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Children’s Health Defense !led a Citizen Petition with the FDA, urging the agency to revoke all existing licenses
granted to the P!zer-BioNTech and Moderna COVID-19 vaccines. The petition alleges the FDA violated its own
rules when it licensed the vaccines. CEO Mary Holland called on the public to submit comments on the FDA
website.
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Children’s Health Defense (CHD) is asking the U.S. Food and Drug Administration (FDA) to revoke the
licenses for all Pfizer-BioNTech and Moderna COVID-19 vaccines.

On Monday, CHD filed a Citizen Petition with the FDA and is urging the public, including healthcare
workers, parents and military members, to submit comments on the petition.

“The FDA granted full licensure to these vaccines without requiring the manufacturers to meet the
legal standards that typically govern licensed vaccines,” said CHD CEO Mary Holland, a co-author of the
petition. “It’s critical that the FDA follow its own rules.”

Holland said CHD launched the petition after an investigation determined that under the Biden
administration, the FDA “violated its own rules egregiously” by granting biologics licenses to the Pfizer
and Moderna vaccines.

“CHD is supporting the transparency and integrity at the FDA that the American people deserve, and
that U.S. Health Secretary Robert F. Kennedy Jr. has promised,” she added.

The petition, based on research by pharmaceutical and medical device industry veteran Sasha
Latypova, asks FDA Commissioner Martin A. Makary to determine that the two mRNA vaccines —
Comirnaty and Spikevax — are misbranded and adulterated.

A Citizen Petition is a formal request to the agency to take regulatory action. Citizen Petitions, typically
submitted by an organization, require extensive documentation of the issue and the legal basis for the
claim.

In its petition, CHD outlines how the experimental vaccines passed through the regulatory process and
were granted full Biologics License Application (BLA) approval without meeting the required
standards for that approval.

Latypova was the first to break the story that the vaccines won BLA approval without meeting the
proper licensing standards. She told The Defender:

“It is important to point out that this petition is not about science, safety or efficacy of these
products. We focus on the law and pharmaceutical regulations, and we outline many severe
violations of the BLA standards that require immediate action by the FDA.”

The petition calls on the FDA to properly designate the shots as emergency use authorization (EUA)
shots for as long as the U.S. Department of Health and Human Services (HHS) Declaration of
Emergency, issued and repeatedly renewed under the Public Readiness and Emergency Preparedness
Act, or PREP Act, remains in effect.

Currently, the emergency declaration is set to last until the end of 2029.

Read the full petition and cover letter here.

‘EUA vaccines cannot be merely marketed under a BLA label’

Both Pfizer’s Comirnaty and Moderna’s Spikevax were initially developed and deployed under EUA
early in the COVID-19 emergency period.

Drugs made available under EUA don’t have to meet the same rigorous manufacturing, testing and
clinical trial requirements mandatory for drugs that receive full BLA approval — the process the agency
uses to license “biologics,” defined as medications created from living organisms. Vaccines fall under the
FDA’s definition of a biologic.

The petition alleges the FDA allowed the vaccines to “jump tracks,” by transitioning them from EUA
status to full licensure without requiring Pfizer or Moderna to perform the types of clinical investigation
normally required for new, BLA-approved drugs.

“EUA vaccines cannot be merely marketed under a BLA label, however,” the petition states.”There are
licensing standards that need to be met but are not.”

In the race to roll out the vaccines to the public during Operation Warp Speed, the FDA waived critical,
legally required components of BLA compliance, the petition states. These critical components include
Institutional Review Board (IRB) oversight, documented informed consent, validated manufacturing
processes, good laboratory practice in preclinical testing and representative clinical trial data.

“The U.S. law permits EUA products to be adulterated and misbranded under the PREP Act declaration
of public health emergency,” Latypova said. However, she added:

“Misbranding BLA products is a severe violation of the federal law. By claiming that these
substandard, demonstrably misbranded and adulterated products are ‘BLA licensed vaccines,’ the
FDA is abrogating its duty and continues to deteriorate what is left of the public trust in health
regulations in the U.S.”

The petition notes that since the drugs first won BLA licensure, both Pfizer’s Comirnaty and Moderna’s
Spikevax labels have had to be “substantially revised” with indication and usage restrictions, and the
companies had to add warnings for myocarditis and pericarditis.

During the pandemic, the FDA authorized the vaccines for people ages 6 months and older. Today, they
are licensed for more limited groups. Moderna’s Spikevax is licensed for adults age 65 and older, and
for everyone 6 months to 64 years old who has at least one underlying condition that puts them at high
risk for severe outcomes from COVID-19.

