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Executive Summary 
 

Scope and Expert Opinion 

Based on my review of primary regulatory documents, leaked Pfizer’s 
Chemistry‑Manufacturing‑Control (CMC) files, relevant legislation in the U.S. and EU, and 
other publicly available documentation, it is my expert opinion that the Covid‑19 mRNA 
injections were deployed under military ‘medical‑countermeasure’ rules that bypassed 
standard pharmaceutical safeguards, rendering them legally and functionally 
indistinguishable from a potential bio-chemical weapon. 

 

1. The Dual‑Use Nature of mRNA/DNA Platforms 

Established “dual‑use” designation – Since at least 1997, U.S. defense advisors (JASON 
group) and later the U.S. National Academies have listed gene‑therapy platforms, including 
lipid‑nanoparticle (LNP) mRNA systems utilized as vaccines, as technologies that can be 
weaponized (e.g., by delivering toxins, oncogenes, or immune‑suppressive micro‑RNAs). 

Ease of weaponization – The same attributes that make mRNA attractive for therapy (cell 
entry, high expression) make it attractive for hostile use; even fragmented RNA (shRNA, 
miRNA) can dysregulate host gene expression without coding for proteins.  
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2. “Bait and Switch”: Consumers Worldwide Were Misled About the 

Legal Status of Covid-19 Products as Countermeasures – Medicines 
Used for Non-Medicinal Purposes, i.e. as Weapons. 

Safeguard normally 
in force 

How it was removed for Covid-19 mRNA products 

Investigational New 
Drug Regulations/ 
IRB oversight 

Products formerly developed as gene therapies were reclassified 
as “vaccines/countermeasures” based solely on declared intended 
use; safety-pharmacology, carcinogenicity, and mutagenicity 
packages were waived; emergency declarations and non-
investigational status of countermeasures removed enforceability 
of all pharmaceutical regulations. 

Current Good 
Manufacturing 
Practice (cGMP) 
inspections 

PREP Act (U.S.) and EU Emergency Support Regulation 2016/369 
(as amended 2020) allow the Secretary/Commission to waive 
cGMP entirely during a declared CBRN emergency. 

Import-export 
regulations and 
manufacturer 
liability 

Waived via EU supply agreements with pharmaceutical 
companies.  Thorough indemnification of pharmas for any injury or 
death resulting from unsafe product, except in case of narrowly 
defined “willful misconduct” – parallels the US PREP Act in EU 
contract.   

Independent batch 
testing in the EU 

FDA-EMA Mutual Recognition Agreement (fully operational 
July 2019) lets EU Qualified Persons accept U.S. batch data 
sight-unseen. 

Facility inspections 
every two years 
(21 CFR 600.21) 

April 2019 FDA rule deleted inspection frequency and penalties; 
Covid travel bans then halted inspections outright. 

  

Documentary Evidence of Non‑Compliance with Good Manufacturing 
Practices and Product Adulteration (Potential Weaponization)  



Expert Witness Statement: Alexandra Latypova, MBA, POB 2981, Stateline, NV, USA 

P a g e  5 | 107 

 

EMA leaks (Nov 2020) – ~1,000 pages show major objections: (i) non‑existent cGMP 
packages; (ii) ≤50 % intact mRNA (specification quietly lowered from ≥70 %); (iii) missing 
analytical‑method validation; (iv) unreviewed manufacturing changes. 

Rentschler 2022 FDA Form 483 – Post‑deployment inspection of Pfizer’s EU contractor 
documented cGMP violations, confirming earlier warnings. No enforcement actions taken.  

Legal shield – 21USC§360bbb‑3a(c) explicitly states that even if a product would be 
“adulterated or misbranded,” it cannot be treated as such once designated an EUA 
countermeasure.  Same regulation- and liability-free conditions were implemented in EU 
via predatory purchasing contracts. 

 

3. Evidence that Covid Response Was Not a Public Health Response, 
but a Classified Military Operation Utilizing Medicines as Weapons 

All Covid-19 countermeasures, including bio-chemical substances marketed as “safe and 
effective vaccines”, were ordered by the DoD as a “large scale manufacturing 
demonstration” via Other Transactions Authority contracts.  According to Operation Warp 
Speed/HHS Assistant Secretary for Preparedness and Response (ASPR) reports, the US 
Department of Defense (DoD) ordered and oversaw the development, manufacture, and 
distribution of all countermeasures.   
 

The Covid Dossier ( Exhibit 1) is a compilation of the evidence from many countries and 
regions of the world demonstrating that: 

Covid was not a public health event, although it was presented as such to the world’s 
population. It was a global operation, coordinated through public-private intelligence 
and military alliances and invoking laws designed for CBRN (chemical, biological, 
radiological, nuclear) weapons attacks. 

The Dossier contains information regarding the military/intelligence coordination of the 
Covid biodefense response in the U.S., U.K., Australia, Canada, the Netherlands, Germany, 
Italy, and many more locations. For as many countries as possible, the Dossier lists the 
military/intelligence agencies in charge of their country’s Covid response; dates on which 
emergency declarations were made in each country; military/intelligence-related agencies 
and bodies in charge of censorship/propaganda; and top people with military/intelligence 
jobs who were known or reported to hold leadership positions in the response. The Dossier 
also lists connections to global governing bodies, including the EU and UN/WHO, through 
which the response was coordinated, and provides a listing of the 
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military/intelligence/biodefense alliances that provided multinational frameworks for 
responding to a bioterror/bioweapons attack. 

 

4. Covid-19 mRNA Injections are Indistinguishable from Bio-Chemical 
Weapons. 

• Covid-19 mRNA injections meet the statutory definition of “biological product” 
used as a countermeasure for non-medicinal unapproved purposes, 
simultaneously exempt from drug‑safety law and manufacturers' liability. 

• Potential qualification as a “biological weapon” under 18 U.S.C. § 175 et seq. 
(possession or delivery of any agent “not reasonably justified by a prophylactic or 
protective purpose”) given the evidence of systematic adulteration and 
misbranding. 

