 3/4 to 4/5 of the total (apparent) vaccination efficacy.  

2. The surplus of placebo visits explains the rest of the (apparent) vaccine efficacy. More 
visits also means more positive tests.  
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6.6.3 The 7-day rule 

See the detailed discussions in Section 4.3.7, page 92. 

Theoretical considerations as well as the available data after Dose 1 suggest that this rule led 
to an imbalance in "COVID-19 illness visits", i.e. fewer visits in the active group than in the 
placebo group. If so, then this rule should also have led to a similar imbalance in the second 
vaccination; however, the suspicion cannot currently be substantiated on the basis of the 
available data.  

In connection with the filter effect postulated above, an imbalance in such visits must also affect 
the incidences of "COVID-19" with active (rather less) and placebo (rather more).  

6.6.4 Effects of different observation periods 

These should be adequately taken into account in the above models.  

6.6.5 Effects of local laboratories 

The investigators also had the option of first testing a suspected case in the local laboratory 
and only then initiating the test in the central laboratory.  

If these vaccinations really interfered with the RT-PCR test, as postulated, then this should in 
principle also apply to most local RT-PCR tests.  

However, local serological tests should not have had any influence, as a central RT-PCR test 
was performed in any case in the event of a positive test. 

The question here would be whether a local negative RT-PCR test was also formally counted as 
a "COVID-19 illness visit" in the database or not. This is currently unknown to me. 

6.7 Problem with "severe COVID-19"? 
These cases are "only" included in the above model as "COVID-19", just as they were in 
reality. It is important to note that a "confirmed COVID-19" should precede a "severe COVID-
19". It should! Actually! 

However, the reported incidences cause problems. Less the 1 in 9 from the December data 
(Section 4.3.3, table copy on page 78) but rather the 1 in 30 from the Blinded FU (table copy 
on page 79).  

Those 1 to 9 are perfectly compatible with the global VE, as shown in Fig. 29 was shown.  

At first glance, this no longer appears to apply to the 1 in 30 of the "Blinded FU". Own 
statistical analysis shows that these figures could still be explained by normal variability (Tab. 
32, p-value = 0.244 (Fisher Exact, 2tld).  

Tab. 32 Risk conditions in the Blinded FU 

 
Numbers  Risk ratios 

 
ITT set C19 sev C19  RR Lo 95% CI Up 95% CI 

BNT162b2 22 505 131 1 sev C19 0.033 0.00 0.24 
Placebo 22 434 1034 30 C19 0.126 0.11 0.15 

 
 p = 0.244     

 In all of this, it is conceivable that some cases of "severe COVID-19" were tested for in the 
Blinded FU, e.g. by testing cases of hospitalization for any reason up to the upper end of the 
CT scale, i.e. even with values of up to CT 45 as positive. Since the CT values were never 
communicated in the reports, it is not possible to rule out such botched tests, which may have 
been unevenly distributed. 
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In this context, I must also refer to the information provided in Section 2.6.5, page 49 discussed 
in Section 2.6.5, page 51. This is about the exacerbation of COPD in the active group, which 
was subsequently deleted from the AE panel, but did not appear in the "severe COVID-19" 
panel (due to the suppression of negative cases). How many more similar cases might exist? 
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7. Safety and tolerability of Comirnaty 
From my point of view, these aspects have already been sufficiently covered, especially by 
Section 5 in particular. If there is no benefit, only risks remain in the risk-benefit ratio.  

For this reason, only a relatively brief review is shown concerning the hardly manageable 
data on safety and tolerability from trial C4591001 and to findings from pharmacovigilance. 

7.1 Conclusions on this section 
In addition to a number of more flu-like symptoms and local side effects, Comirnaty causes 
serious heart diseases such as myocarditis, pericarditis, heart attacks and even sudden cardiac 
death, numerous forms of thrombo-embolic events such as pulmonary embolism and deep vein 
thrombosis, neurological diseases such as facial paralysis and migraine, possibly even 
dementia; inflammatory diseases such as appendicitis and finally fulminant cancers, often 
referred to as turbo cancer, including metastases.  

These vaccinations are undoubtedly dangerous and clearly linked to increased mortality.  

In addition, in almost all Western countries, a decline in birth rates began 9 months after the 
start of vaccination and continues to this day. This can be explained by the physiological 
characteristics of COVID-19 vaccinations.  

7.2 Adverse events from trial C459100 1 

7.2.1 Analysis of all events 

In my article "The effect of vaccination on severe courses is completely irrelevant" from 202297 
I also presented a simple list of adverse events (AE) that were significantly (p <0.0598 ) more 
frequent in the active group due to lack of space. Here now is an improved list, i.e. with exact 
p-values and the corresponding incidences (Tab. 33). 

The subdivision was made because the original Pfizer tables did not take into account that for 
participants who took part in the "reactogenicity study", the investigators did not have to 
document these events additionally as AEs; consequently, the denominator for these events 
would have had to be reduced by around 3900 per group. For the most common AE "injection 
site pain", this would have increased the incidence in the active group from 11.3% to around 
13.0%, and in the placebo group from 1.5% to around 1.7%, i.e. the gap would have 
increased from 9.8% to 11.3%.  

Another reason for the subdivision is that 2 terms stand out in the systemic events, namely 
"pyrexia" and "body temperature increased", which describe similar events. A similar thing 
happened with local events (e.g. "injection site pain" and "vaccination site pain" or "injection 
site swelling" and "injection site edema", which also describe similar events. There may also be 
"pain", for which no localization was specified. 

The subdivision clarifies furthermore that AEs that were not mentioned in the protocol and 
were therefore not investigated in the reactogenicity study and, thus, were also not explicitly 
respected by the investigators and monitors were documented at least one magnitude less 

                                             
97  Kremer HJ. The effect of vaccination on severe courses is completely irrelevant. February 4, 

2022. https://tkp.at/2022/02/04/der-effekt-der- impfung-auf-schwere-verlaeufe-ist-voellig-
irrelevant/   

98 To detect side effects, it is perfectly permissible to use other criteria such as the 5% threshold in 
order to cover as many potential risks as possible. Of course, the multiplicity problem must be 
taken into account. This means that out of 100 tests, 5% are below this threshold purely by 
chance. With such tests, side effects can be falsely detected as such (false positive) as well as 
real side effects can be overlooked (false negative). With p < 0.005, a side effect is almost 
certainly present. 
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frequently. Thus, the obvious events malasia and lymphadenopathy are the most frequent 
outside this group, with incidences in the active group of only 0.5% and 0.3%. 

NB: "Pain in extremity" can be understood as myalgia; "pain" <not localized> as myalgia or 
pain at the injection site, or other pain. 

Tab. 33 Adverse events in the "Final Report" 
 P-value BNT Placebo 
Systemic events, already captured in reactogenicity study 
Pyreaxis 0 5,8 0,3 
Chills 0 5,1 0,5 
Fatigue 0 5,3 1,4 
Headache 0 5,0 1,6 
Myalgia 0 4,6 0,7 
Arthralgia 0 1,0 0,4 
Body temperature increased 0 0,5 0,1 
Local events, already captured in reactogenity study 
Injection site pain 0 11,3 1,5 
Injection site erythema 0 0,7 0,1 
Injection site swelling 0 0,5 0,1 
Vaccination site pain 0,00053 0,1 0,0 
Injection site edema 0,00097 0,1 0,0 
All other events 
Pain (no localized) 0 2,3 0,2 
Malaise 0 0,5 0,1 
Lymphadenopathy 0 0,3 0,0 
Pain in extremity 0 0,8 0,2 
Asthenia 0,000004 0,3 0,1 
Injection site pruritus 0,000024 0,1 0,0 
Decreased appetite 0,00041 0,2 0,0 
Influenza-like illness  0,00053 0,1 0,0 
Insomnia 0,00087 0,1 0,0 
Lethargy 0,00151 0,1 0,0 
Hyperhidrosis 0,00197 0,1 0,0 
Migraine 0,00293 0,1 0,0 
Night sweats  0,0044 0,1 0,0 
Axillary pain 0,0129 0,1 0,0 
Vaccination complication 0,0156 0,02 0,0 
Muscle spamsa 0,0166 0,1 0,0 
Muscle spasms  0,0166 0,1 0,0 
Erythema 0,0214 0,04 0,0 
Feeling hot 0,0214 0,04 0,0 
Flushing 0,0214 0,04 0,0 
Iron deficiency anemia  0,0214 0,04 0,0 
Muscular weaknesses 0,024 0,0 0,0 
Joint dislocation 0,039 0,03 0,0 
Injection site warmth 0,049 0,1 0,0 
From Summary of Clinical Safety, Table 10. P-values and percentages below 0.1 based on own calculations. 
Sorted by p-values, ascending downwards. For identical p-values according to the difference in incidences 
See text for the event groups. 
The actually necessary reduction of the denominators and the resulting necessary increase in the percentage value 
was not recalculated here; this would further increase the gap between BNT and placebo. see text. 

Furthermore, the figures from Table 10 indicated a possible signal for side effects in the 
overarching System Organ Class(es) (SOC) "Ear and Labyrinth Disorders", "Endocrine 
Disorders" and "Hepatobilliary disorders", p < 0.05 but >0.01 in each case. A specific term 
responsible for this could not be identified. 

Only one term occurred less frequently after vaccination: 
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�x Acute sinusitis*, 1 Comirnaty and 7 placebo 

All in all, this evaluation must be based on the principles described in Chapter 1.8 that AE 
evaluations, especially those on non-serious events, generally suffer from a certain degree of 
underreporting; not nearly as much as pharmacovigilance data, but still.  

Here, even in the short Tab. 33 (the reference is over 30 pages long!), the problem of 
"dilution" due to the recording and coding of too many very similar terms is also evident. The 
incidence of adverse events was 15% (Fig. 27) to 16% (Blinded FU, Table 29) higher in the 
active group than in the placebo group. This range can also be compared with the ARR of only 
around 1% at the time. Even on this basis, a break-even point would only have been reached 
after 15 times 2.25 = 34 months, i.e. not even within the 2 years. The respective calculation 
with the data from the Blinded FU look a bit better for the vacine: 4 times 4,5 = 18 months. 
However, the booster campaign started in late summer 2021, i.e. around 9 months after the 
first vaccination. Note that the calculations for the Blinded FU are extremely biased: On the 
one hand, AEs were documented only within about the first 6 weeks, on the other hand, 
efficacy vaned already towards the of the Blinded FU, making the 4% gain unrealistic on the 
longer term (Section 4.3.6.3). 

This extensive list of side effects of vaccination with Comirnaty would actually only have 
been acceptable in the case of excessive fear of COVID-19. 

7.2.2 Serious adverse events 

In a global view, these were sufficiently discussed in Sections 2.7.2, 5.4.1, 5.4.2, and 5.4.3. 

With the exception of appendicitis (see next Section), no SAEs stood out. This is in stark contrast 
to the observations from pharmacovigilance, according to which serious cardiac events and 
thromboembolic events were very conspicuous. 

7.2.3 Appendicitis 

I would like to consider appendicitis (inflammation of the appendix) separately here. 

In the Blinded FU, 7 cases were recorded in the active group and 2 in the placebo group, p = 
0.109. If all serious cases are counted, including those with additional attributes ("perforated" 
or "complicated"), then there were 8 to 4 cases. Of course, the difference was also not 
statistically significant. Nevertheless, the FDA took something, perhaps this difference, as a 
reason to classify appendicitis as an "adverse event of special interest". 

In the Blinded FU, a total of 14 cases were counted in the active group and 9 in the placebo 
group, all of which were classified as serious.  

In pharmacovigilance, however, especially in the US database VAERS, cases of appendicitis 
were immediately striking. A recent disproportionality analysis (DPA) shows extremely strong 
signals (Tab. 34). The PRR (proportional reporting ratio) indicates the mean estimate of 
disproportionality, but it is crucial that the lower 95% confidence limits are very far from 1. 
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Tab. 34 VAERS DPA on appendicitis 

 
Comirnaty Control 

 
PRR lo 95% CL up 95% CL 

Reports 343 191 154 722 
    Appendicitis any 472 11 
 

19.34 10.65 35.13 
Appendicitis striclty 424 10 

 
19.12 10.22 35.74 

Appendicitis any serious 411 10 
 

18.53 9.91 34.65 
Appendicitis striclty serious 366 9 

 
18.33 9.48 35.47 

       Query: 2024-05-08 Comirnaty, without bivalent, any dose 
  Data until 2024-04-26 reported, vaccinated, onset 2020-12 or later 

 Age: 18+ Control: Any vaccine except C19-vaccines, any dose 
 

 
reported, vaccinated, onset 2012 to 2020-11 

 
   Since the disproportionality observed in the pharmacovigilance data should be at least 
somewhat reflected in a placebo-controlled trial, the very slight imbalance in trial C4591001 
seems surprising. One could speculate that cases of appendicitis were somehow concealed in 
trial C4591001. Sections 2.5.3, 2.5.4, and 2.5.5 give some hints as to how this could have 
been done.  

7.2.4 Myocardial events 

As already mentioned in Section 3.1 I had an article in August 2022 about likely manipulations 
in trial C4591001 based on the extremely different incidences of menstruation disorders in the 
RCT on the one hand and the pharmacovigilance data and a survey on the other hand.  

I already had the follow-up article on myocardial events in the drawer at the time, but then 
other urgent requests came in between, namely work on the effect of these vaccinations on 
fertility. I then lost sight of the follow-up article on myocardial events and only showed its data 
at one of the presentations. The following is taken, heavily abridged, from that manuscript. 

At that time, there had long been plenty of evidence of serious myocardial events. The case of 
Augusto Roux (Section 2.6.2), who developed pericarditis in trial C4591001, which the head 
of the trial center then tried to cover up. This is also an indication that such side effects have 
not only occurred since the switch to "Process 2" (Chapter 3) occurred. 

