12/2/21,9:23 PM FDA report finds all-cause mortality higher among vaccinated - Israel National News

Iran IDF Naftali Bennett Donald Trump Coronavirus Benjamin Netanyahu

jes to Daylight Savings Time | 3:06 PM Yesha Council: Rabbi Perel always strove for truth and justice = 3:04 Pv JReady making broad impact on Jewi:

Main > All News > Technology & Health > FDA report finds all-cause mortality higher among vaccinated Error 503 Service Unavailable
\ARE™ - By ~A Service Unavailable
‘ DICAL -“ .
- <3 Guru Meditation:

XID: 10243381

Varnish cache server

undefined

FDA report finds all-cause mortality
higher among vaccinated

FDA report shows Pfizer's clinical trials found 24% higher all-cause mortality rate
among the vaccinated compared to placebo group. Report emphasizes that
"None of the deaths were considered related to vaccination.”
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David Rosenberg , Nov 17,2021 1:51 PM
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The clinical trials of Pfizer’s coronavirus vaccine found that the all-cause mortality rate of the
vaccinated group was higher than that of the control group, months after the trials were
launched, according to a recently released FDA report.

According to the report, which was released by the US Food and Drug Administration to
provide background information on its August 2021 decision to grant full approval for the
Pfizer-BioNTech coronavirus vaccine after offering limited emergency authorization of use in
last December, six months after the vaccine’s clinical trial began, the total number of deaths
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The initial results of the clinical trials suggested a high-level of efficacy for the vaccine in
preventing symptomatic cases of COVID-19, an in particular, serious illness from COVID —
but lacked significant data on all-cause mortality, due to the short time-frame and small
number of total deaths.
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A follow-up assessment of participants completed on March 13th of this year looked at the
overall health outcomes of the trial participants, six months after they received either the
COVID vaccine or the saline solution injection.

While Pfizer in July released partial data on the outcomes from the six-month assessment
ending March 13th, the new FDA report includes more comprehensive data, and shows a
significantly higher number of all-cause fatalities among the vaccinated cohort.

The Pfizer report in late July of this year showed effectively equal all-cause fatality rates
between the vaccine and placebo cohorts six months after the tests were conducted, with 15
deaths among the nearly 22,000 vaccine recipients, versus 14 deaths among the nearly
22,000 placebo recipients.

Most of the total 29 deaths in both groups were not related to the coronavirus; of the deaths in
both groups, three fatalities were listed as being related to the virus; two in the placebo group
and one in the vaccinated group.

The FDA report, however, revealed a larger number of deaths by all causes in both groups,
with 17 deaths among the control group and 21 in the vaccinated cohort.

The relative difference in all-cause deaths between the two cohorts amounts to 23.5%, though
the absolute number of deaths was small — 38 total for all participants in the trial.

However, the FDA justifying its August 2021 approval for the vaccine did not find a link
between the vaccine and increased mortality risk, noting that the majority of side-effects, and
all common side effects (any reported by more than 10% of recipients) were mild, ranging
from fatigue and headache to muscle pain, chills, joint pain, fever, and swelling.

The total number of serious adverse events reported among the placebo and vaccine group
were comparable, with 103 events reported among the vaccine group and 117 among the
control group, though a break-down and comparison of serious adverse events was not
provided.

The FDA report also said that during its initial assessment of the vaccine, no notable patterns
linking the vaccine in a 'causal relationship' to specific adverse outcomes were found.

However, the report did say that following the issuance of the emergency use authorization in
December 2020, a number of cases of rare heart conditions, including myocarditis and
pericarditis, were reported following vaccination, leading the FDA and CDC to identify "serious
risks for myocarditis and pericarditis following administration of" the Pfizer vaccine. The risk
factor appears to be higher in males under 40, the report added, with boys ages 12 to 17
being especially at risk.
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