• Foreseeability of harm – Regulatory guidance for gene therapies and extensive 
scientific literature lists insertional mutagenesis, autoimmunity, and persistent 
expression as known risks; these were neither tested nor disclosed.  Lack of cGMP 
compliance, evidence of adulteration and contamination, and large gaps in 
manufacturing process characterization at the time of the global launch 
demonstrate depraved indifference of the state and health authorities, intentionally 
putting millions of people at risk of death and severe injury.  

• Vicarious liability – Defendants knew or should have known that no lawful 
pharmaceutical authorization existed for Covid-19 mRNA injections, that millions of 
people were exposed to foreseeable harm. Yet, they proceeded to lie to the public 
and implement coercive measures to increase the uptake of these shots.  

 

Conclusions 

• Scientific – The intrinsic dual‑use danger of LNP‑mRNA platforms demands the 
highest manufacturing and regulatory scrutiny; the opposite has occurred. 

• Regulatory – Through a concerted global strategy (PREP Act, countermeasures, EU 
emergency regulations, MRAs), customary drug‑safety law was suspended, 
enabling unchecked adulteration. 

• Forensic – Leaked EMA files and later FDA inspection findings document objective 
manufacturing failures consistent with weaponization pathways described in U.S. 
biodefence literature. 
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• Legal – Under U.S. and international law, a product delivered under the color of 
medicine but meeting the functional test of a bio-chemical weapon triggers 
potential criminal liability for all actors in the supply chain. 

 

Prepared for counsel as foundational narrative; detailed citations, exhibits, and curriculum 
vitae available on request. 
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1. The Dual Use Nature of mRNA/DNA Platforms 
Biological and bio-chemical weapons are both naturally derived and man-made materials 
designed to induce disease through the introduction of toxins and microorganisms. The 
method through which a bio-chemical weapon is deployed depends on the agent itself, its 
preparation, its durability, and the route of administration. Attackers may disperse these 
agents through aerosols or food and water supplies1.  In addition to externally dispersing 
such agents, introduction of bio-chemical agents via other means is described in literature 
dealing with bio-chemical weapons and terrorism.  Specifically, use in consumer products, 
medicines, or even pet food and other products has been described as possible vectors of 
attack.2 

In politics, diplomacy, and export control "dual use" refers to technology that can be used 
for both peaceful and military aims.  mRNA/DNA technology, including embodiments as 
injectable drugs or vaccine products, has long been identified as a dual-use, potentially 
weaponizable technology3,4,5.  The "dual use dilemma" was first noted with the discovery of 
the process for synthesizing and mass-producing ammonia, which revolutionized 
agriculture with modern fertilizers but also led to the creation of chemical weapons during 
World War I. The dilemma has long been recognized in chemistry and physics, leading to 
international conventions and treaties, including the Chemical Weapons Convention and 
the Treaty on the Non-Proliferation of Nuclear Weapons. 

In 1997 the JASON group6, an advisory committee to the US President on scientific matters 
pertaining to war technologies identified potential for genetically engineered pathogens in 
the following six groups: 

• Binary biological weapons 

• Designer genes 

• Gene therapy as a weapon 

 
1 https://en.m.wikipedia.org/wiki/List_of_U.S._biological_weapons_topics 
2 https://www.ncbi.nlm.nih.gov/books/NBK535870/ 
3 https://sites.dartmouth.edu/dujs/2013/03/10/genetically-engineered-bioweapons-a-new-breed-of-
weapons-for-modern-warfare/ 
4 https://www.ncbi.nlm.nih.gov/books/NBK535887/ 
5 https://irp.fas.org/threat/cbw/nextgen.pdf 
6 https://isgp-studies.com/jason-group-national-security-science 
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• Stealth viruses 

• Host swapping diseases 

• Designer diseases 

To date, both awareness and control systems for detecting and preventing potential 
subversion and misuse remain woefully inadequate.  Despite the obvious threat introduced 
by advanced synthetic biology products, if misused as weapons, little to no control 
measures exist today beyond a handful of guidance documents for scientists and research 
institutions. These self-reporting requirements are largely ignored, and as evidenced by the 
NIH grants to Wuhan Institute of Virology, research that is likely to raise objections is 
offshored.  

 

1.1. Methods for weaponization of mRNA/DNA technologies and 
products: 

In principle, any drug or injectable medical product can be weaponized, i.e., used as a 
poison instead of medicine. This is because the consumer or healthcare provider cannot 
directly assess the product and its ingredients and must rely on regulators enforcing 
pharmaceutical law/regulations to ensure compliance and safety as the product travels 
through the manufacturing supply chain and distribution. Pharmaceutical substances 
contain potentially dangerous chemicals, and typically, the difference between a drug and 
a poison/lethal weapon is the precise dosage, which the pharmaceutical regulations are 
designed to keep tightly controlled. As an example, consider opioids for legitimate use - 
pain management vs. their potential for lethal overdose. A mislabeled opioid product with 
an incorrect specification for dosage would be an example of a weaponized medicine.  

According to the literature on bioweapons, weaponization of gene therapy/mRNA 
technology or another DNA/RNA platform technology can be accomplished in numerous 
ways.  Synthetic mRNA is a large molecule (~3000+ base pairs).  It is unstable and fragile, 
breaking into smaller segments during manufacture, storage, and transportation.  It has 
been demonstrated that segments of RNA, such as short hairpin RNAs (shRNAs) or micro 
RNAs (miRNAs), can be exploited as weapons, and do not need to be precisely made, nor 
do they need to “code” for anything specific. 