Like menstrual disorders, myocardial events were unremarkable in trial C4591001 (Tab. 35).  
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Tab. 35 Major cardiovascular events in RCT (in brackets: serious) 
  Comirnaty Placebo 
  Number of participants 

RCT 
C4591001 
"Final Report" 
Cut-off 14 Nov 2020 

Safety evaluable 21.621 21.631 
Acute myocardial infarction (MI) 3 (3) 2 (1) 
Myocardial infarction MI) 1 (1) 4 (3) 
Myocarditis (M-itis) 0 1 (0) 
Pericarditis (M-itis) 0 0 
M-itis 0 1 (0) 
MI or M-itis 4 (4) 7 (4) 
MI 4 (4) 6 (4) 

RCT 
C4591001 
"Blinded follow-up" 
Cut-off 13 Mar 2021 

Safety evaluable 21.926 21.921 
Acute myocardial infarction 6 (3) 4 (1) 
Myocardial infarction 4 (1) 8 (3) 
Myocarditis 0 1 (0) 
Pericarditis 1 (1) 0 
M-itis 1 (1) 1 (1) 
MI or M-itis 11 (4) 13 (4) 
MI 10 (4) 12 (4) 

Data from respective documents m274-summary-clin-safety.pdf, available from EMA; unfortunately, these 
different documents have the same identifier. 
"Final Report": Data from Table 10 and 14 (serious) thereof. Observational period ~2 months. 
"Blinded follow-up": Data from Table 8 and 17 (serious) thereof. Observ. period 4-6 months. 
NB A. Some participants were exposed after cutoff for the "Final Report", therefore, the "Blinded FU" has a 

slightly larger sample size. 
B. The "blinded follow-up" contains all AEs of the "Final Report". 
C. There was no case of myopericarditis. 

 D. It remains unclear whether a given participant has experienced multiple AEs.  
 

The data from the VAERS database (Vaccine Adverse Events Reporting System) or from the 
corresponding DPA show very clear signals that the selected terms are indeed adverse 
reactions (Tab. 36). The lowest lower confidence interval ended at 5.66, whereby a value just 
above 1 would already be considered a signal. Here, however, the distance from the value 1 
is so large that a causal relationship can be directly and reliably assumed.  

Tab. 36 VAERS counts and DPA on any myocardial event (M-itis or MI) 
 Comirnaty Any vaccine    
 Events* Events* PRR 95%CL Doubles** 
Denominator 236 985 64 349    
Can 1 or 2 2 058 67 8.34 6.54-10.63 9/10% 
Can 1 or 2, serious 1 418 53 7.26 5.53-9.55 10/11% 
Proportion serious 68.9% 79.1%    
From search in VAERS, cut-off August 12, 2022, 18+ years, USA; any vaccine restricted to vaccinated in 2015-
19. Terms: acute myocardial infarction OR myocardial infarction OR myocarditis OR myopericarditis OR 
pericarditis. 
PRRProportional  reporting ratio 
* As provided by VAERS; here this term is equivalent to subjects  
** Shows the difference of all counts with those terms minus "events", i.e. subjects with at least one of those 

terms; in percent of "events". First percentage refers to Comirnaty, second to any vaccine. 

The results of the DPA indicated that those five myocardial diseases when lumped together 
were 5 to 11 times more frequent after Comirnaty than after all vaccines administered in 
2015-2019.  

However, DPAs are subject to certain limitations. In principle, it is conceivable, although very 
unlikely, that previous vaccinations had a positive effect on myocardial events. It is more likely 
that trivial events were reported less frequently after Comirnaty than after previous 
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vaccinations. This could have some influence on the magnitude of the imbalance, i.e. it may 
have increased the PRR. However, such effects should be of marginal relevance with such 
significant swings.  

Here one can and should consider the classes mentioned above. However, the M-itis cases 
cause difficulties in the RCT. In the Final Report, there is a zero in the Comirnaty group, which 
prevents the calculation of an RR. In the "Blinded follow-up" (BFU) there is at least one 
observation each, which makes RR possible, but with huge error intervals. Therefore, I only 
show the comparison to "Blinded FU" here. 

In contrast, myocardial infarction (MI) and all myocardial events together clearly show that the 
RCT data and the VAERS data do not match (Fig. 31). The estimates including error bars for MI 
and MI or M-itis from VAERS and RCT are very far apart. This also applies to the serious 
cases, which should have been 100% documented and reported in the RCT.  

 

Fig. 31 Comparison of VAERS vs. RCT using PRR (VAERS) and RR (RCT)  

PRR and RR are mathematically identical. 
PRR as outlined in Table 2, but also separated by MI and M-itis.  
RR of Comirnaty vs. placebo, data as shown in Table 1.  
Please note the logarithmic scale. 

A central problem in such analyses is the question: Do the incidences in the placebo group 
correspond reasonably to expectations? 

In the safety report of May 4, 2022, the PEI stated that a basic incidence of 334.7 cases per 
100,000 person-years can be assumed for myocardial infarction; in the safety report of 
February 7, 2022, the PEI gave an estimated value of 38.6 cases per 100,000 person-years 
for myocarditis. An estimate for pericarditis was not given, but it might be lower than that for 
myocarditis. It can therefore be assumed that the five events under discussion here together 
have a basic incidence of around 380 cases per 100,000 person-years. 
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Since we roughly know the observation period of the Comirnaty trial, we should assume that 
the "Final Report" with its approximately 2 months observation period in the placebo group 
should have been 380 x 21631 x 8 weeks / 100,000 / 52 weeks, i.e. we should have seen 
about 13 such events in the placebo group. Considering that the very elderly were hardly 
included in the RCT and that practically no people with severe pre-existing conditions were 
included, the placebo incidence appears to be in line with expectations. The corresponding 
calculation for the "blinded follow-up" on the basis of 20 weeks results in an expected 32 
cases, which can also be accepted as still within the expected range with 13 observed cases 
(Figure 2, comparison of green and red markers). 

It is important that the risk factors should have been approximately equally distributed due to 
the randomization, i.e. there should not have been any fundamentally lower or higher risks in 
the Comirnaty group either. 

This raises the problem: Based on the DPA, one would expect a significantly higher incidence in 
the Comirnaty group than in the placebo group. However, this was not found. 

If one assumes 7 cases in the placebo group in the Final Report, then one would actually 
expect at least a 6.5-fold increase in the Comirnaty group on the basis of the data in Tab. 36. 
On average even an 8.3-fold increase (see the following Fig. 32).  

 

Fig. 32 Crude incidence of myocardial infarction, myo- or pericarditis  

Prevalenve according to PEI (see text), related to duration of FR and BFU.  
Comirnaty expected: The incidence after placebo adjusted by outcome of the respective DPA 
(see Table 1).  
low adj: Adjusted by lower 95% confidence interval (factor 6.54) of the DPA  
mid adj.: Adjusted by midpoint (RR) of the DPA (factor 8.34)  
FR: Final Report of RCT C4591001, cutoff 14 November 2020.  
BFU: Blinded follow-up of RCT C4591001, 13 March 2021.  
Please note the logarithmic scale. 
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This figure indicated that neither an unusually low nor high placebo incidence can be 
responsible for the absence of a signal in the RCT.  

The figure also clarifies that there should have been more cases of myocardial infarction, myo- 
and pericarditis in the Comirnaty group. However, the quantitative estimation of the "missing" 
cases is more difficult to assess than for heavy menstrual bleeding because there are less 
comprehensive data available that would allow such estimates to be made to some extent. 

In that manuscript, I also investigated whether different age groups could be an explanation 
for the discrepancies, but the details are beyond the scope of this expert opinion. Conclusion: 
The discrepancies cannot be explained by different age groups. 

My conclusion on myocardial events was: These studies clearly show that manipulations must 
have also occurred in myocardial events. In other words: without manipulation, a significant 
difference compared to placebo was extremely likely.  

It stands to reason that these manipulations were not limited to myocardial and menstrual 
events, but also non-serious cardiac events and other serious events. 

Sections 2.5.3, 2.5.4, 2.5.5, and 2.8 provide some clues as to how such cases could have 
been covered up. The gaps in the database were certainly sufficient for this.  

7.3 Data from pharmacovigilance 

7.3.1 Preliminary remark 

I have already discussed the effect of the type of survey on the measured incidence several 
times, basically in Section 1.8. 

Due to the low reporting rate (or "underreporting"), no meaningful incidences can be derived 
from pharmacovigilance data per se. It must also be borne in mind that the tendency to report 
suspected cases of side effects depends heavily on the type of side effect. Banal things like 
fever and fatigue are only likely to be reported as suspected cases if a more important event 
also occurred. Conversely, it can be assumed that severe and typical vaccination side effects 
such as Guillain-Barré syndrome (GBS) are reported relatively frequently as a vaccination side 
effect, at least if this diagnosis was made at all. Above all, this means that a fixed rate of 
underreporting for various terms (e.g. fatigue and GBS) is presumably misleading. 

It is probably not the degree of severity that has an influence. Death, cancer, infections with 
known pathogens or dementia in particular should only be reported as suspected cases under 
exceptional circumstances, namely only if such events are unexpected or fulminant. A different, 
i.e. lower reporting rate (or higher "underreporting") should therefore be assumed for such 
events than for GBS, for example. The true reporting rate can only be meaningfully estimated 
in very few cases. 

All this means that the most important task of PV is signal detection and, conversely, that 
estimating the incidence or determining an individual risk on the basis of such data should be 
avoided. 

7.3.2 The PEI covers up the most serious side effects 

Although the Paul Ehrlich Institute (PEI) is or was entrusted with monitoring the safety of 
vaccines, it did a very poor job of it, most likely deliberately following instructions.8, 9 This was 
initially particularly noticeable in the PEI's evaluation of deaths, which was then also denounced 
by Tom Lausen, Prof. Kuhbandner and myself in the "soldiers' trial" at the German Federal 
Administrative Court in Leipzig. The reference values chosen by the PEI in their SMR and OvE 
analyses were so wrongly chosen that only a 100 to 1000-fold rate of death reports would 
have led to a signal in their analyses. The explanation for these strange results lies in the fact 
that the PEI compared apples ("observed": cases from spontaneous reports) with potatoes 
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("expected": cases from total surveys). The extremely different types of data collection result 
in extremely incorrect estimates, which are off by 2-3 powers of ten, see Section 1.8. 

Therefore, my evaluations based on the US VAERS database are much more reliable. These 
are based on the recommendations of the relevant CIOMS99 and EU GMP guidelines100 , which 
propose so-called disproportionality analyses (DPA). A signal is present if the risk ratio of the 
product in question is significantly higher than 1 compared to previous products; whereby this 
is clearly determined by the lower 95% confidence interval or a corresponding statistical test. 
The problem of the PEI approach is illustrated in the following Fig. 33. The reasonable and 
generally recommended DPA provides signals that are 2 to 3 orders of magnitude higher 
than the SMR analyses of the PEI. The choice of terms here was based on the terms selected 
by the PEI in its safety reports at that time; incidentally, the PEI's choice was purely arbitrary 
and in no way rational.  

 

Fig. 33 Comparison of the DPA and SMR risk ratios 

Sorted by risk ratio (RR) according to Comirnaty in the DPA. If the lower end of the error bar 
is above 1, this should be interpreted as a signal. For better readability, the values 1.5 and 
0.67 (2/3) are drawn in as auxiliary lines near the 1. DPA as described above. The 30-day 
values were taken as the SMR. Due to the large number of events (e.g. Comirnaty >37,000 
or around 12% of all reports), the error bars for "Serious" are so small that they lie within the 
symbols and can no longer be displayed here. In VAERS there are reports of both myocardial 
infarction (MI) and acute myocardial infarction (AMI). For transparency, both were added 
�Z�L�W�K���O�R�J�L�F�D�O���´�R�U�µ����Appendicitis was added as another unusual report.  

                                             
99  CIOMS Working Group VIII: Practical Aspects of Signal Detection in Pharmacovigilance. Geneva 

2021. https://cioms.ch/wp-content/uploads/2018/03/WG8-Signal-Detection.pdf  
100 European Medicine Agency. Guideline on good pharmacovigilance practices (GVP). Module IX - 

Signal management (Rev 1). In effect November 22, 2017. 
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-
pharmacovigilance-practices-gvp-module-ix-signal-management-rev-1_en.pdf   
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* Based on "heavy menstrual bleeding", "menstruation irregular", "menorrhagia", 
"polymenorrhoea" or "intermenstrual bleeding", restricted to women 18-59 years, data up to 
June 10, 2022. Restricting these terms to "serious " would result in a significant reduction in 
RRs, and a signal only for Comirnaty (RR 1.75, 95% CI 1.06-2.90).  

All terms shown in Fig. 33 showed very clear and highly significant signals for Comirnaty, or 
rather side effects or risks: 

�x Serious events of any kind 
�x Apoplexy (stroke) 
�x Myocardial infarction and acute myocardial infarction (NB: actually a questionable 

distinction) 
�x Death 
�x Immune thrombocytopenia 
�x Appendicitis 
�x Sinus vein thrombosis 
�x Pulmonary embolism 
�x Menstruation disorders (see also Section 3.1) 

The PEI should therefore have intervened long time ago, as these were by no means harmless 
events. This is all the more remarkable given that the PEI was one of the main authorities that 
had drawn up those CIOMS recommendations and was even represented at the trial of 
soldiers in Leipzig by a statistician (Dr. Dr. Oberle) who expressly introduced herself as the 
head of the disproportionality analysis group.101 She claimed there that she had not been able 
to carry out such analyses because of the large number of reports. As if a statistician was 
involved in the data collection and data verification of individual cases ... No! Most 
probably DPAs were made, but never published. It is inconceivable that a statistician 
explicitly assigned to DPA would not find the time to carry out such analyses within 18 
months of this vaccination campaign (2021 to July 2022). Instead, the PEI fed the public 
with grossly misleading OvE analyses. 