P!zer’s shot is licensed for adults 65 and older, and people ages 5 through 64 with at least one
underlying condition that puts them at high risk for severe outcomes from COVID-19.

FDA ‘failed to follow its own regulatory guidelines’

CHD’s petition alleges the FDA “failed to follow its own regulatory guidelines when it illegally granted
BLAs to COVID-19 mRNA vaccines.”

According to the petition, leaked European Medicines Agency (EMA) documents from late 2020 —
documented by The BMJ — indicate that European regulators issued “three Quality Major Objections”
to Pfizer’s manufacturing process, which made the vaccine maker out of compliance with existing
regulations.

The leaked documents showed discrepancies between the material used to make the shots tested in
the Phase 3 clinical trial and the final product intended for commercial distribution.

Email correspondence between EMA staff, senior agency executives and colleagues at the FDA revealed
that U.K. regulators “were under massive political pressure to overlook all regulatory deficiencies,” and
that concerns raised by staff reviewers were ignored or overlooked.

The CHD petition also alleges:

Pfizer’s trial data cannot lawfully serve as the basis for BLA labeling because clinical-trial batches
were produced through a different process than those later used for the commercial batches, and
because the clinical trials had large data gaps — they lacked clear efficacy endpoints and
participants were unblinded.

Pfizer and Moderna initiated human testing before completing nonclinical assessments that, by law,
must precede human dosing for novel biologics.

The toxicology and biodistribution studies for the Pfizer and Moderna vaccines didn’t follow Good
Laboratory Practices, and sometimes relied on surrogate mRNA constructs that were used as a
stand-in for the final vaccine formulations.

Moderna’s only biodistribution study was conducted exclusively on male rats, but the vaccine is
approved for use in all sexes. Those studies also found statistically significant skeletal abnormalities
in the offspring of animals exposed to Moderna’s vaccine — findings that merit further investigation
before licensure.

Because the vaccines were treated as EUA countermeasures rather than new products under
investigation, the trials did not involve IRB oversight or the type of informed consent procedures
required under U.S. law for a clinical investigation.

The petition cites public FDA advisory committee discussions and a declaration by former FDA
official Dr. Peter Marks, in which officials explicitly stated that the vaccines would not use the
typical investigational regulatory pathways, because they didn’t want Operation Warp Speed to be
limited by the requirements of IRB and informed consent.

The vaccines — labeled today as fully licensed — are in fact EUA products “in disguise,” bearing BLA
labels without satisfying the statutory standards those labels require.

An EUA product cannot be retroactively deemed BLA-compliant, so the FDA must withdraw all
current licenses and take corrective action to bring the vaccines into alignment with federal law.
The petition cites a history of federal court cases that have distinguished EUA and BLA products.

According to the petition, the American public assumes that licensed vaccines satisfy strict
manufacturing, testing and disclosure standards, and that the FDA’s actions during the pandemic
compromised these expectations.

“Reversing these licensures or granting EUA status is imperative,” the petition states. “Acting on this
Citizen Petition will enhance the FDA’s credibility with the public. Given the obvious safety, effectiveness,
labeling, and branding concerns over mRNA COVID-19 vaccines detailed above along with anticipated
comments on this docket, we respectfully appeal to the FDA to implement the actions requested in this
Citizen Petition.”

CHD calls on the public to submit comments on FDA’s website

The FDA is now obligated to review the petition and respond within 180 days, although the agency may
extend that timeline.

In the meantime, CHD said it hopes that hundreds of thousands of people will read the petition on the
FDA’s website, and comment here — sharing their thoughts and experiences.

Attorney Ray Flores, outside counsel to CHD and one of the petition’s signatories, said the petition
should “become the focal point for exposing COVID-19 vaccines.”

He said that, like a Substack post or other social media, people can upload comments with supporting
documents or can voice their support with personal anecdotes.

“Since it is CHD’s desire to correct rather than sue, and not to depend on the courts at this time, the
Citizen Petition places the burden on the FDA itself to justify and correct its actions,” Flores said.

Holland called on the public for support.