The following paragraph is found in Chapter 6 of the 2018 edition of the textbook 
“Biodefense in the Age of Synthetic Biology”7: 

 
7 https://www.ncbi.nlm.nih.gov/books/NBK535870/ 
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“Small RNAs are an example of functional genetic information that could be 
horizontally transferred. Small RNAs, although not a genome modification per se, 
are important because they may prove capable of modifying gene expression and 
bringing about phenotypic change. The large number of small interfering RNA 
(siRNA), short hairpin RNA (shRNA), micro RNA (miRNA) (Zhang et al., 2007; Huang 
et al., 2008), and other small-RNA library studies in a variety of species and cells 
from different species, including human, provides a potential roadmap of what 
sequences may lead to what disease states or to modulation of defenses against 
disease. {…} 

One reason that RNA delivery is potentially a viable biological threat is that even a 
small initial skew in gene expression (such as the changes in gene expression 
normally caused by miRNAs) could greatly alter the probability of an initial cellular 
alteration. Even small amounts of a targeted RNA would not modify the genome per 
se, but might allow or encourage cells to begin the process of self-transformation to 
tumors, as evidenced by the fact that a large number of pro-oncogenic miRNAs have 
already been discovered (O'Bryan et al., 2017). In addition to RNAs produced by 
viruses, bacteria produce numerous small regulatory RNAs; introduction of these 
into the endogenous microbiome could lead to dysbiosis. Larger mRNAs can also be 
delivered via liposomes and nanoparticles or by RNA replication strategies being 
developed for vaccine production (see Chapter 8, Rapid Development of Self-
Amplifying mRNA Vaccines); these methods could potentially be used to express 
deleterious cargo such as toxins or oncogenes, similar to threats related to DNA 
vectors.” 

Clearly, both small and larger RNA sequences can be introduced into the human body for 
nefarious purposes, including the promotion of cancer, dysbiosis, immune system 
suppression, and organ damage.  This can be accomplished with and without incorporation 
of the weaponized RNA code into the host genome and by RNA sequences that do not need 
to encode any protein.  

Furthermore, the same textbook states that vaccine platforms are recognized a potential 
vehicle for weaponization:  

“Larger mRNAs can also be delivered via liposomes and nanoparticles or by RNA 
replication strategies being developed for vaccine production [referring to self-
amplifying mRNA vaccine platform] …these methods could potentially be used to 
express deleterious cargo such as toxins or oncogenes.” 
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Therefore, the mRNA/DNA products marketed as “vaccines” are, in principle, open to 
adulteration, whether intentional or due to a lack of proper manufacturing process controls 
and purity characterization.  Technical capabilities that are required to reliably characterize 
and control these substances at the point of manufacture, in distribution, and 
administration, are nascent today and had not been routinely established by the 
manufacturers nor by the regulators in 2020-2021 when these substances were mass 
deployed worldwide.   

 

2. “Bait and Switch”: Consumers Worldwide Were 
Misled About the Legal Status of Covid-19 Products 
as Countermeasures – Medicines Used for Non-
Medicinal Purposes, i.e. as Weapons. 

2.1. Summary of legal requirements under US and EU law for 
marketing pharmaceuticals as “safe and effective”. 

In both the United States and the European Union, pharmaceutical regulations are 
designed to ensure that medicines are safe, effective, and of high quality before they reach 
the public.  While there are many similarities between the U.S. and EU systems—especially 
in their reliance on scientific evidence—each has its own regulatory bodies and procedures 
for evaluating drugs and approving claims about safety and efficacy.  

In the United States, the Food and Drug Administration (FDA), through its Center for Drug 
Evaluation and Research (CDER) and the Center for Biologics Evaluation and Research 
(CBER), is the primary authority responsible for approving pharmaceutical products. Before 
a new drug can be marketed, the sponsor must submit a New Drug Application (NDA) or 
Biologics License Application (BLA) that includes robust data from preclinical studies and 
clinical trials demonstrating the product's safety and efficacy for its intended use. The 
clinical trial process requires investigational status of the product under Investigational 
Drug Exemption and follows a structured progression through Phases I–III, with formal 
oversight by an independent Investigational Review Board (IRB) ensuring protection of 
human subjects and execution of valid informed consent procedures.  Only after this 
thorough process—culminating in a favorable risk-benefit assessment—can safety and 
efficacy claims be made. The FDA also reviews the manufacturer’s compliance with 
current Good Manufacturing and Clinical Practices (cGxP), assuring the product’s fidelity to 
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the precise quantities of ingredients and labeling to ensure that all claims are 
substantiated and not misleading. 

In the European Union, the regulatory landscape is governed by the European Medicines 
Agency (EMA) for centralized approvals, while national competent authorities (such as 
Germany's BfArM, France’s ANSM or CBG/MEB in the Netherlands) handle decentralized or 
mutual recognition procedures.  For most innovative drugs, especially those involving 
biotechnology or affecting multiple EU member states, the centralized procedure is 
mandatory.  This involves submitting a Marketing Authorization Application (MAA), which 
must contain comprehensive data similar to what the FDA requires, including clinical and 
non-clinical findings.  Safety and efficacy claims are scrutinized by the EMA’s Committee 
for Medicinal Products for Human Use (CHMP) before an opinion is issued and 
authorization is granted by the European Commission. 

In both jurisdictions, post-marketing surveillance is essential. Companies are required to 
conduct pharmacovigilance activities and may be asked to perform additional studies 
(Phase IV trials) to monitor long-term safety and effectiveness. Any promotional material or 
advertising must strictly reflect the approved labeling and claims; unsubstantiated or 
misleading claims can lead to regulatory action.  Additionally, there are stringent 
requirements for transparency, including public disclosure of clinical trial data.  

While the U.S. and EU systems have distinct regulatory structures and processes, there is 
significant harmonization through international initiatives, such as the International 
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use 
(ICH) and Mutual Recognition Agreements (discussed further in this testimony).   

 The pharmaceutical regulator in the Netherlands is the Medicines Evaluation Board 
(CBG/MEB).  The CBG is responsible for assessing and monitoring the safety, efficacy, and 
quality of human and veterinary medicines in the Netherlands.  It evaluates marketing 
authorization applications (MAAs) for new drugs and ensures that product information and 
claims are accurate, evidence-based, and compliant with regulatory requirements.  The 
agency also participates in the European regulatory network, working closely with the 
European Medicines Agency (EMA) and other national authorities in the EU.  

CBG’s responsibilities include: 

• Granting national marketing authorizations for medicines in the Netherlands.  

• Participating in decentralized and mutual recognition procedures for drug approvals 
within the EU. 

• Contributing to centralized EMA procedures, including involvement in scientific 
assessments through experts on committees like the CHMP. 
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• Monitoring pharmacovigilance and ensuring that medicines remain safe and 
effective post-approval. 