These findings mean that the corresponding data from trial C4591001 must again be 
questioned, particularly with regard to deaths, SAEs, and heart attacks (the even greater 
differences to menstruation disorders have already been discussed in Chapter 3.1 discussed). 
First of all, it must be pointed out that the control in a DPA is all previous vaccinations, i.e. by 
no means "just" placebo. It is therefore all the more incomprehensible that such strong risks 
were not present in trial C4591001, i.e. neither for death, nor for SAE, nor for heart attacks. 
Here, too, the answer can only be: Without manipulations with such serious events in this trial, 
such things should have been noticeable. The tricks presumably used for this purpose are 
described in Section 2.5, 2.6, 2.7, and 2.8 discussed. 

As the data in Fig. 33 show, the differences between the products were rather marginal. Only 
in the case of thrombo-embolic events (pulmonary embolism, sinus vein thrombosis, apoplexy) 
did the adenovirus vector-based vaccine from Johnson / Johnson appear to be slightly more 
risky, while the two modRNA products differed only marginally. NB: AstaZeneca's adenovirus 
vector-based vaccine Vaxzevria, which is widely used in Europe, was never licensed in the 
USA.  

                                             
101 Kremer HJ. Political judgment: obligation to tolerate Covid vaccination in the German 

Bundeswehr permissible. July 7, 2022. https://tkp.at/2022/07/07/politisches-urteil-
duldungspflicht-der-covid-impfung-bei-deutscher-bundeswehr-zulaessig/    
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There are numerous other points of criticism of the PEI's evaluations of COVID-19 vaccines. In 
addition to the grotesquely incorrect analysis method: 

�x Lack of justification for the selection. 
�x Lack of merging of terms (as above: Myocardial infarction and acute myocardial 

infarction; also e.g. andioedema and angioneurotic edema). 
�x Inadequate data, i.e. non-disclosure of nominators and denominators, which made control 

calculations impossible. 
�x Incorrect classifications: It was pretended that only suspected deaths confirmed by autopsy 

were worthy of counting; this is in stark contrast to all the rules of pharmacovigilance. 

7.3.3 AESI analysis of the Global Vaccine Data Network (GVDN) 

A comprehensive international analysis of COVID-19 vaccines was recently published.102 The 
authors used electronic health records (EHR) from 10 centers in 8 countries (Argentina, 
Australia, Canada, Denmark, Finland, France, New Zealand and Scotland). The authors claim 
to have data on 99 million vaccinated people. They compared this with data on corresponding 
events between 2015 and 2019; however, these comparative incidences were not 
published. Apparently, the data also allowed an analysis by dose administered. The authors 
only wanted to focus on AESI. 

The authors focused their analysis on the vaccines Comirnaty®, Spikevax® (Modern), and 
Vaxzevria® (AstraZeneca). Unfortunately, it had become very popular during the COVID-19 
vaccination campaign for vaccinees to receive several, sometimes even all three products. I 
could not see how the authors dealt with this problem. Data on vaccines with too low exposure 
numbers, such as the Johnson / Johnson adenovirus vector-based vaccine, were excluded.  

For neurological complaints, the authors found only a weak risk signal associated with 
Corminaty regarding Bell's palsy (facial paralysis), Tab. 37.OR 1.05). However, this also 
revealed a core problem of this analysis. 

Tab. 37 Copy of Table 3 from Faksova et al. : Neurological AESI 

 

                                             
102  Faksova K, Walsh D, Jiang Y, et al. COVID-19 vaccines and adverse events of special interest: A 

multinational Global Vaccine Data Network (GVDN) cohort study of 99 million vaccinated 
individuals. Vaccine. 2024 Apr 2;42(9):2200-2211. doi: 10.1016/j.vaccine.2024.01.100. Epub 
2024 Feb 12. 
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In the meantime, this analysis has been taken up by others and in some cases severely 
criticized.103104 In my opinion, quite rightly so. Because Bell's palsy shows absolutely clear 
signals in VAERS (Tab. 38), namely almost a magnitude higher. Because the incidence in the 
control is zero here, no PRR or confidence interval can be calculated. Of course, the p-value 
for this comparison is zero. In addition, I had also searched for related terms, i.e. "facial palsy" 
(which did not occur at all in the period under investigation) and "facial paralysis". This at least 
allows the calculation of a PRR, and this is considerably higher than in the analysis by Faksova 
et al. Therefore, the critics mentioned said that the sensitivity of this analysis might not be good 
if it is not even able to generate a clear signal in Bell's palsy.  

It should be noted that the CDC analysis (Tab. 38, bottom row) also detected an undoubted 
effect of the vaccinations. This proves that the sensitivity of this AESI analysis was not just 
poor, but catastrophically poor. 

Tab. 38 VAERS DPA on facial paralysis 

 
Comirnaty Control 

 
PRR lo 95% CL up 95% CL 

Reports 343 191 154 722 
    Bell's palsy Dose 1 752 0 
 

#DIV/0! #DIV/0! #DIV/0! 
Facial paralysis Dose 1 671 154 

 
1.96 1.65 2.34 

One of those Dose 1 1214 154 
 

3.55 3.01 4.20 
Bell's palsy Dose 2 669 0 

 
#DIV/0! #DIV/0! #DIV/0! 

Facial paralysis Dose 2 478 41 
 

5.26 3.82 7.23 
One of those Dose 2 957 41 

 
10.52 7.70 14.37 

       CDC: Bell's palsy* 3141 129 
 

8,93 7,49 10,65 

       Query: 2024-05-08 Comirnaty, without bivalent 
  Data until 2024-04-26 reported, vaccinated, onset 2020-12 or later 

 Age: 18+ Control: Any vaccine except C19-vaccines 
 Facial palsy yielded 0 in control reported, vaccinated, onset 2012 to 2020-11 
 * This analysis is described in Section 7.3.4 discussed in detail. Note: 1. different denominators, 2. 

higher incidence in Dr control group due to insufficient discriminatory power in the control, 3. each 
dose was counted. 4. �$²-value = 874 (extremely high), corresponding to a p-value of 0. 

   At this point, I would even like to take up the cudgels for the COVID-19 vaccines. Sensible 
DPA105 result in a PRR of 0.20 (0.018-9.22, p <0.00001) for GBS, which is also very different 
from the table above, where the confidence intervals for GBS mostly included 1. The reason 
for this anti-signal is that GBS is a typical side effect of influenza vaccination, and such cases 
far outweigh those of COVID-19 vaccination; possibly many GBS occurred in people who 
were vaccinated against both COVID-19 and influenza. This finding supports my criticism of 
the unreliability of this AESI analysis. 

Comirnaty showed weak signals after the first dose in all the hematological events examined. 
Here, too, reference must be made to the corresponding analysis from VAERS, which showed 
clear signals (Fig. 33); also about one order of magnitude stronger. 

                                             
103  https://kirschsubstack.com/p/covid19-vaccines-linked-to-myocarditis?utm_source=post-email-

title&publication_id=548354&post_id=144352746&utm_campaign=email-post-
title&isFreemail=true&r=ga7nh&triedRedirect=true&utm_medium=email  

104  https://www.drvinayprasad.com/p/covid19-vaccines-linked-to-myocarditis  
105 As of September 1, 2023, 18+. Any COVID-19 vaccine: 781 309 reports, 814 GBS, control (as 

otherwise 2012-2020): 154 722 reports, 809 GBS cases. 
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Tab. 39 Copy of Table 4 from Faksova et al: Hematolgic AESI 

 

The authors around Faksoba et al. also found signals in myo- and pericarditis, which they 
marked in red (Tab. 40); but here too, with a more sensible selection of the control group and 
VAERS data, signals are again almost an order of magnitude clearer (Fig. 31). 

Incidentally, the authors had generally defined their color scheme as follows:  

 

This categorization was rightly criticized. Why, for example, an LBCL of 1.47 for Comirnaty 
and pericarditis only got a yellow is probably only known to the authors or their clients. I 
suspect that with such a small confidence interval, the p-value is likely to be well below 
0.0001, which would generally be described as highly significant. A categorization according 
to p-value or �$²-value would have made more sense. 
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Tab. 40 Copy of Table 4 from Faksova et al: Myo- and pericarditis 

 

Finally, a look at the "funding" of the trial: This was provided by the US CDC and the U.S. 
Department of Health and Human Services (HHS), two institutions that had supported the 
development of the vaccines and the entire vaccination campaign to the best of their ability, 
but had never attracted attention for their willingness to take a critical look.  

How could the evaluation produce such misleading data? This is most likely due to problems 
that have already been discussed in Section 1.8: They defined "expected" all events, 
presumably from a counting any event in a registry, but as "observed" logically the same 
events, but with the attribute "suspected adverse reaction". Once without attribute (= filter) 
and once with strong filter. 

My conclusion: this analysis was obviously catastrophically insensitive to detect some of 
the most obvious side effects of these vaccines. One must fear that this analysis was 
deliberately designed to produce unconvincing results. If some signals could still be 
extracted, then the true circumstances are likely to be far less favorable. 

7.3.4 Released database analysis of the CDC 

In mid-2022, the US authority CDC was forced by court order to present its safety analyses. 
This then happened at the end of 2022.106 Perhaps the disclosure of these analyses was also a 
reason for supporting the analyses by Faksova et al. (Section 7.3.3), i.e. to obtain a 
counterweight. 

The CDC had identified around 600 terms associated with an increased risk for the two 
modRNA products alone. The corresponding, extensive Excel tables were published by Epoch 
Times.107 

                                             
106 Kremer HJ. CDC analysis: Mass severe adverse events - without regulatory intervention. February 

14, 2023. https://tkp.at/2023/02/14/cdc-analyse-massenhaft-schwerste-nebenwirkungen-
ohne-einschreiten-der-behoerden/   

107  https://www.theepochtimes.com/health/exclusive-cdc-finds-hundreds-of-safety-signals-for-
pfizer-and-moderna-covid-19-vaccines-4956733  
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Characteristics of these analyses were: 

�x Disproportionality analyses for basically all terms ("perferred terms") in the VAERS 
database, i.e. without restrictions like AESI.   
Useful for detecting signals without bias; also technically simple if you have direct access to 
this database. 
Somewhat problematic, because many similar terms, even synonyms, are counted when 
evaluating at the perferred terms level alone, which leads to dilution, i.e. a lack of 
sensitivity. 

�x Among the terms there are numerous diagnostic terms.  
Unfavorable because it is not recognizable whether a clinical term was also coded; 
however, one should concentrate on the latter. 

�x There are numerous therapeutic measures under the terms  
Unfavorable, because measures are never to be counted as "adverse events", but at best 
as their consequence. 

�x Mixing of the two modRNA products from Pfizer-Biontech and Moderna  
Sensible, as both products apparently have very similar risk profiles, thus increasing the 
power to detect even less prominent risks. 
Unfavorable to differentiate between these products. 

�x Differentiation by age group.  
Sensible, as both risks and many illnesses (which could worsen, for example) are age-
dependent. 

�x Seriousness.  
Sensible, as it allows filtering out the serious cases. 

�x Reference to USA.  
Sensible, as the data are more homogeneous than if different countries are included. 

�x Recording of modRNA vaccines between 14.12.2020 and 29.7.2022  
Sensible, as since the start of the vaccination campaign and before the "adapted" vaccines 
were used, i.e. recording of the initial doses and most boosters with the original products.  
The only criticism here is that precisely these evaluations should have been published in the 
course of August 2022. 

�x Control observations starting from 2009, but with temporal overlap to COVID-19 
vaccinations.  
Sensible, as older data no longer reflect the current state of medicine.  
Unfavorable because the temporal overlap dmninishes the discriminative power.  
Unfavorable because the start year 2009 also included vaccinations due to the so-called 
swine flu; these vaccinations were presumably less well tolerated. 

Since 5 of the 7 most common terms were related to COVID-19 or similar, the temporal 
overlap caused corresponding incidences in control, albeit always low. This gives rise to the 
fear that something similar could have happened with other terms, but that this was less easily 
recognizable. 

PV events around COVID-19 (= efficacy variable) cannot be interpreted in a meaningful way. 
These were apparently so-called vaccine breakthroughs or reports of poor efficacy, but there 
is no meaningful comparison. Based on the many cases, one can only assume that the efficacy 
is questionable. Much stronger evidence was provided above in Fig. 17, Fig. 18, and Fig. 19. 

In the following, I largely reproduce my article from 2023.106 The events and risk signals 
have always been sorted according to the lower confidence limit. 

In principle, there are two ways of evaluating or sorting the data. Either taking the classic 
approach, so to speak, and sort according to the lower 95% confidence interval (LCL). The 
logic here is: If this is >1 (e.g. 1.01), then there is a signal. The higher it is, the clearer the 
signal. If the LCL is well above 1, we can speak of causality. 
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Alternatively, you can also sort by �$² values, again the higher the value, the clearer the signal; 
however, the order changes slightly compared to sorting according to the lower confidence 
limit. The following thresholds can be used as a guide for the �$² values: 

Tab. 41 Guidance on CDC analysis 

�$²-value p-value Number of terms 
> 18,4 < 0,00001 341 
> 12,13 < 0,0005 450 
> 10,83 < 0,001 474 
> 7,93 < 0,05 581 

Based on modern notions of significance, 450 risk signals were detected, i.e. terms that 
occurred more frequently with the two modRNA vaccines than with other vaccines. If one takes 
the position that even higher p-values indicate a signal for safety concern (roughly 
corresponding to the concept of lower confidence intervals), i.e. p < 0.05 in this case, then as 
many as 581 terms were detected. Particularly in the range of p-values between 0.01 and 
0.05, some purely random signals should be expected.  