“I hope the public will join the call for the agency to fulfill its critical mission and that the FDA will
remove the licenses, and restore the EUA for these products if it chooses to keep them on the market.”
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This is a wonderful idea. We are supposed to be a self governing nation where we the people are the one's
who are actually governing ourselves. Somehow we have allowed this country to be controlled by a group
of organizations that represent big business and special interest. This looks as though it could be a
unifying way to return to the people our own government,
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Even Batman would get this riddle. What do James Bond and the FDA have in common? Answer - They
both have a license to kill.
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Another great Knd, Safari! The DOJ report referenced above isn't in either the CHD or NVIC
websites but is in Vaccine Impact News: https://vaccineimpact.com/2018/u-s-government-
continues-to-pay-out-millions-to-victims-injured-by-the-Wu-shot/
Report from the Department of Justice March 8, 2018 Catharine E. Reeves, Deputy Director, Torts
Branch
https://vaccineimpact.com/wp-content/uploads/sites/5/2018/03/DOJ-Report-March-2018.pdf
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So more testing on rats is needed? Do you not understand that tests on animals cannot be extrapolated to
humans because of differences in physiology, metabolism, genetics, biochemistry, diet and environment?
Do you not know that all vivisection is a fraud, is not science, is completely useless, and continues because
it is a billion dollar a year industry? It is time for you people at CHD to recognize that animal testing does
not make any toxin safe for humans. Many thousands of drugs have been tested on animals, then gone on
to clinical trials in humans, and put out on the market and killed people.
https://kindnessandscience.org/dangerous-drugs/ CHD, give up this religious belief in fraudulent animal
testing and acknowledge that all drugs and vaccines are designed to harm, kill, and make money.
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One step at a time.
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This is brilliant! I will come up with the most heartfelt comment!
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The FDA is going to scrutinize vaccines...or drugs, when it knows little about how the human body works. It
has permitted very toxic products on the market...and after thousands of deaths,,,Knally recalls a product. It
needs to learn that the bloodstream was designed to carry nutrients from unprocessed healthy food to
nourish the organs, glands and cells, in order to create ENERGY and HEALTH. Any other substances would
be harmful and destroy the organs, glands and cellls. The Father of Medicine, Hippocrates , prescribed
natural food...Let Food be Your Medicine; and Medicine be Your Food." The Medical Industry has not taught
the Hippocratic Method to doctors...DO NO HARM!
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time to KILL this diabolical technology !
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Sasha has been beating the drum about her Kndings for a long time. Thank you, CHD, for this petition and
Brenda for explaining the process. There are many avenues for the public that we don't know about. We all
need to get behind RFK Jr. and learn these so we can do whatever we have the power to do.
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Until we see prosecutions and executions of those involved in these nefarious actions, none of this
matters.
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They should stick to testing things out. It should and always should be our rights, and parents rights to
refuse. They are also delusional if they don't think we know what their doing. Everything's been exposed.
The FDA and other letter organizations have lost almost all credibility. No one in their right mind would
follow their advise anymore. All they want is control, and to make money, not to make people well. Fauci,
Gates, and others like that, are not the only one with deaths of 100's of thousands, if not millions.. All do to
their "policies" and the greed of money. We are done playing their games.
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Is the FDA still a captured agency? Does the FDA continue to register and approve products made by
PHzer? Will some of the previously registered products be pulled from the market?
Were DARPA's Bioweapons Registered under PHzer's name at the FDA?

⛺
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Good questions, but unfortunately even if one does Knd out these answers, the hole is so deep
one will never be able to keep up to the lies.
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The death jab has to be stopped. We have family members who have died from it and others injured.
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I spent over an hour writing a comment for the FDA website and when I went to submit it, the website
indicated the comment function wasn't working at the time. I won't do that again.
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The same happened to me, but I wrote it in Word and still have the info.
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Thank you for the opportunity to send comments to your Citizens Petition!! Over the past 4 years pain from
clients' and neighbors' adverse reactions and deaths has piled up in me, and I hope that my comments and
those of a million others will dent the denial of the FDA and those health care professionals and school
administrators whose cognitive dissonance has contributed to their unquestioning allegiance to The
(previous) Narrative.
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Holland said CHD launched the petition after an investigation determined that under the Biden
administration, the FDA “violated its own rules egregiously” by granting biologics licenses to the PKzer and
Moderna vaccines."

Dr. Peter Marks handiwork, so that Biden could mandate a licensed Covid shot, not because the shot was
scientiKcally proven to be safe and effective, which it wasn't. VAERS was off the charts with adverse event
reports. CDC safety signals were triggered. The danger signals were simply ignored, as the agenda was for
everyone to take the Covid shot.
Marks even downplayed myocarditis, which has a substantial 5 year mortality rate. Death is not a mild
outcome of myocarditis.
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If you look at this old video, it's obvious that doctors talked a lot of nonsense during Covid. We know the
95% - 100% claims were RRR (Relative Risk Reduction), whilst the ARR (Absolute Risk Reduction) of these
utterly useless vaccines was around 1%. According to the undercover video of James O'Keefe, Johnson &
Johnson didn't even test it's vaccines on humans, only on lab rats. Where did these doctors get their
information? Does the medical industry still have credibility? Just listen to the utter nonsense ...
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All people had to do was look out their windows as we sat sitting ducks in our homes for days,
weeks, months on end and put 2 and 2 together. People were dying, but the only ones dying were
the ones in the hospitals. The rest of us sat at home with masks and made Amazon and Walmart
and liquor stores rich while schools, workforces, life forces, were taken away in one fell swoop!