The CBG operates under the Dutch Ministry of Health, Welfare and Sport and collaborates 
with the Health and Youth Care Inspectorate (IGJ), which enforces compliance with 
pharmaceutical laws and inspects manufacturers and healthcare providers.  

 

2.2. Mutual Recognition Agreements between US FDA and EU EMA: 
The actions of the US FDA are directly related to those of the EMA due to the Mutual 
Recognition Agreements that national food and drug regulators signed in the years leading 
up to 2020. These agreements are contracts that allow one regulator to accept, without 
further review, what another regulator in a different country or region has presumably 
examined and approved. This legal framework was created to promote harmonization and 
efficiency. However, during the orchestrated global COVID event, this structure was 
exploited by the perpetrators for malicious purposes, enabling a false facade of regulation 
by the FDA and allowing other regulatory agencies to simply accept FDA’s statements 
without conducting mandatory independent reviews of the data.  

Here is one MRA as an example, between the FDA and EMA.8  This US-EU MRA was entered 
into force on 1 November 2017 for human medicines and 30 May 2023 for veterinary 
products.  It became fully operational for human medicines as of 11 July 2019:   

“qualified persons in the EU Member States do not need to batch test human 
medicines covered by the MRA, provided that they have verified that these controls 
have been carried out in the United States for products manufactured in and 
imported from the United States." 

Most, if not all, other national food and drug regulatory systems now rely on the FDA 
regulations and their compliance/cGMP monitoring, without conducting any of their own 
reviews, regulation, batch testing, or other cGMP procedures.  

 

 

 
8 https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-
research-and-development/good-manufacturing-practice/mutual-recognition-agreements-mra 

https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-manufacturing-practice/mutual-recognition-agreements-mra
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/compliance-research-and-development/good-manufacturing-practice/mutual-recognition-agreements-mra
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2.3. Covid-19 mRNA injections were deployed as Medical 
Countermeasures, while being falsely promoted to the public as 
normally regulated pharmaceutical products.  

While the Covid-19 mRNA injections were broadly marketed as “safe and effective 
vaccines,” all Covid products and protocols entered the global markets without following 
the usual pharmaceutical manufacturing and distribution compliance standards for 
regulated drugs, due to their legal status as “countermeasures under a public health 
emergency.” In other words, they are considered non-medicinal. This status is managed by 
a completely different, militarized governance framework and a separate set of laws, 
originally designed to respond to time- and location-specific attacks involving Chemical, 
Biological, Radiological, and Nuclear (CBRN) weapons. The defendants were aware of this. 
The public has not been informed of the true legal status of these injections or their 
permitted use.   

US FDA provides the following definition of medical countermeasures:  

“Medical countermeasures (MCMs) are FDA-regulated products such as biologics, 
drugs, and devices that may be used in public health emergencies to diagnose, 
prevent, or treat diseases or conditions caused by CBRN threats or emerging 
infectious diseases.”9 

While the statement on the FDA website claims that MCMs are “FDA-regulated”, this 
statement is misleading because it omits the fact that MCMs are not regulated like typical 
pharmaceutical products, as expected by consumers and healthcare providers.   

Under U.S. federal law and EU law, for medicinal uses of medicinal products, FDA/EMA 
must formally approve any new investigational drug before a manufacturer can introduce it 
into interstate commerce. 
 
This process requires the manufacturer to submit an Investigational New Drug application 
and obtain approval from the FDA/EMA for its use in regulated clinical research (trials). This 
regulated process is therefore called an “investigational” regulatory pathway. It mandates 
that a manufacturer conduct regulated clinical research trials, obtain Institutional Review 
Board’s (IRB) approval for clinical trial protocols, ensure independent safety monitoring, 
and secure informed consent from clinical trial volunteers. Additionally, the manufacture 
of drugs and biologics under investigational status must strictly comply with current Good 
Manufacturing Practices (cGMP) and broader cGxP regulations. 
 

 
9 https://www.fda.gov/emergency-preparedness-and-response/about-mcmi/medical-countermeasures 
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CMs can include both previously FDA/EMA approved medical products (e.g. opioids, 
ventilators, antibiotics, masks, swabs, etc), and new unapproved products (e.g. 
mRNA/DNA injections).  However, the key distinction between MCMs and normally 
regulated medicines is the statutory non-investigational categorization of MCMs.  
Specifically, in US law, use of Emergency Use Authorized (EUA) covered countermeasures 
under a declared Public Health Emergency cannot constitute a clinical investigation (21 
USC 360bbb-3(k)), therefore countermeasures cannot be tested for safety or efficacy in 
accordance with US law (21 CFR 312 and 21 CFR 601), nor can compliance with current 
Good Manufacturing Practices (cGMP) or Good Distribution Practices (GxP in general) be 
enforced by the FDA.   
 
This re-categorization of previously approved and unapproved medical products deploys 
MCMs for “unapproved uses”.  Together with the non-investigational status, this re-
categorization precludes the use of MCMs as medicines, and, by removing consumer 
safeguards, leaves MCMs entirely open to weaponization.    
 
The laws that enable the removal of all consumer safeguards and manufacturers’ liability 
include the PREP Act (2005)10, Sec 564 of the Food, Drug and Cosmetics Act (FDCA)11 in the 
US and a set of EU provisions for “pandemic preparedness” and “medical 
countermeasures” (discussed in Section 2.5).  The PREP Act and corresponding EU 
provisions for countermeasures waive enforcement of pharmaceutical law for products 
declared countermeasures under an existing emergency declaration and provide liability 
immunity to covered persons (except narrowly defined willful misconduct).  The PREP Act 
law is subject to legal controversy, and a proposal for its repeal is currently pending in the 
US Congress12.   

Due to the declared non-investigational status of MCMs, while the manufacturers may 
choose and the FDA/EMA may ask to undertake some of the activities typically expected 
from an investigational clinical trial and manufacturing validation process, none of the 
typical pharmaceutical regulatory standards are applicable in an enforceable way.  In 
general, any activities claimed as regulated investigational tests and processes for medical 
countermeasures should be deemed deceptive practices designed to manufacture a 
veneer of consumer protection where none exists, nor intended to exist.      