7.3.4.1 Death, fatal cases 

For "death" alone, there are 5 terms in the CDC table set (Tab. 42). The lower part of the 
table shows my preferred evaluation, which led to a higher PRR value and a higher (more 
significant) lower confidence limit. The main difference lies in the choice of control, in which the 
number of deaths was approximately halved. It is possible that old vaccines were slightly more 
dangerous than modern ones, but the state-of-the-art modRNA vaccines were clearly far more 
dangerous. 

Tab. 42 Deaths in the CDC analysis 

 
 

A current recount for the control (any vaccine) gives these values:  

Period 2012 up to and including July 2022: 392 deaths from 178,288 reports 

Period 2009 up to and including July 2022: 562 deaths from 219,827 reports 

Even if the CDC's count can no longer be reproduced exactly, the data still show two of the 
aspects criticized above: 

1. Overlapping results in approximately 82 more deaths (392-319) in control. Due to the 
changed time window (overlap), the PRR decreases from 10.41 (see Tab. 42) to 9.60, 
and accordingly the lower confidence interval to 8.68.  

2. Due to the earlier start of the census, a further 170 deaths (562-392) are added to 
the control. Due to the further change in the time window (overlap and swine flu), the 
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PRR drops from 10.41 (see Tab. 42) to 8.25, and accordingly the lower confidence 
interval to 7.58. 

This means: 

�x The control was chosen by the CDC in such a way that the sensitivity was reduced; 
clearly evident from the deaths. Intentionally? 

�x For the signal detection in this example, the CDC definition of control apparently 
played no role. However, this definition, especially the overlap, may have had a 
significant impact in rare events that are not usually attributed to vaccination, such as 
cancer and infections with known pathogens. 

7.3.4.2 Cardiac risk signals  

Cardiovascular signals are, of course, an obvious topic (Tab. 43). Browsing through this list 
alone, the deaths caused by modRNA vaccines are no longer surprising.  

Tab. 43 Cardiac risk signals in the CDC analysis 

 
 

7.3.4.3 Thrombo-embolic and hemorrhagic risk signals 

The list of embolic, hemorrhagic, or thrombotic events is even longer. In Tab. 44 ist confined to 
the 38 terms with the highest LCL values; there would be at least 20 more. Some, such as deep 
vein thrombosis, the completely unspecific thrombosis, ischaemic stroke, or cerebrovascular 
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accident (actually just another term for stroke) were even quite common and show 3-digit �$² 
values; these should therefore have been mentioned as a risk in the SPC long ago.  

Tab. 44 Thrombo-embolic and hemorrhagic risk signals in the CDC analysis 

 
 

7.3.4.4 Risk signals for inflammatory diseases 

I continue with a, frankly speaking, subjective selection of inflammatory and rheumatic diseases 
and infections (E/I/R); excluding around 20 rather banal diseases. In general, the causes of 
some of these diseases are the subject of controversial debate; quite a few experts see chronic 
infections as the cause of many so-called rheumatic diseases. Anyhow, the immune system 
certainly plays a significant role. In view of this, as well as the "cov" terms discussed above, it 
seems obvious that the modRNA vaccines cause a misalignment of the immune system and thus 
cause an increased susceptibility to infection. This requires further investigation. In any case, 
manufacturers and authorities should have gotten to the bottom of these problems long ago. 
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Tab. 45 Risk signals for inflammatory diseases in the CDC analysis 

 
 

It is noteworthy that appendicitis tops this list. See also Section 7.2.3. Can the resepective data 
from trial C4591001 really be trusted? 

7.3.4.5 Risk signals for dementia 

Finally, it should be noted that there were also risk signals for dementia (Tab. 46). 

Tab. 46 Risk signals for dementia in the CDC analysis 

 
 

One could perhaps argue that residents of old people's homes were "particularly keen" to be 
vaccinated against COVID-19; and that such people could hardly defend themselves against 
it. In this respect, further findings should be consulted here. Of course, data from a randomized 
trial would be ideal - but that will no longer be feasible. Only case-control and cohort studies 
remain. 
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Conversely, one must also bear in mind that these 700 or so cases must have been so 
conspicuous that the doctor in question felt compelled to go to the trouble of spontaneous 
registration.  

7.3.5 Cancer, turbo cancer 

In the CDC analysis discussed above (Chapter 7.3.4), some 17 cancer terms also stood out 
(only shown in the article106 ), which prompted me to carry out further and more precise 
investigations, again DPAs based on VAERS. I wrote a whole series of articles on this; only the 
last of this series is mentioned here.108 This also resulted in 2 lectures.109110 Further aspects and 
backgrounds are mentioned in these articles. The most concise evaluation is repeated in Fig. 
34.  

 

Fig. 34 DAP for cancers, VAERS, USA, age 18+ 

Estimated values as of February 24, 2023. From108. Glioblastoma and thyroid cancer could 
not be added due to 0 in the control. The totals on the right-hand side were calculated with 
all these forms of cancer, but without metastases.  
Ga-PA-SI: Gastric cancer, pancreatic carcinoma, small intestine carcinoma.  
SCC: Squamous cell carcinoma. 

An important background was that there had already been individual reports of unusually 
fast-growing cancer since 2021. Metastases and lethal cases were particularly striking.  

                                             
108 Kremer HJ. VAERS data prove turbo cancer (6): metastases and overview. March 15, 2023. 

https://tkp.at/2023/03/15/vaers-daten-belegen-turbokrebs-6-metastasen-und-uebersicht/ 
109 Kremer HJ. Statistical evidence for turbo cancer CONGRESS AUSTRIA, Mödling near Vienna, 

March 24, 2023 
110 Kremer HJ. Statistical evidence for turbo cancer. Update from the Mödling lecture, October 27, 

2024, www.corona-ausschuss.de    
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7.3.6 Time course of the signals for death 

Since the serious incident involving Tiffany Pontes Dover111 in mid-December 2020, it has been 
clear to all critics that these vaccinations were highly dangerous. In addition, anecdotal reports 
of an accumulation of deaths from vaccination in nursing homes were doing the rounds. The 
deaths in Gibraltar were particularly striking (Section 7.4.1.1). It was therefore only a matter 
of time before the corresponding signals in VAERS became conspicuous.  

In February 2023, I investigated the question of when exactly the CDC and PEI should have 
recognized the unmistakable signals of deaths from PV.112 The following is an excerpt. 
Regardless of whether you look at the absolute (Fig. 35) or the relative (Fig. 36) figures: the 
deaths since the start of the COVID-19 vaccination campaign stood out extremely, so 
extremely that no one would actually need a p-value for them.  

 

Fig. 35 VAERS, death counts, over time 

Any vaccine represents all vaccines without any COVID-19 vaccine and without "unknown" 
vaccine. COVID-19 vaccines represent any vaccine licensed in the USA. Counting limited to 
18+ and USA. 

                                             
111 She was an about 30-year-old nurse who was one of the first people in her hospital to be 

vaccinated with Corminaty, in fact in front of a TV camera. Shortly after the vaccination, she 
suffered a circulatory collapse, but initially recovered. This young woman died the same or the 
other day at the latest. Pfizer did everything to cover up this incident. 

112 Kremer HJ. When exactly should the CDC, FDA and PEI have intervened against Covid vaccines? 
February 19, 2023. https://tkp.at/2023/02/19/wann-genau-haetten-cdc-fda-und-pei-gegen-
die-covid-impfstoffe-einschreiten-muessen/ 
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Fig. 36 VAERS, death in percent of reports received, over time 

Any vaccine represents all vaccines without any COVID-19 vaccine and without "unknown" 
vaccine. COVID-19 vaccine represents any vaccine licensed in the USA. Counting limited to 
18+ and USA. Error bars represent 95% confidence intervals (Clopper-Pearson).  

This leads to the intriguing question of when the CDC must have realized this disaster, assuming 
that this authority regularly does its job as stipulated in its own guidelines, i.e. DPA in this case. 

The first thing to remember is the initial registrations in the USA: 

 Comirnaty® (Pfizer-Biontech) December 11, 2020 

 Spikevax® (Moderna) December 18, 2020 

 Jcovden® (Janssen) February 27, 2021 

Retrospectively, VAERS only allows monthly evaluations. December 2020 was still 
unremarkable. The earliest possible starting point for the analysis is therefore the end of 
January 2021. 

By the end of January, the lower confidence limits for the PRR for Comirnaty® and Spikevax® 
were already well above the 1st confidence limit. Comirnaty �$�ð��= 229, p <0.00001; 
Spikevax® �$�ð��= 138; P <0.00001 (in each case with Yates correction, Fig. 37). Doubts about 
the causal relationship were hardly justified even then.  

Jcovden® actually reached such dimensions even faster, namely at the end of March, i.e. just 
one month after approval (�$�ð��= 49, p <0.00001). 
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Fig. 37 VAERS, DPA with PRR and 95% CI, over time, age >18 

Control: Any vaccine without any COVID-19 vaccine and without "unknown" vaccine, reported 
2016 to November 2020. All counts limited to 18+, USA, and for COVID-19-vaccines by the 
end of the months indicated. The 2 gridlines represent the values 2 and 5. Any lower 
confidence limit >1 should be taken as signal. 

However, one could speculate that at the turn of 2020-21, it was mainly the very elderly who 
were vaccinated, and that these naturally elevated mortality rates may have distorted the 
result. This may indeed have been true for Europe, but only to a much lesser extent for the US 
(see Tiffany Ponte's Dover above). Nevertheless, it makes sense to examine the robustness of 
the conclusions by restricting the analysis to the age group 18 to 64 (Fig. 38).  

In fact, the PRR values for Comirnaty® and Spikevax® (but not for Jcovden®) are lower than 
for everyone over 18. It must therefore be admitted that the highest age groups led to a 
certain distortion. However, this was only relevant insofar as there could no longer be any 
doubt about the dangers of the vaccines until February instead of the end of January. 
Jcovden®, which was recommended for younger people at the time, already showed its 
danger in this age group at the end of March. 
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Fig. 38 VAERS, DPA with PRR and 95% CI, over time, age 18 to 64 

Control: Any vaccine without any COVID-19 vaccine and without "unknown" vaccine. All counts 
limited to 18+, USA, and for COVID-19-vaccines by the end of the months indicated. The 2 
gridlines represent the values 2 and 5. Any lower confidence limit >1 should be taken as 
signal. 

The VAERS database is updated every Friday, with data up to the previous Friday. In 
February 2020, Fridays fell on the 5th, 12th, 19th and 26th. The curves for Comirnaty and 
Spikevax clarify that by mid-February the signals must have become overwhelming even in the 
18-64 age group. Certainly visible at the latest on February 19, 2021.  

The same applies to the PEI. It must first be assumed that authorities such as PEI and RKI on the 
one hand and CDC and FDA on the other exchange information. The PEI probably has the 
largest database in Europe. The vaccination campaign in Germany started two weeks later 
than in the USA. In addition, the data are probably not quite as heavy as those of the CDC; 
together with the data from Eudravigilance, however, the database is even heavier than the 
American. So if the CDC should have recognized the problems with too many deaths around 
mid-February, then the PEI should have done so no later than 1 month later, i.e. mid-March. In 
fact, they issued artfully twisted "safety reports�µ that negated almost every risk (see Section 
7.3.2).  

7.4 Epidemiological data 

7.4.1 Lethal vaccination effect 

7.4.1.1 The Gibraltar disaster 

Small semi-island Gibraltar (population around 29,600113) announced on March 10, 2021 that 
it was the first nation to have fully vaccinated its adult population.114 At that time, only 
                                             
113  https://www.indexmundi.com/gibraltar/population.html  
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Comirnaty was vaccinated there. My idea was that a lethal effect of this vaccination should 
become visible under such limited conditions, so I researched and wrote an article about it 
under a pseudonym at the time. 115 

These vaccinations started on January 10, 2021 and progressed very quickly. "Phase 1 of the 
program", i.e. vaccination with Dose 1, ended already on 29 January 2021.116 26,163 
people received a first dose in Gibraltar.117 This means that the (adult) population was 
vaccinated there and, for once, there was a reliable denominator for estimating the risks. 

The Gibraltar Broadcasting Corporation (GBC) reported a 78% increase in deaths from all 
causes on February 4, 2021.118 However, this headline from the article was misleading as it 
was based on the sum of deaths from November (26 deaths), December 2020 (17) and 
January 2021 (89) and compares this to previous years. However, since only January shows 
excess mortality, this summation minimizes the dramatic increase in January. 

Nevertheless, the short article tabulated all monthly deaths since 2010. On average, there 
were 29.3 deaths in Gibraltar in each January between 2010 and 2020 and 21.9 across all 
months. The highest monthly figure to date was 39 deaths in January 2018, with two second-
highest figures (36) in December 2017 and January 2019. As in many other countries, the high 
figures around the turn of the year 2017-18 were presumably due to the flu epidemic at that 
time. 

The real surprise is shown in Fig. 39. The number of deaths in January 2021, and only in 
January 2021, was exorbitantly high, not just 78% higher than before, but no less than 204% 
higher than the average for all Januaries, i.e. a tripling of the number of deaths. Even the 
previous maximum was exceeded by 128%. 

                                                                                                                                           
114  https://www.ibtimes.com/nation-first-fully-vaccinated-all-adults-against-covid-19-3165686 
115 Stein A. Gibraltar: High death rates shortly after corona vaccination - Is this playing Russian 

roulette? May 2021. vaccination report no. 128/129, 
116  Wikipedia, English, COVID-19 pandemic in Gibraltar. Retrieved March 23, 2021. 
117  https://www.politico.eu/article/vaccine-victory-within-gibraltars-reach/ 
118  https://www.gbc.gi/news/187-increase-deaths-january-compared-10-year-average  
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Fig. 39 Deaths Gibraltar between January 2010 and January 2021 

Own calculations based on the source 118. 