Pounding commercials of hypodermic needles being punctured into millions of arms showing us
how "wrong" they are being injected, yet it didn't stop the marketing and selling and administrating
the untested poison into our population.

Anyone that took the jab took it under duress and based in lies. Is there anything more to say?
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Not to mention so many warnings from the universe. Such as one of the Krst people to
get the shot in public literally dropping dead. A comedian prodly billed as triple-jabbed
zonking out right on stage. Even stuff that may have been intentional to alert the astute,
such as the release of v-safe data a few days in.
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That is proof we do not trust what we see, hear or are being sold through
controlled media. Even seeing what is true happening is questionable!! And
that is their plan.

That being said how does one differentiate between real and unreal? The
saying that seems appropriate right now?? ......if their lips are moving, they are
lying. How much of everything that we are subjected to, whether willingly or
not, is real or true? Before access to overload of information through the
internet, we were deaf, dumb and blind to what what goes on in our worlds -
When the internet came along, we now have loads of information....but they are
controlled and lies and used for the purpose for the money moguls, no matter.
Either way, the more we put our time into technology, the less time we spend
being......human.

And that is their plan.
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Yeppers, Kim. Aldous Huxley saw this coming. The best one can do is consider
all sources and connect the myriad of dots as best possible, guided by pattern
recognition and knowledge of history. For example, we've seen what
propaganda looks like. If it waddles like a duck, swims like a duck, Wies like a
duck, and qualcks like a duck...
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Prof Francis Boyle: Covid Shot is a weapon of Biowarfare: DARPA (Pentagon) developed Covid-19 &
Vaccines

https://rumble.com/v72qqj6-prof-francis-boyle-covid-shot-is-a-weapon-of-biowarfare.html
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Will the FDA deregister these products?
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Below is a failed submission to the FDA. After pressing the "Submit Comment" button, the following error
message displayed: " We're sorry, an error has occurred
The feature you are attempting to access is currently unavailable."

I support the Children's Health Defense Citizen Petition (FDA-2025-P-6831) calling for revocation of
Biologics License Applications for mRNA COVID-19 vaccines, including PKzer-BioNTech's Comirnaty, and
urge Commissioner Marty Makary to launch an immediate formal investigation into the novel lipid excipient
ALC-0315 under the FDA's post-approval authority (21 U.S.C. § 355(o)). As a scientist with experience
compiling Safety Data Sheets (SDS), I am acutely aware of the critical information these documents
provide, as well as their shortcomings, such as incomplete sections that hinder proper toxicological
evaluation. The Cayman Chemical SDS for ALC-0315, dated September 22, 2021, explicitly states the
product is "for research use - Not for human or veterinary diagnostic or therapeutic use," yet this substance
was incorporated into vaccines administered to billions worldwide without adequate disclosure or testing
for human safety. The SDS classiKes ALC-0315 (5% in 95% ethanol) as highly Wammable (H225),
carcinogenic (H350, Category 1A, "May cause cancer"), a skin irritant (H315), eye irritant (H319), and
respiratory irritant (H335, STOT SE 3), with symptoms including anemia, cough, CNS depression,
drowsiness, headache, heart damage, lassitude, liver damage, narcosis, reproductive effects, and
teratogenic effects—primarily attributed to ethanol but with no separate data for ALC-0315 itself, as
sections on toxicological properties repeatedly state "No further relevant information available" or "the
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Please be aware there is currently a problem when the "submit comment" button is pressed to make a
submission.
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CHD, please Knd my failed submission below:

I support the Children's Health Defense Citizen Petition (FDA-2025-P-6831) calling for revocation
of Biologics License Applications for mRNA COVID-19 vaccines, including PKzer-BioNTech's
Comirnaty, and urge Commissioner Marty Makary to launch an immediate formal investigation
into the novel lipid excipient ALC-0315 under the FDA's post-approval authority (21 U.S.C. §
355(o)). As an Australian citizen with experience compiling Safety Data Sheets (SDS) in the past, I
am acutely aware of the critical information these documents provide, as well as their
shortcomings, such as incomplete sections that hinder proper toxicological evaluation. The
Cayman Chemical SDS for ALC-0315, dated September 22, 2021, explicitly states the product is
"for research use - Not for human or veterinary diagnostic or therapeutic use," yet this substance
was incorporated into vaccines administered to billions worldwide without adequate disclosure or
testing for human safety. The SDS classiKes ALC-0315 (5% in 95% ethanol) as highly Wammable
(H225), carcinogenic (H350, Category 1A, "May cause cancer"), a skin irritant (H315), eye irritant
(H319), and respiratory irritant (H335, STOT SE 3), with symptoms including anemia, cough, CNS
depression, drowsiness, headache, heart damage, lassitude, liver damage, narcosis, reproductive
effects, and teratogenic effects—primarily attributed to ethanol but with no separate data for ALC-
0315 itself, as sections on toxicological properties repeatedly state "No further relevant
information available" or "the chemical, physical, and toxicological properties have not been
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I heard Judy Mikovits say that all vaccines have contained mRNA since (I forget what year?). If biologics
are medications made from living organisms, would they contain RNA or DNA?
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$20 Million payout for vaccine induced autism

https://rumble.com/v72ukq8-highwire-9-dec-2025.html
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There are many vaccine safety departments within HHS. I would appreciate reports on these.
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The FDA registers adulterated and misbranded drugs; Bioweapons disguised as vaccines.

This isn't an administrative error; it's criminal intent to inWict harm and deploy DARAPA (Pentagon) funded
Bioweapons. The list of side effects on the "vaccine" labels are the intended harm, and denial of vaccine
exemptions proof harm (so called "vaccine injury") is intended.

RFK Jr. needs to pull these Bioweapons from the market.
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All these Covid-19 crimes were made possible - because there is no independent justice system:

Retired UK police otcer Mark Sexton explains it from a UK perspective.

Mark Sexton: “The police must be seen to be enforcing criminal law, not to appear to act as the coercive
agents of ministers.”

https://rumble.com/v72qxjm-mark-sexton.html?e9s=src_v1_cbl%2Csrc_v1_upp_a
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If PKzer's Covid-19 vaccine was "safe and effective", PKzer CEO Albert Bourla and his board of Directors
would be the Krst to take it. Albert Bourla's body language and stuttering is priceless !!

▶
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Just look at the hypocrisy:

The situation was "so critical" that PKzer's CEO Albert Bourla had the Luxury of time to wait to
take the vaccine.

The situation was "so critical" that the vaccine weren't recommended for members of congress,
politicians, judges and the 59 year old CEO of PKzer.

The virus was so deadly, and the situation so critical, that PKzer's board of directors had the luxury
of time to wait whilst manufacturing millions of doses for others (Pleps).

Many mandated individuals would have given / donated their dose to PKzer's own CEO and his
board - but they didn't want to take it. They supported vaccine mandates whilst refusing to take
donated vaccine doses themselves.

This "vaccine" turned out to have an ARR (Absolute Rusk Reduction) of 0.84%, meaning it was
utterly useless in preventing Covid-19.

According to PHzer's oZcial Covid-19 vaccine label, Covid-19 is a recognized and oZcial side
effect of their own vaccine. It appears if "the deadly disease" called Covid-19 was actually
caused by PHzer's own vaccines. It was never isolated elsewhere. This clearly makes the
vaccine a Bioweapon.
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https://s3.wasabisys.com/bfs-
data/docs/vxi/PKzer's%20Appendix%201%20Explosive%20List%20of%20Adverse%20Ev
ent%20Reports.pdf
COVID-19
COVID-19 immunisation
COVID-19 pneumonia
COVID-19 prophylaxis
COVID-19 treatment
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If a virus cannot be isolated, it doesn't exist. The Covid-19 virus doesn't exist. You can get COVID
by taking PKzer's Covid-19 vaccine. Covid-19 is listed as side effect on PKzer's otcial vaccine
label. Viruses doesn't exist - Diseases are caused by substances in vaccinations. Almost every
vaccine label list the disease it's suppose to prevent as side effect. Vaccinations are a scam.
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Johnson & Johnson's employees clearly knew their Covid-19 vaccine was unsafe and ineffective. None of
these products would be on the market if the FDA didn't approve it.

▶
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An excellent summary of problems related to Covid-19 vaccination can be downloaded from the website
below. It's a 430 page document

https://coronacomplaint.ch/criminal-complaint/
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This sounds like a waste of time, with the jabs staying on the market. What is it that you will really
accomplish by having the jabs reclassiKed as EUA? We still can't sue anyone, correct?
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