FDA has the discretion to issue an EUA if, in the sole opinion of the HHS secretary, the 
product “may be effective” in treating the relevant disease or condition13.   No other criteria 

 
10 https://aspr.hhs.gov/legal/PREPact/pages/default.aspx  
11 https://www.fda.gov/regulatory-information/federal-food-drug-and-cosmetic-act-fdc-act/fdc-act-chapter-
v-drugs-and-devices 
12 https://massie.house.gov/news/documentsingle.aspx?DocumentID=395737 
13 21 U.S.C. § 360bbb-3(c)(2)(A) 
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for approval apply in an enforceable way.  There is no strict legal requirement to conduct 
clinical trials prior to authorization and no lawful human subject-protected clinical trials 
are possible due to statutory “non-investigational” status of countermeasures.   

FDA will approve EUA countermeasures on incomplete/non-existent information based on 
an opinion of the HHS Secretary that “known and potential benefit of the product” may 
“outweigh the known and potential risks”14 and considers it unlikely that “comprehensive 
effectiveness data” will be available before an EUA grant.  In contrast, for an investigational 
drug (under normal regulatory approval process) the FDA “shall” deny approval if the 
applicant “do[es] not show that such drug is safe.”15   

There is no strict requirement for an Investigational New Drug exemption (IND), nor 
institutional review board (IRB) approval of a clinical trial protocol and informed consent 
forms.  Therefore, the EUA status of a medical countermeasure precludes collection of the 
regulated clinical trial data and thus precludes reliable, valid scientific knowledge of risks 
and benefits associated with the EUA Countermeasure while it remains non-
investigational. 

Furthermore, there are no required standards for quality-control in manufacturing; no 
inspections of manufacturing procedures; no lot-release testing and no prohibition on wide 
variability among lots; no prohibition on adulteration; and no required compliance with 
Current Good Manufacturing Practices.  EUA products, even though unregulated and non-
standardized, “shall not be deemed adulterated or misbranded.”16  

The EUA pathway for medical countermeasures is used only when the United States 
Secretary of Health and Human Services or Minister of Health in EU Member State(s) 
declares an emergency17.   In the United States, the PREP Act emergency declarations for 
covid have been extended 12 times to last until end of 202918, preventing enforceable 
regulations and extending the liability shield for deaths and injuries caused by the 
countermeasures.   

In the Netherlands, the government formally classified COVID-19 as a Category A 
infectious disease under its national Public Health Act (Wet publieke gezondheid) on 
January 27, 2020. This classification — announced by Health Minister Bruno Bruins —
activated a range of emergency measures. This step is effectively the national declaration 

 
14 21 U.S.C. § 360bbb3(c)(2)(B) 
15 21 U.S.C. § 355(d)(2); See also 42 U.S.C. § 262(a)(2)(RB) (biologic approved only if it actually “is . 

. . safe”). 
16 21 USC 360bbb-3a(c). 
17 21 U.S.C. § 360bbb-3(a)(1), (b). 
18 https://public-inspection.federalregister.gov/2024-29108.pdf 
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of a public health emergency, empowering authorities under the Public Health Act.  These 
powers enabled nationwide responses—such as lockdowns—without declaring a formal 
emergency status. The Netherlands never invoked a formal national “public health 
emergency” declaration; therefore, there’s no emergency status to formally end.  

In summary, in both US and EU, legal status of a product, service, procedure or action 
designated as “countermeasure” is equivalent to that of a potential weapon.  
Medicinal products or potential medicinal products (unapproved drugs), when 
designated as “countermeasures” under real or fabricated emergency, are legally 
permitted to be used for non-medicinal purposes.  The non-medicinal purposes 
include use as a weapon or an illegal human experiment.  Misrepresentations of 
safety, efficacy, or contents of EUA products are allowed by the applicable law.  The 
defendants knew or should have known this, yet they concealed this from the public 
and propagated monstrous lies and coercion to achieve the maximum scope of 
deployment of these pretend medicines, which are in fact bio-chemical weapons. 

    

 

2.4. Legal Provisions for Countermeasures in EU. 
While the relevant laws between US and EU are not identical, there are several EU 
provisions corresponding with the provisions in US in relation to “medical 
countermeasures”.   

In the European Union (EU), medical countermeasures (MCMs) are regulated primarily 
through a framework of EU pharmaceutical, medical device, and public health laws, 
especially as they relate to preparedness for serious cross-border health threats. While the 
EU doesn’t use the term “medical countermeasure” as explicitly as the U.S. FDA does, the 
legal infrastructure supports the development, authorization, stockpiling, and deployment 
of such products in public health emergencies. 

Key EU Laws and Regulations Governing Medical Countermeasures: 

1.  Regulation (EU) 2022/2371 “On serious cross-border threats to health” 

• Adopted: 2022 

• Establishes: 

o A Health Crisis and Pandemic Preparedness Plan 

o EU-level coordination of medical countermeasures 
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o The Health Emergency Preparedness and Response Authority (HERA) 

2.  Regulation (EU) 2022/123  “On a reinforced role for the European Medicines 
Agency (EMA)” 

• Adopted: January 2022 

• Purpose: Expands EMA’s role in monitoring, coordinating, and facilitating the 
development and availability of medicines and medical devices during public 
health emergencies. 

• Creates the Medicines Shortages Steering Group (MSSG) and Emergency 
Task Force (ETF). 

• Legal basis for emergency use authorizations of MCMs in the EU.  

• Legal reference: 
Regulation (EU) 2022/123 

 

3. Joint Procurement Agreement (JPA) under Article 5 of Decision 1082/2013/EU  

• Enables EU Member States to jointly procure vaccines, antivirals, PPE, and other 
MCMs. 

• Still operational as a coordinated procurement tool post-COVID under HERA. 

 

4. In 2016 the EU enacted a Regulation (EU) 2016/369, https://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:32016R0369&from=EN , which provides for 
emergency support within the European Union. Emergency support “may be 
awarded through specific measures appropriate to the economic situation in the 
event of an ongoing or potential natural or man-made disaster.” (Art. 1 (1)) Based on 
a decision of the Council according to Art. 2 of Regulation 2016/369/EU “to activate 
the emergency support” under this Regulation, after proposal submitted by the EU 
Commission, the stage has been set for financing “specific measures” against 
threat emerging from “human made or natural disasters”.  