It was obvious that the vaccination campaign alone, in this case even limited to Dose 1 of 
Corminaty, was directly responsible for this catastrophe. A very conservative estimate of the 
excess mortality in January was around 40 deaths; if the estimate is based on the previous 
maximum (39), the excess mortality would be 50 deaths, with a normal estimate of around 60 
deaths. This would result in excess mortality and a lethal vaccination reaction to the first dose 
of Comirnaty �R�I�����������W�R���������Æ, or 15 to 23 per 10,000 vaccinated people. 

Extrapolated to the active group of trial C4591001, this would be around 25-50 deaths in the 
active group. A different, i.e. older, age structure on Gibraltar can be ruled out as an 
explanation, as Gibraltar has a relatively young population as a naval base. However, it is 
possible that a particularly toxic batch was inoculated on Gibraltar. Be that as it may, the 
deaths in Gibraltar provide a further indication that the deaths in the active group of trial 
C4591001 have been embellished.  

7.4.1.2 Excess mortality in the first year of vaccination in Germany 

Due to the disaster in Gibraltar, I set out in summer 2021 to analyze the situation in Germany, 
which led to an extensive series of articles on tkp.at and brought me into contact with data 
analyst Ulf Lorré; the last article in my series appeared on April 6, 2022119 , some previous 
articles were mentioned there. It quickly became apparent that excess mortality in Germany 
also increased in 2021 compared to the corresponding calendar weeks in the largely 
unremarkable year 2020.  

Including late registrations and corrections by Destatis, around 1,021,000 people died in the 
first 52 weeks after the start of the vaccination campaign; this was the highest number since 
the Second World War. The absolute increase compared to 2020 was between 38,000 and 
51,000 deaths, but this does not take trends into account, which does not make much of a 
                                             
119 Stein A. Update on deaths in the first corona vaccination year in Germany. April 6, 2022. 

https://tkp.at/2022/04/06/update- zu-sterbefaellen-im-ersten-corona-impfjahr-in-deutschland/  
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difference when comparing only 2 neighboring years. A remarkable increase, given that 2020 
was actually considered the year of the worst pandemic of all time.  

In the end, mortality in 2021 was significantly higher in almost every age group; on average 
by around 5% (Fig. 40). The only age group without a significant increase (30-34 years) still 
showed a numerical increase.  

 

Fig. 40 Relative mortality risks 2021 to 2020, from start of vaccination up to week 51 

For both 2021 and 2020, the last calendar week of the previous year was included, i.e. the 
death figures for 52 weeks in each case. The error bars show the 95% confidence intervals. 
The start of vaccination in Germany is Sunday, December 27, 2020, week 53 began on 
December 28, 2020. Upward deviations indicate excess mortality. In each case based on the 
population at the beginning of the year. 

My evaluation model worked very well for rapid observation, but only for a maximum of 52 
weeks. For the longer-term analyses required from 2022 onwards, more complex models such 
as the following had to be used.  

7.4.1.3 Calculations by Ulf Lorré on excess mortality in Germany 

Data analyst Ulf Lorré now has an extensive database, which is updated weekly, as well as 
sophisticated programs for analyzing deaths from Destatis. 

In July 2023, he wrote on the basis of the final corrected figures from Destatis for 2022:120 

According to the now final population figures, 2022 recorded a cumulative excess mortality 
of 70,800 (7.1%) in this model, after 35,600 (3.6%) in 2021. Very similar results 

                                             
120 Lorré U. Deaths in Germany in 2022 - Evaluation with updated population data. Guess the mess. 

June 22, 2023. https://ulflorr.substack.com/p/deaths-in-germany-in-2022-evaluation   
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(66,000 in 2022 and 34,000 in 2021) were recently obtained by Kuhbandner & Reitzner 
in a methodologically elaborate study.121 

In addition to the absolute and relative figures, Lorré now prefers to use life expectancy (LE) 
as a relative estimate of the problem of the vaccination campaign. Based on the latest, but still 
not final, figures from Destatis for 2023, he now estimates excess mortality in 2023 at around 
20,000 deaths. The vaccination campaign had a lasting unfavorable impact on the LE in 2021 
to 2023, but COVID-19 not in 2020 (Fig. 41, Fig. 42). 

 

Fig. 41 Development of life expectancy in Germany since 2000 

Annual data. Status: May 8, 2024 Personal communication from Ulf Lorré 

 

                                             
121 Kuhbandner C & Reitzner M. Estimation of Excess Mortality in Germany During 2020-2022. 

Cureus 15(5): e39371. doi:10.7759/cureus.39371 
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Fig. 42 Development of the change in life expectancy in Germany since 2000 

Weekly data. The data for 2024 is still unreliable; as a rule, a considerable number of late 
registrations are to be expected. 
Status: May 8, 2024 Personal communication from Ulf Lorré 

Similar to Lorré (see cumulative LE data, Fig. 42), Neil and Fenton calculated a reduction in life 
expectancy of 4 months from Italian data.122 It should be noted that the LE is always 
calculated over the entire population, and that even deviations that appear small are 
therefore highly significant. The original paper expressed surprise that the vaccination 
campaign had shown "unintended effects on total mortality".123 

7.4.1.4 Mortality calculations by "The Ethical Skeptic" for the USA 

The latest research by this highly accomplished and experienced data analyst also confirms, 
based on official CDC figures, that these vaccines are associated with a persistent increase in 
the risk of death. 124125 To the following Fig. 43 he wrote: 

"We're in the spring lull. Don't worry, I am still tracking excess mortality. It will be low for 
the upcoming 6 to 8 wks, part of death seasonality. 

If you see agencies declaring 'everything is fine' during this time, know that they seek to 
exploit this high PFE126 period." 

                                             
122 Neil M., Fenton N. Italian study calculates Covid-19 vaccine reduces average life expectancy by 

four months by adjusting for significant biases in observational data. April 19, 2024. 
https://wherearethenumbers.substack.com/p/italian-study-calculates-covid-19   

123  Alessandria M., Malatesta G., Donzelli A., Berrino F. (2024). A reanalysis of an Italian study on 
the effectiveness of COVID-19 vaccination suggests that it might have unintended effects on total 
mortality. E&P Repository https://repo.epiprev.it/2862  

124 Lorré U. Longevity trends in German life expectancy: Where do we stand with 2023? 
https://ulflorr.substack.com/p/longevity-trends-in-german-life-expectancy  

125 Kuhbandner C, Reitzner M. Differential Increases in Excess Mortality in the German Federal 
States During the COVID-19 Pandemic. February 2024. 
https://www.researchgate.net/publication/378124684_Differential_Increases_in_Excess_Morta
lity_in_the_German_Federal_States_During_the_COVID-19_Pandemic   

126 PFE = pull forward effect 
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Fig. 43 shows a sharp increase in mortality as early as 2020. There are four main 
explanations for this: 1. before the vaccination: At that time, antibiotics were given far too late 
due to the hysteria surrounding a viral disease, which led to pneumonia being carried over. 2. 
before the vaccination: intubations and artificial respiration were given far too early because 
the criteria for this were set completely unrealistically. 3. before the vaccination campaign: 
euthanasia using midazolam + morphine. 4. start of the vaccination campaign in the USA from 
December 14, 2020. The extreme fluctuations are sometimes attributed to waves of COVID-
19 and its (alleged) variants. Much more obvious, however, are direct effects of the 
vaccination campaign, which may have been superimposed by a wave of coronavirus, or 
rather influenza, and may have had a devastating effect on newly vaccinated people. 

 

Fig. 43 Development of overall excess mortality in the USA 

Between 2018 and calendar week 11 2024. The fine brown curve shows the expected value 
based on the long-term demographic trend. Anything above the fine brown curve means 
excess mortality. Source: https://t.me/EthicalSkeptic/1098  

The excess mortality from sudden (cardiac) death among younger people is particularly 
striking (Fig. 44). This has long led to hashtags such as "sudden and unexpected" among critics. 
It was particularly striking that from the start of the vaccination campaign until August 31, 
2023, around 2,000 top athletes collapsed worldwide, and of these at least 1,394 had a 
fatal outcome. 127 

                                             
127  https://goodsciencing.com/covid/athletes-suffer-cardiac-arrest-die-after-covid-shot/  
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Fig. 44 Development of sudden cardiac death in the USA 

MCOD = multiple cause of death, i.e. there may also be other causes. Source: 
https://t.me/EthicalSkeptic/1102  

It is remarkable that mortality increased precisely after the start of the vaccination campaign. 
This is because the vaccination campaign was actually or supposedly intended to prevent 
mortality. 

7.4.1.5 Data from the Office of National Statistics (ONS) 

For a long time, the UK figures on deaths were considered exemplary because they 
differentiated between "vaccinated" and "unvaccinated". 

However, a close examination of the data revealed that the data was completely unusable 
until April 1, 2021.128 In particular, the renowned British statistician Norman Fenton identified 
many inconsistencies. 129 

If certain extreme scenarios were taken into account, however, the ONS data at least allowed 
qualitative statements to be made about the effect of the C19 vaccination in 2022.130 It is 
highly likely that mortality was increased in all age groups among those vaccinated. There is 

                                             
128 Kremer HJ. Close analysis of UK death rates reveals questionable data quality. November 20, 

2021. https://tkp.at/2021/11/20/die-genaue- analyse-britischer-sterbezahlen-foerdert-
fragwuerdige-datenqualitaet-zu-tage/  

129 Fenton N. The ONS data on vaccine mortality is not fit for purpose. November 13, 2022. 
https://www.normanfenton.com/post/the-ons-data-on-vaccine-mortality-is-not-fit-for-purpose   

130 Kremer HJ. English death figures for vaccinated and unvaccinated show: It was the C19 vaccine. 
Jun 21 i 2023. https://tkp.at/2023/06/21/englische-todeszahlen-zu-geimpften-und-
ungeimpften-zeigen-es-war-die-c19-impfung/ 
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no advantage for vaccination in any scenario. This evaluation shows beyond doubt that the 
vaccination was the lethal agent. 

I don't want to bore you any longer with the nasty death figures from various countries ... 

7.4.1.6 Discussion on the lethality of vaccinations 

Assuming 100,000 people (see Section 7.4.1.3) for the cumulative excess mortality in 
Germany by the end of 2022, and put this figure in relation to the approximately 62 million 
people vaccinated by the end of 2022 (assuming an actual vaccination rate of around 75%), 
�W�K�H�Q���D�U�R�X�Q�G���������Æ��of those vaccinated died because of this vaccination. If we add the excess 
mortality to be feared for ������������ �Z�H�� �D�U�U�L�Y�H�� �D�W�� �D�U�R�X�Q�G�� ���Æ��of those vaccinated who had to 
pay for the vaccination, and some perhaps also for the coronavirus measures, with their death. 

���Æ���D�U�H���R�I��a magnitude that prevents this effect from being intuitively perceptible. A very 
decisive characteristic. As the above analyses show, this order of magnitude can only be 
grasped using complex mathematics. 

One could assume: Psychologically cleverly chosen area. There are other psychological factors 
to consider here: 

�x In addition to the cases in close temporal connection with the vaccination, there must have 
been numerous cases with a greater interval between vaccination and death; these are 
certainly not intuitively detectable. 

�x All too many people groan at the very word math, especially when it comes to formulas.  
�x Very few people are able to carry out research and calculations independently. Many 

lack the ability to check this. 

On the other hand, there are websites such as "ourworldindata" or "worldometers", which 
generate masses of automated statistics that say or at least suggest the opposite and are easy 
to access. Above all, this was and is countered by the massive daily propaganda from 
politicians, the mainstream media, and their helpers from the "fact checker" scene. 

7.4.2 Incidence of cancer and deaths from cancer 

7.4.2.1 Preliminary remarks 

In general, it should be noted that the causes of death are heavily disturbed by mentions of 
"death due to COVID-19".131 

On April 20, 2020, the WHO recommended that the cause of death COVID-19 (codes U07.1 
(virus detected) and U07.2 (virus not detected)) should be preferred as the primary cause if 
such information is available.132 Only U071 and U072 codes given in the context of accidents, 
homicide and suicide should be excluded. 

All cases of sudden and unobserved death are also a de facto exception, as no swab should 
be taken to test for SARS-COV-2. Therefore, statistics as shown above in Fig. 44 should be 
reasonably reliable.  

The WHO did not set a limit for the period between testing and death, but stated that there 
should be no recovery period between COVID-19 illness and death. The WHO explicitly 
recommended that no other disease should be counted as a cause of death in the case of 
death "due to" COVID-19 defined in this way, even if the death was most likely due to e.g. 
progressive cancer (even explicitly mentioned).  

                                             
131  Kremer HJ. 20th German statistics on causes of death: Urgent need for government action. 

January 11, 2023. https://tkp.at/2023/01/11/deutsche-statistik-der-todesursachen-
dringender-handlungsbedarf-fuer-regierung/ 

132  https://www.who.int/docs/default-source/classification/icd/covid-19/guidelines-cause-of-
death-covid-19-20200420-en.pdf?sfvrsn=35fdd864_2  
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Numerous governments, including the German government, adopted this WHO 
recommendation and instructed their subordinate authorities to implement it; presumably they 
also exerted pressure on the medical profession to give preference to the causes of death in 
the source data, i.e. on the death certificates, in anticipatory obedience. This applies in 
particular to the hospital sector, as an amendment to the Hospital Financing Act in Germany in 
March 2020 resulted in a strong preference for the diagnosis of COVID-19.133 It is unclear 
exactly when the WHO recommendation was implemented: only from April 21, 2020 or even 
retrospectively since the beginning of the coronavirus crisis? 

In contrast, considerable distortions must be expected in the case of death due to cancer. In the 
US data, however, there are mostly data on UCoD = unique (i.e. primary) cause of death and 
MCoD = multiple cause of death; the latter makes it possible to filter out "overwriting" by the 
WHO rule. 

