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BREAKING NEWS

BREAKING – Pfizer Covid-19 Vaccine only gained
Emergency Authorisation for use in Children
because Pfizer manipulated study data and
committed serious violations
BY DAILY EXPOSE ON OCTOBER 2,  2021 •  (  5 COMMENTS )

Listen Now

 

Evidence that Pfizer violated study protocols and manipulated data in order to gain emergency authorisation for their experimental
Covid-19 mRNA vaccine to be given to children has been uncovered.

Analysis and comparison of the review document submitted by Pfizer to the US Food and Drug Administration, on the basis of which the FDA
gave the green light to expand the emergency permit for vaccination (https://www.fda.gov/media/148542/download), as well, for children aged 12-
15, as opposed to the study protocol (https://cdn.pfizer.com/pfizercom/2020-11/C4591001_Clinical_Protocol_Nov2020.pdf) in children
(https://clinicaltrials.gov/ct2/show/NCT04368728), reveal concerning findings.
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These include violations of the protocol established by Pfizer itself, and no less serious, designing the trial protocol in a way that will allow the
company to present as positive findings as possible in terms of vaccine safety in children, and to include as little as possible serious side effects
in the review submitted to the FDA.

By Yaffa Shir-Raz

I. Violation of protocol conditions – How did children with
a psychiatric diagnosis get to be included in the study?
According to the review document submitted by Pfizer to the FDA, four of the 1131 children in the study arm who received Pfizer-BioNTech
COVID-19 Vaccine suffered from serious adverse events (“SAEs”) – that is, events in which at least one criterion was met: caused death, is life-
threatening, requires hospitalization or prolongation of existing hospitalization, results in persistent disability/incapacity, a congenital
anomaly/birth defect. 

Of these four children, three had such severe depression, that they were hospitalized shortly after vaccination (in the first 7 days after the first
dose, in the second only one day after the second dose, and in the third 15 days after the first dose, respectively). 

The consequence of this finding is extremely worrying, as it means that one in every 350-400 children who are vaccinated might suffer from
severe depression and need hospitalization. 

To reassure us, Pfizer notes in its review document that in fact, all three children had a pre-existing diagnosis of anxiety and depression.
Moreover, they explain – all three actually reported a selective serotonin reuptake inhibitor (SSRI) that began within 1-2 months prior to
vaccination. 

“Worsening suicidal ideas with initial SSRI treatment in adolescents”, they explain, “is a recognized risk and provides a reasonable alternative
explanation for depression exacerbation in these BNT162b2 recipients”. So here you go – why blame the vaccine, when there is a perfectly
reasonable and logical alternative explanation for the exacerbation of their depression? 
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What is the problem with this explanation? 

Two problems: 

1. The claim that the SSRIs the children received is an alternative explanation for the deterioration of the children’s mental state is
doubtful. According to the scientific literature, exacerbation of suicide and mental state occurs right at the beginning of treatment with
antidepressants, usually in the first two weeks, and certainly not more than a month after starting treatment – which is the time when you start
to see improvement. In fact, the opposite is true: if there is no improvement within four weeks, a medication is usually replaced. 

2. More importantly, according to the study protocol – participants with a previous psychiatric diagnosis should never have been
included in the study in the first place (see page 41 in the protocol). It turns out that one of the exclusion criteria in the study is: “Other
medical or psychiatric condition including recent (within the past year) or active suicidal ideation/behavior or laboratory abnormality that may
increase the risk of study participation or, in the investigator’s judgment, make the participant inappropriate for the study“. 

This is therefore a blatant violation of the study protocol established by the company itself and approved by the FDA. The implication of such a
violation is severe: if Pfizer were so negligent that they included subjects with a psychiatric background in the experiment – contrary to the
protocol they themselves established – it means that the subjects’ well-being is not their main concern. As Pfizer itself notes in the protocol: such
a background may increase the risk of study participation. And if they do not adhere to ethics in recruiting subjects, who can assure us that they
adhere to ethics in other sections of the study – for example, analysis of results? 

II. Design the protocol in a way that will allow the
company to present positive findings regarding the safety
of the vaccine 
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In at least two criteria, the company appears to have manipulatively designed the protocol in a way that would allow it to present as positive
findings as possible in terms of vaccine safety in children: 

A. Designing the protocol in a way that will reduce, as much as possible, the inclusion of severe adverse events in a
report submitted to the FDA. 

In the Pediatric Study Protocol (see table on page 12), Pfizer undertook that the duration of follow-up for serious adverse events (SAEs) would be
“from Dose 1 to 6 months after the second dose”. 

A six-month follow-up period is considered to be very short compared to the usual follow-up time in Phase 3 studies for vaccines. According to
the FDA, Phase 3 in vaccine studies (https://www.fda.gov/patients/drug-development-process/step-3-clinical-research) should last between one and four years. 