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32016R0369&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32016R0369&from=EN
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On 14 April 2020 this Regulation was amended by Regulation (EU) 2020/52119 
with retroactive effect as of 1 February 2020,  in order to extend the application of this 
Regulation to emergency support during Covid-19 crisis. 

In its Art. 1 the “emergency support under Council Regulation (EU) 2016/369” is 
activated. 

This Regulation provides for an Annex of Regulation 2016/369/EU in which it enumerates 
the eligible measures which may be funded in case of emergency situations. It says that 
the enumeration is not exhaustive, and it reads: 

“The following actions may be financed in case of pandemics with large‑scale 
effect: 

(a) temporary reinforcement of the medical workforce, exchange of medical 
professionals, hosting foreign patients or other type of mutual support; 

(b) deployment of temporary healthcare facilities and temporary extension of 
existing healthcare facilities to relieve pressure on existing structures and increase 
overall healthcare capacity; 

(c) activities to support the administration of large‑scale application of medical tests 
and prepare the necessary scientific testing strategies and protocols; 

(d) setting up temporary quarantine facilities and other appropriate measures at 
the Union borders; 

(e) development, production or purchase and distribution of medical products;  

(f) increases and conversions of production capacities for medical products as 
referred to in point (e) to address supply shortages; 

(g) maintenance of the stock of medical products as referred to in point (e) and their 
disposal; 

(h) actions to support the necessary steps to obtain approval for the use of the 
medical products as referred to in point 
(e) if required; 

(i) actions to develop appropriate methods to track the development of the 
pandemic and the results of measures 
implemented to address it; 

 
19 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32020R0521&from=EN 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32020R0521&from=EN
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(j) organisation of ad‑hoc clinical trials of potential therapies or diagnostics 
according to trial standards agreed at Union level; 

(k) scientific validation of medical products, including potential new testing 
methods. 

The above list is not exhaustive.’ 

Thus, (h) enables any actions asserted necessary to achieve the approval for the use of 
medical products. It enables avoiding any provisions applicable to medicinal products 
/drugs and medical devices.  

Lit (j) shows that for “ad-hoc” clinical trials GCP (Good Clinical/ Good Manufacturing 
Practice laws) can be waived and replaced with rather vaguely defined “trial standards 
agreed at Union level”, meaning the rules agreed upon by unelected bureaucrats, rather the 
pharmaceutical regulations spelled out in the law that governs consumer safety in medical 
products.    

 

2.5. Conditional Marketing Authorization (CMA) Pathway in EU Was 
Utilized to Deliver Countermeasures Under Color of Medicines  

Extensive evidence of public deception by pharmaceutical companies acting in concert 
with the regulators became available in late November 2020, when approximately 1000 
pages of Chemistry Manufacturing Controls (CMC) documentation and a set of internal 
email exchanges were leaked from EMA20.  The full set of leaked pages and emails is 
included in the Attachment to this affidavit.  These documents demonstrated that public 
health officials in the European Union committed fraud on all citizens, giving the 
impression that they evaluated and approved the covid injections according to existing 
standards for medicinal products, at least based on conditional marketing authorizations 
(CMA).  The documents revealed that behind the scenes regulators were concerned solely 
with the timing of the launch, even before any data was reviewed, and waiving or making up 
greatly reduced quality standards to help Pfizer “meet” those standards, based on Pfizer’s 
say-so and no scientific basis whatsoever.  This deceptive “bait and switch” scheme was 
coordinated globally among the regulatory agencies – the FDA, EMA, MHRA, TGA, Health 
Canada and many others.   

In the EU, the same net effect – absence of any enforceable compliance with 
pharmaceutical cGxP regulations and other relevant pharmaceutical law - has been 

 
20 https://www.bmj.com/content/372/bmj.n627 
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accomplished by forcing all Member States to sign EU-orchestrated predatory purchasing 
contracts with pharmaceutical manufacturers that waived all relevant pharmaceutical 
regulations and obligated national governments to indemnify the manufacturers in case of 
successful liability suits against pharma companies in the Member States.  This 
indemnification included waiver of sovereign immunity (see p.32 of Pfizer Advanced 
Purchase Agreement with EU21). These contracts effectively prevented the Member States 
from exercising sovereign legislative powers with respect to pharmaceutical liability for 
these products in their countries.  These contracts have been allegedly negotiated by 
Ursula von den Leyen by text messages.  There is an ongoing investigation by the European 
Public Prosecutor’s Office (EPPO) into the acquisition of COVID-19 vaccines in the 
European Union22.  The defendants who acted as corresponding health authorities in the 
Netherlands knew or should have known that these contract clauses were predatory, 
violate the respective state’s Constitution, and thus are unacceptable for a sovereign 
government, and would result in mass injuries among the citizens these public health 
officials had sworn the oath to protect.   

One of the critical mechanisms of deception was tying all 27 EU Member States into one 
(blind) deal by promising that the vaccines in Europe will go through the Conditional 
Marketing Approval (CMA) regulatory pathway as opposed to the Emergency Authorization, 
i.e. the issue of Art 5(2) vs CMA.  This is discussed in several emails included in the EMA 
documentation leak.  For example: 

 
21 https://dn721909.ca.archive.org/0/items/contract_03/Contract%203_text.pdf 
22 https://www.eppo.europa.eu/en/media/news/ongoing-eppo-investigation-acquisition-covid-19-vaccines-
eu 
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The Art 5(2) is an Emergency Authorization mechanism available individually to the 
Member States.  This authorization is issued for one year only, it is issued by each state and 
each state can revoke it independently.  The CMA is a pan-EU mechanism in which the 
individual states have no say.  The CMA in EU, however, is a non-emergency 
investigational pathway which, prior to 2020, had only been used for oncology drugs as a 
"right to try" or “compassionate use” for terminally ill patients.  It is similar to the Expanded 
Access Use23 (EAU, not to be confused with the EUA) in the US.  Both CMA and EAU 
pathways however are investigational, meaning legally designated as medicinal use and 
purpose of the product.  However, as discussed above, the “countermeasures” are non-
investigational substances designated for non-medicinal purposes, thus coloring them as 
CMA or “BLA” is fraud and deception associated with their use as weapons.  