7.4.2.2 USA 

For some time now, "The Ethical Skeptic" has been observing the development of cancer, 
especially among younger people. There, the increase in deaths from cancer is much more 
pronounced because there are fewer confounding effects (such as heart disease) in younger 
people than in older people; some of the confounding effects were also caused by the many 
corona measures and rules. His last analysis showed a very clear and sustained increase in 
deaths due to malignant neoplasia (malignant neoplasms, commonly known as cancer) (Fig. 
45). 

 

Fig. 45 Increase in deaths due to malignant neoplasms, USA, age group 0-54 

MCOD = multiple cause of death, i.e. there may also be other causes. From 
https://t.me/EthicalSkeptic/1099   

7.4.2.3 England and Wales 

After "The Ethical Skeptic" (see below) drew attention to epidemiological data in the spring of 
2023 at the latest, which showed an increase in cancer cases and cancer deaths as well as a 
sharp increase in treatment costs for the USA, a group of data analysts around Ed(ward) 

                                             
133  https://www.roedl.de/themen/fokus-gesundheits-und-sozialwirtschaft/juni-2020/auswirkungen-

covid-19-krankenhausentlastungsgesetzes-jahresabschluss-2020  
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Dowd, who were friends with him, also examined such data for England and Wales for the 
age group 15-44 years.134 From there the Fig. 46 and Fig. 47, 

 

Fig. 46 Deaths from cancer in England and Wales, 15-44 years 

The ICD codes of class C stand for malignant neoplasms. From 134. 

 

Fig. 47 Excess deaths from cancer in England and Wales, 15-44 years 

Deviation from the trend as in Fig. 46 is shown. From 134. 

                                             
134 Phinance Technologies. UK Cause of Death Project Death & Disability Trends, Ages 15-44: 

Malignant Neoplasms. October 2023. 
https://phinancetechnologies.com/HumanityProjects/Resources/Project%20Brief%20-
%20UK%20Malignant%20Neoplasms%2015-44_101823.pdf   
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Commentary on this by Ed(ward) Dowd: 

"Government and public health officials see the data we are seeing. The numbers are too big 
to hide. At this point, there appears to be an intentional cover up." 

Very recent Japanese data also confirm that the COVID-19 vaccination campaign must be 
responsible for the increase in certain, although apparently not all, types of cancer.135 

Epidemiological data now also confirm an increase in cancer cases. The observations 
made from PV must therefore be regarded as confirmed, i.e. accepted as causal.  

7.4.3 Declining birth rate 

Since the beginning of 2022, i.e. almost exactly 9 months after the start of the vaccination 
campaign in Europe for people under 50, there has been a significant decline in birth rates 
across Europe. 136137 

Data analyst Ulf Lorré regularly produces updated graphs for this purpose, as shown below 
for Germany (Fig. 48) and Sweden (Fig. 49).138 : 

 

Fig. 48 Birth rate and forecasts: Germany 

Data up to the end of 2023, relative decline in births in 2023 -11.4%. In 2022, the decline 
was only half as much (-5.6%). 
Personal communication from Ulf Lorré, May 1, 2024 

Physiological explanations139 for this are above all an impairment of oocyte implantation in 
the placenta/uterus; an effect that is almost only recognizable in fertility clinics, but is virtually 
undetectable by a woman or a gynaecologist.140  Here, explicit reference must be made to 
the concerns of Dr. Wolfgang Wodarg and Dr. Michael Yeadon from autumn 2020, who 

                                             
135  https://sciencefiles.org/2024/04/10/erste-studie-belegt-tausendfachen-krebs-verursacht-von-

modrna-covid-19-gentherapien-von-pfizer-biontech-moderna/  
136  https://uncutnews.ch/die-geburtenraten-verschaerft-sich/  
137  https://cm27874.substack.com/p/european-births-q2-2023-update  
138  https://twitter.com/ULorre/status/1767858338220437543?s=20  
139 Mayer PF. Statement on the decline in births in the lawsuit against Swissmedic. 

https://tkp.at/2022/12/05/stellungnahme-zum-geburtenrueckgang-bei-der-klage-gegen-
swissmedic/  

140 Kremer HJ, Lorré U. Corona vaccinations reduce success rates in artificial insemination. November 
30, 2022. https://tkp.at/2022/11/30/corona- impfungen-vermindern-erfolgsraten-bei-
kuenstlichen-befruchtungen/  
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emphasized a great similarity between the spike proteins produced by the vaccination and the 
human "placental hormone" syncithin 2. 

However, an impairment of male sperm is also conceivable; again, this effect is not directly 
recognizable by any man, but only in the case of sperm donations to sperm banks.139  

In addition to excess mortality and cancer, the decline in birth rates in Europe is another 
strong indication of the lasting harmful impact of these vaccinations. 

 

Fig. 49 Birth rate, predictions, birth deficits, and vaccinations: Sweden 

Source: 138 

By the end of 2023, there was still no recovery across Europe (Fig. 50 and Fig. 51 .141 

                                             
141  https://cm27874.substack.com/p/european-births-q4-2023-update?utm_source=post-email-

title&publication_id=554697&post_id=144233895&utm_campaign=email-post-
title&isFreemail=true&r=ga7nh&triedRedirect=true&utm_medium=email  
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Fig. 50 Declining birth rate across Europe by the end of 2023 

Monthly birth rate relative to the median 2017-20 for 28 European countries  
Source: 138 

The heat map from this article is also very impressive (Fig. 51). 
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Fig. 51 Heatmap on the current status of the birth rate n 

Rank of the birth rate per calendar year within the period 2017 to 2023. 138 

Something similar is now also known from the USA (Fig. 52). 
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Fig. 52 Development of the "pregnancy codes" O00 to O99 in the USA 

From "The Ethical Skeptic"142 

The Ethical Skeptic" commented on this:  

"Covid cured by 47%, maladies of Pregnancy, Childbirth & Puerperium Mortality!!!! 

Either that or the birth rate itself inflected at V-Day & fell substantially, while they hide the 
2022/23 statistics." 

Even the "Wall Stret Journal" recently picked up on the problem and ran the headline that the 
US fertility rate had fallen to a record low in 2023.143 

7.5 Intensive care bed occupancy 
As is probably well known by now, the hysteria surrounding intensive care bed occupancy in 
2020 was also caused purely by the politics and media and was certainly not directly related 
to COVID-19.144 

On this topic, there are undoubted findings on how politicians misused scientists for favorable 
opinions. 145 

                                             
142  https://t.me/EthicalSkeptic/747 , September 8, 2023. 
143 The Wall Street Journal. U.S. Fertility Rate Falls to Record Low. Fewer babies were born in the 

U.S. in 2023 than any year since 1979. April 25, 2024. https://www.wsj.com/us-news/america-
birth-rate-decline-a111d21b  

144 Van Rossum W., Lausen T. The intensive care mafia. The shepherds of the pandemic and their 
profits. Book paperback, paperback. 232 pages. Rubikon Frankfurt. published on18.12.20215th 
ed. 

145 Kremer HJ. German economic researchers write smear piece on intensive care beds. July 15, 
2023. https://tkp.at/2023/07/15/deutsche-wirtschaftsforscher-verfassen-schmierenstueck-zu-
intensivbetten/ 
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8. Miscellaneous 

8.1 Conclusions on this section 
In general, caution is required when adopting conclusions from non-interventional studies. In the 
case of such studies on COVID-19 or vaccinations, however, the utmost caution is required. 
Numerous examples prove that articles appearing to be scientific have been produced purely 
for propaganda purposes. 

The 4 factual topics in this section - prevented deaths, prevented "severe COVID-19" and long 
COVID - confirm these fears. None of these aspects can even begin to justify the propaganda 
statements. Rather, the authors falsified or distorted the true facts to the point of completely 
reversing reality. 

8.2 Data from non-interventional studies 
Non-interventional studies such as observational studies show a lot of mass and have also been 
published en masse, but rarely show class. 

The RKI itself had conducted a so-called "living systematic review" of observational studies on 
COVID-19 vaccinations. In its third edition from June 2022, the RKI authors assessed the 
quality of the source studies almost without exception as having a "severe or critical risk of 
bias". Closer examination of the few "better" data also revealed major shortcomings in these 
studies. This confirms that such studies cannot be used for benefit assessments. 146 

The evaluation of �´�&�2�9�,�'-�����µ���Vtrictly according to a positive RT-PCR test and analogously to 
trial C459100,  was particularly popular. Although safety should actually be the primary goal 
of an observational study, this criterion alone swept all vaccination incidents under the carpet, 
as was impressively demonstrated using the example of one of the most frequently cited 
studies (Israel, health insurance evaluation, 2 cohorts with half a million people each) in this 
field.147 In addition, some questionable selection criteria may have played a distorting role, 
both in this study and numerous others. 

NB: The assessment of "risk of bias" in observational studies only begins with "moderate", i.e. a 
"low risk of bias" is not possible at all. 

Last year, renowned scientists also took aim at the gross falsifications surrounding 
observational studies. 148 

Many observational studies, registry studies and even official counts only started counting 
events after a certain waiting period instead of immediately after the first dose. This was 
repeatedly criticized by the British statistician Norman Fenton and his group. 149 The core of 
this typical but particularly perfidious trick was and is to classify the vaccinated persons as 
"vaccinated" only some time later, e.g. 14 days. The sting and triggering of the injection are 
decisive and can no longer be reversed. By applying rules such as the 14-day-waiting period, 
all early deaths (see also Fig. 7 and Fig. 8) are swept under the carpet by such rules, but often 

                                             
146 Kremer HJ. How does the RKI analyze vaccine effectiveness studies? July 1, 2022. 

https://tkp.at/2022/07/01/wie-analysiert- das-rki-studien-zur-impfeffektivitaet/   
147 Dagan N, Barda N, Kepten E, Miron O, Perchik S, Katz MA, Hernán MA, Lipsitch M, Reis B, 

Balicer RD. BNT162b2 mRNA Covid-19 Vaccine in a Nationwide Mass Vaccination Setting. N 
Engl J Med. 2021 Apr 15;384(15):1412-1423. doi: 10.1056/NEJMoa2101765. Epub 2021 
Feb 24.  

148  Fung K, Jones M, Doshi P. Sources of bias in observational studies of covid-19 vaccine 
effectiveness. J Eval Clin Pract. 2024 Feb;30(1):30-36. doi: 10.1111/jep.13839. Epub 2023 
Mar 26.  

149  https://wherearethenumbers.substack.com/  
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even worse, assigned to the group of unvaccinated people; in other words, a double 
distortion.150  

As described in Sections 1.2 to 1.4 authorities and evidence-based scientists have so far not 
taken efficacy data from observational studies seriously, if at all. However, scientific 
publications are only concerned with placing a headline or a maximum of one or two sentences 
in the conclusions, which journalists and "fact-checkers" are then happy to include in order to 
fulfill their propaganda mission. 

8.3 Did the vaccination prevent deaths? 
In the fall of 2022, an article by Watson et al. appeared in the mid-ranking Lancet Infectious 
Disease, i.e. not really in the Lancet151, which claimed, purely on the basis of model 
calculations, that the vaccination campaign has saved around 15 to 20 million lives. This is what 
the authors wrote in the conclusions (underlined by me): 

"COVID-19 vaccination has substantially altered the course of the pandemic, saving tens of 
millions of lives globally." 

The authors wrote in the results section of the abstract: 

"... we estimated that vaccinations prevented 14-4 million (95% credible interval [Crl] 13-
7-15-9) deaths from COVID-19 ...  
This estimate rose to 19-8 million (95% Crl 19-1-20-4) deaths from COVID-19 averted 
when we used excess deaths as an estimate of the true extent of the pandemic, representing 
a global reduction of 63% in total deaths (19-8 million of 31-4 million) during the first 
year of COVID-19 vaccination." 

Apart from the strange mixture of "death from COVID-19" and "excess deaths"... 

And if you weren't familiar with the many analyses of deaths in this report ... 

... so you have to be very surprised at the figures of 15 or 20 million prevented deaths. 
According to "Ourworldindata", around 4.56 billion people worldwide had been vaccinated 
by January 1, 2022. The authors therefore claim that death would have been prevented in 15 
million of the 4560 million people vaccinated, i.e. in 0.329% of those vaccinated, albeit over 
the course of a year. 

If there was such a strong effect, it should have been seen more often. This was particularly the 
case in trial C4591001, which included 21926 vaccinated persons in the Blinded FU with an 
observation period of just over 4 months and in which, depending on the counting method, 
there were 15 deaths with active and 14 with placebo or 17 / 17 (Chapter 5.4.1). However, 
based on the model calculations by Watson et al. there should have been about 24 fewer 
deaths (0.329% times 4/12 times 21926) than in the placebo group, i.e. simply zero!  

Can the estimates by Watson et al be credible in any way? 

How does their estimate fit in with the fact that more deaths were counted worldwide in the 
first year of vaccination (2021) than in the year of the supposedly worst pandemic of all time 
(2020)? In which death rates in many countries were also inflated by far too many, too early, 
and too long intubations and ECMO as well as euthanasia using midazolam + morphine. And 
"excess deaths", which were actually increased in the first year of vaccination campaign (see 
e.g. Section 7.4.1.1 to 7.4.1.5) were prevented at the same time according to this article? 
                                             
150  Neil M, Fenton N, McLachlan S. The extent and impact of vaccine status miscategorization on 

covid-19 vaccine efficacy studies. March 25, 2024. 
https://www.medrxiv.org/content/10.1101/2024.03.09.24304015v2  

151  Watson OJ, Barnsley G, Toor J, et al. Global impact of the first year of COVID-19 vaccination: 
a mathematical modeling study. Lancet Infect Dis. 2022 Sep;22(9):1293-1302. doi: 
10.1016/S1473-3099(22)00320-6. Epub 2022 Jun 23. Erratum in: Lancet Infect Dis. 2023 
Oct;23(10):e400.. 
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How crazy can you be? Orwellian doublethink!  