Yet it turns out from Pfizer’s review document that the company did not complete even this relatively short follow-up period, and in fact was
content with only 30 days of follow-up of the severe adverse events. This fact emerges from the chapter dealing with the date of analysis (page
30, under the heading of the SAEs chapter): “12-15-year-olds: SAEs from Dose 1 through up to 30 days after Dose 2 in ongoing follow-up were
reported by 0.4% of BNT162b2 recipients and 0.1% of placebo recipients“. 

How has this been made possible? 

On page 114 of the study protocol – in the chapter dealing with the timing at which the statistical analyzes will be performed, Pfizer set a
number of time points for the purpose of performing these analyzes. While the maximum time period for monitoring severe adverse events in
the general study population is six months (the seventh section), the fifth section set an additional cut-off point, of only 30 days after the second
dose for the purpose of comparing data between two age groups – one of ages 12-15 and one of ages 16-25. 

In other words, the protocol appears to be designed in such a way that the review submitted to the FDA will only include the serious adverse
events that appeared during the first month after vaccination. 

Indeed the follow-up of the serious adverse events continues for another five months, but any adverse event that will be discovered during
these months, or an adverse event that was observed during the first month but was defined as non-serious and has been worsening during the
following months (or the diagnosis will change) – will simply not appear in the review report. 

The concerning implication of this practice is that serious adverse events may not appear in the report on the basis of which the FDA
issues the emergency authorization for children, so continued follow-up, even if published a few months or years after the temporary
authorization was issued, will not help children who will be harmed or die following the FDA’s green light. 

B. Designing the protocol so that diagnoses of serious adverse events given in hospitals unrelated to the study site
can be ignored. 
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Within the terms of the Outcome Measures in the study protocol, as it is presented in Clinicaltrials.gov Pfizer determined that the research
team selected by Pfizer will be the ones defining the adverse events as such: “As elicited by investigative site staff”. 

This way, the company has in effect given researchers selected by them the power to define for themselves what the diagnosis will be,
regardless of the diagnosis given at the hospital/ward which is not defined as the research site. 

Why is this problematic? 

Because such a determination means that if a particular participant suffers from serious adverse events and has been treated, for example,
outside the hospital or ward that functions as the research site, then in fact, the diagnosis made by the attending physicians at the hospital/ward
in which the participant is treated is irrelevant. 

This way, Pfizer has actually allowed its team to define what the diagnosis will be, rather than letting the diagnosis given by the attending
physicians confuse them. 

Beyond the severe criticism towards Pfizer, the analysis and comparison raise serious questions for the FDA itself: 

* How is it possible that the FDA has even approved a protocol that allows such manipulations? 

* Why did the FDA allow the company to perform the data analysis and submit the application for the emergency permit in children after such
a short follow-up time of only 30 days? 

* What made the FDA so eager to approve the emergency permit for children? Why is this approval given based on a safety report that is not
even “cooked” half way? After all, there is no emergency situation for children. 

* Why did the FDA not address these manipulations and violations of the protocol after the company submitted its review? 

Yaffa Shir-Raz, PhD, is a risk-communication researcher and a teaching fellow in the Interdisciplinary Center Herzliya in Israel, and the
University of Haifa. 
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Pat

  5 days ago

SSRIs are noted for making people, especially males, suicidal and homicidal. It appears
that nearly every mass shooting involves a shooter who is on an SSRI or has been
recently. For the sake of the safety of the general public, and the individual and his
family, these should be taken off the market and banned.

Likewise, they should not give COVID shots to anyone with a mental disability of any
kind, or to a child, since none can give informed consent. And since they’re not bothering
with informed consent at all, nobody should get a COVID shot.

It should be pointed out that anybody who suffers the consequences of any vaccine that I
have seen on videos or read about has every reason to BECOME depressed.
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German Wing’s tragedy….
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amsalhem

  4 days ago

Il y a trop d’effets indésirables sur ce vaccin pfizer ARN messager ! le gouvernment doit
stopper ce vaccin sur les enfants,car ! cela pourait devenir un Génocide vaccinale sur la
santé des enfants dans l’avenir !

1  Reply

kiwi

  4 days ago

so pfiser got caught lying AGAIN fined $2.3 billion in 2019 
for similar type crimes, and yet they announced $18.4 
billion profit for 2nd quarter 2021, the fines don,t seem to 
work, time to start hanging them by the neck, start with the CEO
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Es klingt wie Dr. Mengele taking children who are mentally disabled, using them in his
insane experiments, as if these children are trash.
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Less than 0.1% of people reading this will support us even though we rely solely on your support. But if every single person reading this supported us
today then we could remove this annoying banner as The Exposé would be fully funded for the next year... 
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