 
23 https://www.fda.gov/news-events/public-health-focus/expanded-access 

https://substackcdn.com/image/fetch/$s_!ESwK!,f_auto,q_auto:good,fl_progressive:steep/https%3A%2F%2Fsubstack-post-media.s3.amazonaws.com%2Fpublic%2Fimages%2Fd63a834a-3963-41d2-be70-3fc01cd69078_1156x925.png
https://substackcdn.com/image/fetch/$s_!ESwK!,f_auto,q_auto:good,fl_progressive:steep/https%3A%2F%2Fsubstack-post-media.s3.amazonaws.com%2Fpublic%2Fimages%2Fd63a834a-3963-41d2-be70-3fc01cd69078_1156x925.png
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As it is spelled out in law, the CMA sounds like a much stronger regulation and compliance 
mechanism vs Art5(2): 

 

The important difference between Art 5(2) and CMA is that it puts liability onto the 
manufacturer, and that’s what was promised to be enforced via the use of the pan-EU CMA 
authorization: 
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However, in a classic bait-and-switch fraudulent inducement scheme the public health 
authorities in the EU and the Netherlands never meant to hold the pharmas to any of those 
promised CMA standards.  The EU supply contracts with pharmaceutical companies 
waived all the relevant consumer safety enforcement regulations and laws in their 
countries. In effect, this removed any meaning from the CMA standards for consumer 
safety and manufacturer liability, because no enforcement = no law! 

For example, see the EU supply agreement with Pfizer24 wrt Indemnification: 

 

In summary, the net effect of the PREP Act (i.e. removal of all relevant pharmaceutical 
regulations and manufacturers’ liability) was accomplished in EU via centralizing 
supply agreements under the pan-EU fraudulent scheme designed to pass military 
countermeasures onto the consumers under the color of CMA-authorized and later 
“fully approved” vaccines.   

 
24 https://dn721909.ca.archive.org/0/items/contract_03/Contract%203_text.pdf 
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2.6. Direct evidence of noncompliance of the covid mRNA/DNA 
injections with normal pharmaceutical regulations, expected by 
the consumers and healthcare providers.  

Approximately 1000 pages of Pfizer’s manufacturing documentation were leaked from the 
European Medicines Agency (EMA) at the end of 2020 showing absence of the Good 
Manufacturing Practice (cGMP) compliance less than 2 weeks before the product was 
deployed onto billions of consumers worldwide. The leak of the documents was 
authenticated by the British Medical Journal. The EMA did not deny the authenticity of the 
documents. In addition to the manufacturing documentation, the EMA files also contain 14 
screenshots of emails dating from mid to late November 2020. The email exchanges are 
between the EMA staff and senior executives at the agency and their correspondence with 
the FDA and MHRA (the UK regulator). These emails demonstrate that the EMA reviewers 
were under massive political pressure to invent new ways of approving the inherently non-
approvable dangerous products.  It is evident from the emails, comments and objections 
raised by the EMA review staff that they were not aware of the legal status of the Covid-19 
injections as countermeasures, nor that the regulatory review of the data was not material 
to their deployment.   

It is also evident that the EMA leadership were concerned primarily with coordinating the 
launch dates, and the “authorization” of these shots for all EU Member States was a 
forgone conclusion.  The pressure to overlook all regulatory deficiencies was emanating 
from the very top of the US, UK and EU governments.  

There were severe and unresolvable - given the purposefully unrealistic timeline - issues 
with the quality of the product the EMA staff were pressured to ok. The manufacturing 
process was woefully out of compliance. The EMA reviewers raised more than 100 
objections to approval, including several Major Objections. Specifically, Major Objections 
included  

1) lack of cGMP compliance; 

2) lack of mRNA integrity and large amounts of mRNA fragments (some of which can be 
characterized as miRNA, siRNA and shRNA - all potential weaponization components 
as described above);  

3) many significant gaps in manufacturing documentation making it impossible to 
determine if the product could be made as described.  

Emails leaked from EMA also demonstrate that the EU regulators were only concerned with 
the dates of product launch and were not going to review the necessary data prior to 

https://www.bmj.com/content/372/bmj.n627
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launch. The process was highly political and not scientific. The EMA regulators took verbal 
assurances from the FDA officials instead of reviewing the data. As stated above, the EMA 
staff reviewers objected to the data, but the high-ranking officials ignored and over-ruled 
their concerns.  

Lack of cGMP compliance means that no assurances can be made that the products 
contain specific ingredients in specific amounts in the units dispensed to the patients. 
Therefore, in addition to the product being dangerous, no informed consent is possible.  

One of the key elements guaranteeing the quality of the drug substance is a product 
specification based on the current state of product development as well as science and 
technology. For this, the framework is set by International Conference on Harmonization 
(ICH) guideline Q6A “Test procedures and acceptance criteria for new drug substances and 
new drug products: chemical substances”25. The specification defines a list of tests along 
with references to analytical procedures and appropriate acceptance criteria for the quality 
assessment of the respective product regarding identity, assay/quantity, purity/impurities, 
and potency/ biological activity. 

All analytical procedures must be fully validated, which means that either standard, 
previously validated methods are used, or if proprietary/novel – then the manufacturer 
must invent and fully validate the assays that are used for novel techniques. This requires, 
among other things, definitive tests with positive and negative controls as well as full and 
traceable documentation “audit trail” for every test. Commercial secrecy is not an excuse 
for failure to comply with these requirements.  Even if the manufacturer does not wish to 
publicly disclose their analytical procedures, they still must submit full transparent 
documentation to the FDA who holds it on file (and this fact is formally communicated to 
purchasers of the product for their own GxP compliance).  

In Pfizer’s CMC documentation leaked at the end of 2020, the  reviewers from EMA noted 
that there was no description of the “non-compendial”, i.e. Pfizer’s own developed 
proprietary methods for analytical procedures.  This made it impossible to evaluate the 
scientific accuracy of the proprietary methods used by Pfizer to control the quality of 
produced injections.    