The article by Watson et al. can therefore no longer be surpassed in terms of unscientificness 
and implausibility. The sole purpose of such articles was and is to serve as "evidence" for 
propaganda purposes, so that the media and "fact-checkers" can make such ludicrous claims. 

Naturally, this article was immediately criticized in alternative quality media.152 

Prof. Andreas Sönnichsen, former chairman of the German Network for Evidence-Based 
Medicine, later provided a very readable analysis153 of such assertions and calculations. 154 

Conclusion: Any claim that COVID-19 vaccinations have saved lives is a pure and 
completely unfounded propaganda lie. 

8.4 Did the vaccinations prevent severe COVID-19? 
I have already discussed this above, especially in Sections 4.3.3, 5.4.3, and 5.4.11as well as in 
Section 6 in general. 

"Severe COVID-19" is an artificial category and by no means a clinically defined clinical 
picture. In fact, a positive RT-PCR test and hospitalization (or similar) must be present in the 
free observation. The criterion "positive RT-PCR test" acts as a decisive filter that classifies 
every hospitalization as "positive" or "negative". However, this is anything but relevant for 
patients. What would be relevant are the incidences of all hospitalizations of vaccinated and 
unvaccinated patients, per age group of course. However, it is precisely such statistics that 
politicians have so far done their utmost to prevent. 

Anyone who claims that severe COVID-19 occurs less frequently after COVID-19 vaccinations 
can objectively refer to evidence-based data (Section 4.3.3), however, they are still engaging 
in charlatanry, because the bottom line is that nothing has been prevented, but on the contrary, 
the vaccinations have caused significantly more suffering. Not convinced? See 5.4 or 5.4.11 or 
5.5. 

8.5 Long COVID, post-COVID-19, or V-AIDS? 
There have always been patients who have suffered for a long time from the after-effects of 
an influenza or Epstein-Barr virus (EBV) infection, long influenza or long EBV, so to speak. 

In the course of 2020, the topic of long-COVID (or post-COVID-19) emerged for the first time 
- very rare individual cases at the time. All too often, it was obvious that long-lasting weakness 
and fatigue were at least equally due to the often questionable treatment, i.e. mainly 
intubations or ECMO lasting several days or even weeks. However, there may also have been 
genuine cases of long-COVID that were independent of such factors. 

Since January 1, 2021155 , but at the latest since July 1, 2021156 , ICD codes157 have also 
been available for Long COVID:  

U09.9! Post-COVID-19 condition, unspecified 
Info This code number is to be used if a disorder classified elsewhere is to be 

indicated as being related to a previous coronavirus disease-2019 (COVID-19). 
This code number is not to be used if COVID-19 is still present. 

                                             
152  https://tkp.at/2022/09/07/laecherliche-modellierungsstudie-versucht-ohne-daten-wirkung-von-

corona-impfung-zu-beweisen/  
153 Sönnichsen A. Why COVID vaccines have not saved a million lives. April 24, 2023. 

https://tkp.at/2023/04/24/warum- die-covid-impfstoffe-keine-million-leben-gerettet-haben/  
154  https://www.acsoe.de/ueber-mich/  
155  https://web.archive.org/web/20201203002319/https://www.kbv.de/html/1150_49299.php  
156  https://www.kbv.de/html/themen_55220.php  
157  https://www.icd-code.de/icd/code/U09.-!.html  
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Note: The exclamation mark at the end of the sequence of digits means that this code should 
not be used in isolation, which is also what the coding "info" says. 

There is also a closely related code U08.9158 : 

U08.9 COVID-19 in the patient's own medical history, unspecified 
Info Use this code number to code a previous confirmed coronavirus disease-2019 

(COVID-19) that affects a person's health or leads to healthcare utilization, but 
the person no longer has COVID-19. 

NB: To date, there are no ICD codes for "Post-Vac" or V-AIDS, i.e. "Vaccine-Acquired Immune 
Deficiency Syndrome". However, there are ICD codes for "Infection after vaccination" (T88.0) 
and "Other complications after vaccination" (T88.1).  

It is noteworthy that Prof. Mertens from the German StiKo explicitly recommended in a TV 
interview to plead for long-COVID or post-COVID-19 in the presence of severe and, above 
all, long-lasting vaccination complications in order to obtain reimbursement from health 
insurances. This recommendation alone must have led to numerous misdiagnoses. 

Obviously, the need for such diagnoses or codes arose after the start of the vaccination 
campaign. These after-effects of the vaccinations were presented by politicians, in particular 
the unhealth ministers Spahn and then Lauterbach, as bad after-effects of COVID-19, but in no 
way as vaccine damage; after all, according to Lauterbach, the vaccinations were "almost free 
of side effects" - and � úmsonst�µ; full agreement with the latter! ���,�Q�� �*�H�U�P�D�Q���� �´�X�P�V�R�Q�V�W�µ�� �F�D�Q��
�P�H�D�Q���´�I�U�H�H���R�I���F�K�D�U�J�H�µ�����E�X�W���D�O�V�R���´�L�Q���Y�D�L�Q�µ�� 

It would have been very easy to identify the real cause: With the codes U08.9 and especially 
U09.9, all that would have been needed in the many specialized clinics for long-COVID that 
have emerged since then was to count all patients with such code by vaccination status. This 
was certainly done at least intuitively by the doctors, but the corresponding publications were 
prevented. 

If, for example, 95 out of 100 patients with U09.9 in a certain age group, for example 18-59 
years, were vaccinated against COVID-19, then these figures can easily be compared with the 
vaccination rate, in this case 84.9%; all you need to know now is how large this age group 
was in absolute numbers, in the following example 44,943,322 inhabitants as of December 
31, 2021 according to Destatis. Based on these figures, a very simple OvE analysis could have 
been carried out, i.e. a 4-field table that can be statistically tested with a �$² test or a Fisher's 
Exact Test (Tab. 47). 

Tab. 47 Model calculation 1 for Long-COVID , age group 18-59, Germany 
 Code U09.9 Population** % Vaccination rate* 
Unvaccinated 5 6 786 442  
Vaccinated 95 38 156 880 84,9% 
Total 100 44 943 322§  
P-value*** 0,003  
* Data according to RKI as of May 7, 2024.  
**  Calculated from vaccination rate (**) times population § (Destatis population survey). 
***  Fisher's Exact Test 
 
Even on the basis of such tiny numbers as 95 out of 100, it would have been possible to 
recognize a clear difference, i.e. an excessively high rate of long-COVID among the 
vaccinated.  

However, there have long been far more than just 100 Long COVID cases; in Germany, there 
is an impressive list of Long COVID clinics. Therefore, below is a second model calculation, this 
time with the somewhat more realistic assumption that 900 out of 1000, i.e. "only" 90% of the 

                                             
158  https://www.icd-code.de/icd/code/U08.-.html  
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long-COVID cases were vaccinated (Tab. 48). Although only two very similar percentages 
(90% and 84.9%) are now compared, the difference is clear due to the large numbers.  

If only they had wanted to know - it would have been very easy. 

Tab. 48 Model calculation 2 for Long-COVID , age group 18-59, Germany 
 Code U09.9 Population ** % Vaccination rate* 
Unvaccinated 100 6 786 442  
Vaccinated 900 38 156 880 84,9% 
Total 1000 44 943 322§  
P-value*** <0,00001  
* Data according to RKI as of May 7, 2024. age group 18-59 years 
** Calculated from vaccination rate (**) times population § (Destatis population survey). 
***  Fisher's Exact Test 

Recently, a scientific article was published that purported to investigate the potential of 
COVID-19 vaccinations to prevent (sic) long-COVID symptoms.159 It was based on databases 
of primary care records, i.e. centrally processed medical records.  

The article should be strongly criticized in several respects: 

1. The authors did not use one or both of the above codes, but defined long-COVID as the 
presence of at least 1 of 25 specific symptoms over a period of 90 to 365 days. The 
study period fell within the phase in which such codes were present.  
NB: Only very few participants in cohorts 1 and 2 of the article even reached the 90-
day limit! (Table S54 of the article) 

2. Instead of differentiating strictly and simply between the unvaccinated and the 
vaccinated, the latter perhaps with subgroups, the authors formed cohorts in an 
extremely complex, i.e. ultimately opaque way, which they influenced statistically so that 
they were similar in size.  
NB: The aim of propensity scoring to obtain similar cohorts cannot be criticized in itself. 
But its application in this highly confusing situation is. 

3. The authors de facto only examined the first year of vaccination, i.e. mainly 2021. Due to 
the dynamic nature of vaccinations, it was extremely difficult to reliably relate effects to 
vaccinations. It would have been honorable to publish such an analysis on an uncertain 
data basis as early as the beginning of 2022. In fact, the analysis was not published 
until the beginning of 2024, i.e. at a time when more solid data from 2022 could have 
been available. 

Two key data sources were two registers from the UK: "GOLD" and "AURUM". These are 
particularly interesting because it is now possible to estimate the underlying general 
vaccination rate.  

The data collection for "GOLD" was already completed in December 2021 and that for 
"AURUM" in January 2022. The authors apparently wanted to generate "early" data. Around 
the turn of the year 2021/2022, the "Vaccinated" and "Unvaccinated" populations had just 
become stable and the above codes had existed for some time.  

The Tab. 49 indicates the problem of the much too early time window. The proportion of 
unvaccinated people in the registers [~50%) was much higher than in the general population 
(77-79.6%).  With such large absolute numbers, a chance finding can be ruled out.  

                                             
159  Català M, Mercadé-Besora N, Kolde R, et al. The effectiveness of COVID-19 vaccines to prevent 

long COVID symptoms: staggered cohort study of data from the UK, Spain, and Estonia. Lancet 
Respir Med. 2024 Mar;12(3):225-236. doi: 10.1016/S2213-2600(23)00414-9. Epub 2024 
Jan 11. 
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Tab. 49 Proportion of those vaccinated 
  Català et al 2024 OWID** 
  Total Vaccinated Unvaccinated Vaccinated* Vaccinated 
  million million million % % 
"GOLD" Scotland, Wales 3,1 1,62 1,64 49,7  79,6*** 
"AURUM" England 13,3 5,73 5,86 49,4  77,0 
* Own calculation, only in relation to vaccinated and unvaccinated people. 
** https://ourworldindata.org/covid-vaccinations, based on January 1, 2022, drawn 2024-05-12 
***  Own calculation, estimated from the respective percentages and population sizes 

Because the data collection started in January 2021, the proportion of unvaccinated people in 
the two British cohorts was of course much higher than in the population at the end of the year. 
I see two possible reasons for the questionable design of this study: 

A. Generation of early data, although there were no stable and reliable ratios due to the 
ongoing vaccination campaign. Instead, the use of complex statistical methods that are 
barely comprehensible. 

B. The authors perhaps "optimized" the timing of the evaluation in such a way that the 
vaccination was maximally exculpated. 

Ad A: A look at Table S54 of the "Supplementary Appendix" supports this assumption. The 
duration of observation was shorter in unvaccinated cohorts 1 and 2 (older people) 
than in vaccinated cohorts, while it was even longer in cohorts 3 and 4. 
In addition, this table shows that the vast majority of cohorts 1 and 2 were terminated 
due to vaccination (i.e. a third or cross-vaccination), whereas this proportion was just 
under 50% in cohort 3 and only around 15% in cohort 4. 

Ad B: It is noteworthy that the authors never claimed the property "prospective" for their 
study, but this property appeared three times in the reference list. 

If they really wanted to present an early analysis: Why did they write on the manuscript only 
in July 2023 (recognizable by several references with "date accessed July 2023)"? So about 
18 months later! 

With such "coziness" in the evaluation, the entire study could also have been "put on its feet": 
So cohort definition strictly and consistently into "vaccinated" and "unvaccinated", for example 
on the cut-off date of December 31, 2021, whereby the few who were then still vaccinated 
would have been dropped out; bearable with large numbers. This would have resulted in 
clearly separated cohorts; for robustness, those unclear participants could have been 
considered separately again. The analysis could then simply have focused on the above-
mentioned ICD codes and their incidence in 2022 as a whole. Although the result would then 
probably have been very clear, it would probably not have been in line with policy. The 
Cleveland Clinic study shows that it would have been very easy to conduct a meaningful study 
under the stable conditions of 2022 (Section 4.3.6.6). 

All in all, this article must be classified as worthless and misleading. In the middle of an 
ongoing vaccination campaign, it is hardly possible to make a valid assessment of the long-
term effects of vaccination. They should - and could - have waited for more stable conditions! 
The data may even have been "optimized" in terms of time in order to produce the desired 
result. 

In the meantime, there are strong signs that medicine is coming to its senses when it comes to 
Long COVID. In March 2024, the Australian state of Queensland came to the conclusion that 
Long COVID should be removed as a disease.160 This may be based on the many study results 

                                             
160  https://tkp.at/2024/03/15/australische-behoerde-long-covid-gibt-es-nicht/  
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that are now available.161 Meanwhile, German government agencies appear to be continuing 
their efforts to prevent meaningful evaluations of long-COVID. 162 

8.6 Asymptomatic infection 
The following considerations should be made beforehand: 

A. COVID-19 was a plandemic. 
This was obviously the case, because why were the numerous simulation games carried out, 
such as Lockstep, SPARS epidemic, Event 201, etc.  
Why was Ralph S. Baric commissioned by Moderna and the NIAID in mid-December 2019 
to test their vaccine candidate? (Chapter 6.2.6) Etc. 
So there was prior knowledge in many places.  

B. If there was a plandemic, then there were directors. They had to have an agenda. Goals 
had to have been, among others:  
B1 The RT-PCR test had to be established as the "gold standard", i.e. it could not be 

questioned in the slightest.  
B2 Panic had to be stirred up time and time again.  

C. The directors could assume that most people prefer "quick thinking"163 , i.e. associative 
thinking, because it allows them to avoid effort. The mere consumption of news is easier 
than ever these days. 
C1 For most people, even for many doctors 164165 , only "positive" and "negative" exist. 
 A four-field concept  would be correct and make more sense, i.e. "false positive" and 

"false negative" in addition to "true positive" and "true negative". The existence of 
"false positive" and "false negative" in particular is completely unclear to all too 
many people.  

C2 Reflection and clarification of connections were massively prevented by immediately 
defaming and canceling critics with argumentum ad hominem. 

The four-field concepts alone are likely to give some people logical whiplash, with the risk of 
tipping over, i.e. "questioning everything". If somebody then came up with the connection 
between "false positives" and the true prevalence in the population, you would have to argue 
with math, which would put even more people off. As long as the leading media do not 
communicate this, other points of view are non-existent or even unthinkable for most people. 
However, the leading media no longer wanted or were allowed to convey such knowledge 
from 2020 onwards. 

In addition, there was the problem of CT values: at the latest from values of around 35, one 
should no longer have spoken of "positive". However, absurdly high values of up to 45 were 
sometimes accepted as positive. 

Especially in the beginning, i.e. at least until mid-March 2020, the tests, if available at all, 
performed probably very poorly, i.e. only very rarely "positive", and this despite obvious 
symptoms. This means that the RT-PCR test had to be fine-tuned so that it was positive 
sufficiently often in the presence of symptoms. From the sparse data of trial C4591001, it can 
be estimated that even there, or primarily in the fall of 2020, only 275 of the 2,091 samples 
in the placebo group were "positive", i.e. only around 13% (Fig. 29). Actually far too rare for 

                                             
161  https://tkp.at/2023/04/04/studie-long-covid-gibt-es-nicht/  
162  https://tkp.at/2024/04/02/erneuter-datenskandal-bei-bmg-und-rki-keine-daten-zu-long-

covid-patienten/  
163 Daniel Kahneman, Thinking, Fast and Slow. Book 2011 (Original)  

Kahneman was awarded the Nobel Prize for Economics in 2002. 
164 Gigerenzer G. The basics of skepticism. On the right way to deal with numbers and risks. Berlin 

Verlag, Berlin 2002, ISBN 3-8270-0079-3. 
165 Gigerenzer G. Risk. How to make the right decisions. C. Bertelsmann Verlag, Munich 2013, ISBN 

978-3-570-10103-2. 
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panic. Especially since of the 275 cases, at most 3%, or 0.04% of all placebo participants, 
had a severe course. 

So there were actually several problems: On the one hand, initially positive cases were 
extremely rare, which had to be extremely detrimental to the goal of "stirring up general 
panic". On the other hand, the risk that the susceptibility to errors (high rate of false positive 
results with low prevalence and nonsensical CT values) of this highly praised test would become 
all too obvious also had to be contained. Otherwise, the hoped-for or needed classification as 
the "gold standard" could have been questioned.  

Since "false positives" should never be blamed on the test concept, a different narrative 
was needed: asymptomatic infection and asymptomatic transmission! In addition, this 
narrative offered the opportunity to suspect everyone, including healthy people, of 
spreading the alleged unknown and "novel" danger. 

The concept of "asymptomatic transmission" was accompanied by the threat of being sent into 
quarantine for weeks, even if you were completely healthy.  

In fact, the evidence for "asymptomatic transmission" was invariably poor and never stringent. 
This was particularly evident in the first publication on this topic from January 30, 2020.166 At 
that time, a Chinese woman was examined who was on a business trip to the car supplier 
company Webasto near Munich, Germany, and was examined after arrival with the help of 
the Bundeswehr (Germany army) Bioweapons Laboratory under the direction of Roman 
Wölfel. However, the documents showed that this woman had already taken an antipyretic on 
the flight and was therefore by no means asymptomatic. In fact, this early case was taken as 
an opportunity to test all contact persons (as Christian Drosten then propagated: "Test, test, 
test") and to isolate them if necessary.  

                                             
166  Rothe C, Schunk M, Sothmann P, Bretzel G, Froeschl G, Wallrauch C, Zimmer T, Thiel V, Janke C, 

Guggemos W, Seilmaier M, Drosten C, Vollmar P, Zwirglmaier K, Zange S, Wölfel R, Hoelscher 
M. Transmission of 2019-nCoV Infection from an Asymptomatic Contact in Germany. N Engl J 
Med. 2020 Mar 5;382(10):970-971. doi: 10.1056/NEJMc2001468. Epub 2020 Jan 30.  
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9. Concluding remarks 

9.1 The classification as a pharmaceutical product was missed 
As a pharmacist (since 1981), a specialist (diploma) in pharmaceutical medicine (since 1997) 
and an early critic of coronavirus measures, there were many things about the concept of 
COVID-19 vaccinations, especially the modRNA vaccinations, that disturbed and puzzled me. 

Not that I doubted the ability of mRNA or modRNA to produce peptides or proteins on 
ribosomes in the organism, or that I questioned the ability of modern biotechnology to produce 
specific RNA or DNA sequences. I immediately realized that the modification of natural mRNA, 
i.e. the replacement of the natural uracil (or uridine) functions in the RNA molecule with 
unnatural N1-methylpseudouridine, would cause problems. The explicit aim of this modification 
was to extend the lifespan of the modRNA compared to natural mRNA. The manufacturers 
therefore introduced something unnatural without their product being upgraded to a 
pharmaceutical product. But that would have been a must!  

How could the authorities let this pass? 

The consequences of such an upgrade would have been that a whole series of further 
investigations would have had to be carried out �²  and rightly so! Meaning a comprehensive 
pharmacological-toxicological programme, a proper pharmacokinetic, and, perhaps, also a 
pharmacodynamic characterization in humans. All this was omitted! Despite billions of 
applications, we still only have fragmentary information on the further fate of this compound in 
the body or on the peptides actually produced. 

Likewise, more precise investigations would have been required to determine whether the 
modRNA is actually read on the ribosome exactly as hoped. The replacement of a natural 
molecule (uracil), in this case even en masse, with an artificial one (N1-methylpseudouridine) 
should lead to less reliable results due to reading errors. Were there any studies on this? Or 
only the large-scale trial on humans? Accuracy and reliability in the sense of pharmaceutical 
products looks different.  

The substitution of uracil with N1-methylpseudouridine alone, which is precisely what constituted 
the modRNA and the essential innovation (�Æ Nobel Prize for Katalin Karikó and Drew 
Weissman, 2023) of these products, would have made classification also as a 
pharmaceutical product indispensable.  

Notwithstanding, in Europe the classification as Advanced Therapy Medical Product167 and 
in the US as gene therapy168 would have also been a must.  

9.2 The excipients 
At least two of the substances used for the "lipid nanoparticles (LNPs)", ALC-0315 and ALC-
0159, were completely new and were used here for the first time in humans. This may also 
apply to the substance called DSPC, a phosphocholine ester. Assuming that the toxicological 
studies normally required had all been available at the start of trial C4591001 and had 
turned out to be acceptable, characterization in humans would still have been missing. This 
would even have been possible almost "free of charge", using a "split-placebo design": 
instead of all 50% of the participants on lege artis placebo (see Section 2.3), i.e. the product 
without the actual active ingredient (tozinameran), 25% could have been randomized to lege 
artis placebo and 25% to saline; the latter might have been recognizable. However, in 

                                             
167  EU Regulation (EC) No 1394/2007, Article 17 
168  Asaleh A, Zhou J, Rahmanian N. Letter to the Editor: A Lesson for the Future-How Semantic 

Ambiguity Led to the Spread of Anti-Scientific Attitudes About COVID-19 mRNA Vaccines. 
November 2022. Human Gene Therapy. (21�²22): 1213�²1216. 
doi:10.1089/hum.2022.29223.aas (inactive 31 January 2024). 
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actually employed trial design, active was probably always distinguishable from placebo. The 
"free of charge" is intended to indicate that the efficacy question and the sample size would 
not have been affected by this. Such a design would have allowed the determination of risks 
associated with these novel excipients. This omission was another serious flaw in the approval 
process. 

To make matters worse, these substances may not have been properly toxicologically tested 
beforehand. Competent toxicologists may judge that. 

9.3 The quality inspection 
Another fundamental problem lies in the duality of an extremely specific effect, namely the 
formation of very specific proteins by DNA (which is also required in the production of 
modRNA products) or RNA sequences, and the incredible masses of individual sequences to be 
produced. In the case of tozinameran, the active ingredient in Comirnaty, solid estimates 
assume around 10 trillion molecules per dose (!). In turn, billions of doses were inoculated, i.e. 
initially produced in a factory. It must be borne in mind that even the smallest errors in the 
sequences can have fatal consequences in the reading or production of proteins or peptides. 
However, such "little errors", e.g. the minimal swapping of two nucleotides in the sequence of 
e.g.  

A AAA UCU CGU GCU GAU AUA etc. , to  

B AAA UCU CUG GCU GAU AUA etc. 

... can never be detectable in individual cases. This is because the difference between A and B, 
highlighted by underlining, would not be chemically detectable, i.e. it would not be 
recognizable by any normal quality test. Especially not if there are only a few B strands next 
to many A strands. 

In such case, it is also irrelevant whether the U (uracil) has been replaced with an N1-
methylpseudouridine or not; although the problem is probably even greater with modified 
RNA. But if 10 trillion strands have to be produced for 1 dose: Is it conceivable that all these 
copies are exactly the same? That there is no exchange as in strand B? Or similar errors 
elsewhere? And what about when 1 or even 10 billion doses have to be produced? 

These circumstances should have been immediately clear to anyone with an understanding of 
biology and pharmacy. Minor deviations would not be a problem with pharmaceuticals 
because the effect tends to decrease with each deviation and the mass of the "right" molecules 
determines the effect. However, this is fundamentally different with genetic engineering. 
Proper, i.e. risk-based, quality testing was and is probably impossible! 

Originally, Biontech did not focus on vaccinating healthy people, but on products for last resort 
(ultima ratio) situations where such problems could possibly be accepted. But in healthy 
people? Possibly even young people, adolescents, or children? 

Products of such questionable quality could never and can never be acceptable for healthy 
people! 

9.4 The approval process 
In view of the fundamental problems (Section 9.1 to 9.3) and the many shortcomings in the 
planning and approval of the C4591001 trial (especially Section 2, 3 and 4), approval for 
this vaccine should never have been granted. Not even if a pandemic was actually 
assumed; not even on the basis of the data available at the time. 

This must always have been clear not only to the manufacturers, but also to the authorities and 
their employees. The authorities had to execute their decisions under massive pressure from 
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"above", all too often, if not consistently, against the resistance of the authorities' experts. This 
is no longer just my assessment, but has long been proven. 169 

This assessment can now also be substantiated for the German RKI by the RKI protocols that 
have been released. 

9.5 What could anyone have noticed? 
A lot of strange things were already happening at the start of 2020: 

�x Why were excavators pirouetting in Wuhan to supposedly level a site for a new hospital? 
Which should be finished in a week. 
NB: Every child knows that you need bulldozers to level a site, not excavators. 

�x Why did they show a convoy of short military trucks that were supposed to transport 
corpses from Bergamo to a crematorium, but "accidentally" stopped at a cemetery on the 
way there?   
NB: Presumably a conventional road train would have been sufficient for these volumes and 
weights. Obviously it was about images and not reality. 

�x Why had pandemic plans been prepared for years, but then disregarded them all?  
NB: None of the key measures such as social distancing, mask-wearing or "test, test, test" 
were in line with the pandemic plans. 

�x How could hospitals and intensive care units be overloaded on the one hand, and on the 
other hand these same employees find time to practice the Jerusalema dance? 

�x How could masks not only be recommended, but even prescribed? Even though there was 
already clear evidence of a lack of benefit at the time. 

�x How could Corman, Drosten and others develop an RT-PCR test so early? Even though they 
only had a single swab, if any, from a single person in Wuhan. 

�x How could this RT-PCR test become the "gold standard", even though there were major 
doubts about its validity? 

�x How was it possible to postulate the transmission of "asymptomatically infected persons" or 
their ability to infect others, although there was neither convincing evidence nor any other 
medical-biological justification for this? 

�x Why has COVID-19 never been clinically defined? 
�x How could politicians like Karl Lauterbach (German Minister of Health) predict later 

coronavirus waves already in April 2020? 
�x How could politicians call for the vaccination of the world's population as early as April 

2020, even though the lack of effectiveness of vaccinations against respiratory diseases 
was all too obvious? 
NB: This demand would only have been permissible if the vaccines had ever shown to yield 
"sterile immunity", i.e. that they could prevent transmission to other people. However, not 
even an attempt was made to prove this.  

Or later: 

�x How was it possible to introduce and enforce contact bans even outdoors? 
�x How could married couples, for example, be banned from leaving their homes after 9 

p.m.? 
�x And so on and so forth. 

Data analyst Ed(ward) Dowd recently wrote:170 

                                             
169 Mayer PF. Leaked EMA emails: Politicians demanded release of corona vaccines with virtually no 

testing. February 8, 2023. https://tkp.at/2023/02/08/geleakte-emails-d er-ema-politik-
verlangte-freigabe-der-corona-impfstoffe-praktisch-ohne-pruefung/   

170  https://t.me/Edward_Dowd/1027  
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"We should really measure the authorities and how they did. And if it was a success, and the 
vaccines worked, excess mortality should really have started coming down in 2021 and 
continued down in 2022. And disabilities, which only started in '21 should never have 
existed at all. So, by coming up with a scorecard, you're just measuring the policymakers. 
How did they do on the policies they implemented? And what I testified to today was an epic 
fail." 
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