Numerous product and process control parameters were proprietary, not well defined, 
some were not yet invented, and none were scientifically validated.  For example, the test 
used for the mRNA identity testing was chosen RT-PCR (real-time PCR). However, the 
mRNA is a highly unstable and fragile substance, which, while manipulated and chemically 

 
25 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q6a-specifications-test-
procedures-and-acceptance-criteria-new-drug-substances-and-new-drug-products 
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“optimized” for stability, still has shown a great degree of fragility.  As a result, the integrity 
of the mRNA has been problematic, especially with the scale up of manufacturing.  

One of the Major Objections (MO) from the EMA reviewers stated in the leaked Pfizer CMC 
documentation was lack of mRNA integrity, i.e. low % of RNA in the vial conforming to the 
specification and a very high % of broken RNA pieces:  

 

https://substackcdn.com/image/fetch/$s_!yA_M!,f_auto,q_auto:good,fl_progressive:steep/https%3A%2F%2Fsubstack-post-media.s3.amazonaws.com%2Fpublic%2Fimages%2F42f253ce-223d-463f-a4ef-09f20628e8b8_665x833.png
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The large amount of non-conforming RNA was deemed impurity by the EMA reviewers. It is, 
indeed, a major problem - the entire claimed efficacy of the product allegedly depended on 
the “correct code” to produce the “Wuhan spike protein” using the cellular machinery of 
the injected individuals.  Here we have evidence of the regulators objecting to approval due 
to the fact that many other things besides the “Wuhan spike protein” can happen in the 
cells bombarded with broke RNA pieces, which is a known weaponization method for 
mRNA vaccines as discussed above.  

Instead of stopping the approval and demanding that the mRNA integrity is resolved, the 
regulators simply arbitrarily moved the acceptance criterium for the %mRNA integrity from 
the previous standard of 70%+ to just greater than 50%.  

That means that a large portion of drug substance is allowed to contain “junk” RNA 
material, fragments, and uncharacterized pieces, some of them large enough to code for 
unknown and possibly aberrant proteins, and most of them falling into the category of 
micro RNAs (miRNAs). These short sequences, while non-coding, are known to interfere 
with cellular processes and are implicated in cancer pathways26.  

Ultimately, the regulatory review itself and the objections raised by the EMA reviewers did 
not matter - the product was going to be pushed on the market regardless of the regulatory 
objections due to the military CBRN response that was invoked globally, in secret from the 
public.  

 

2.7. Removal of requirements for biologics manufacturing facility 
inspections: 

Neither the FDA nor EMA conducted the manufacturing facilities inspections for Pfizer and 
its suppliers in 2020, citing covid emergency. When the manufacturing facility inspections 
resumed in 2022, Pfizer’s major European contractor, Rentschler, was found in violation of 
cGMP (form 483 issued). This means the supply chain for Pfizer in Europe was not in 
compliance between 2020 and 2022. No enforcement action was taken by the regulators, 
as per EUA law there is no enforcement possible. 

It is also worth noting that in 2019, evidently in preparation for the Covid-19 operation, then 
US FDA Commissioner Scott Gottlieb changed the federal regulations governing inspection 
of licensed facilities manufacturing all biological products including ‘vaccines’, from at 
least every two years to unspecified times; eliminated enforcement provisions if a licensed 

 
26 https://www.nature.com/articles/sigtrans20154 
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facility failed an inspection; and eliminated all inspection duties for FDA inspectors.  Prior 
to the rule change, 21 CFR 600.21, Time of inspection, read:  

“The inspection of an establishment for which a biologics license application is pending 
need not be made until the establishment is in operation and is manufacturing the 
complete product for which a biologics license is desired. 

In case the license is denied following inspection for the original license, no reinspection 
need be made until assurance has been received that the faulty conditions which were the 
basis of the denial have been corrected. An inspection of each licensed establishment and 
its additional location(s) shall be made at least once every 2 years. Inspections may be 
made with or without notice, and shall be made during regular business hours unless 
otherwise directed.” 

Effective May 2, 2019, the last three sentences of 21 CFR 600.21 were removed.  

There is currently no legal requirement for an initial FDA inspection; no minimum interval 
for subsequent FDA inspections, and there are no legal consequences for compliance 
failures, such as establishment or product license denial or revocation.  

The legal mechanisms through which FDA regulation of biological product manufacturing 
disappeared, included a Direct Final Rule and a Proposed Rule, simultaneously issued by 
Federal Register notice on Feb. 26, 2018, and an April 2, 2019 Final Rule, issued by then-
FDA Commissioner Scott Gottlieb. 

  
 
 

2.8. Arbitrary reclassification of mRNA/DNA gene therapies as 
“Covid-19 vaccines”: 

Regarding the technology platform itself (mRNA in lipid nanoparticle [LNP], or DNA in 
adenoviral vector) - both are known as "transfection" technologies. The purpose of the 
product design is to deliver various bio-chemical cargo inside the cellular membranes, and 
often into the cell’s nucleus where DNA resides.  Transfection methods using a wide variety 
of RNA and DNA technologies are a well-established scientific reality.  For example, as 
published in this literature review paper27: 

 
27 https://pmc.ncbi.nlm.nih.gov/articles/PMC8067914/  
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“A systematic literature search based on PRISMA guidelines (Moher et al., 2009) was 
established to identify relevant published studies or protocols that fit into this 
review’s scope (Fig. 1). Databases that were employed for the literature search 
included Scopus, Google Scholar, and PubMed. The keywords being used during the 
search included “transfection”, “co-transfection”, “chemicals”, “reagents”, “DNA”, 
“siRNA”, “shRNA”, “miRNA”, “plasmid”, “oligonucleotides”, “efficiency”, 
“safety”, “cytotoxicity”, “controls” and other related key terms. An initial search 
returned about 5,000 articles, published protocols, or handbooks from various 
databases that reported the descriptions or comparisons between different 
transfection methods, types of transfected nucleic acids, transfection control, 
transfection efficiency assessment methods and transfection reagents.” 

The design of the genetic therapy products is identical to that of the covid “vaccines”: the 
LNPs will deliver the cargo attached to them into the cells, i.e. transfect the cells. The LNP 
platform or adenovirus platform are just 2 different types of "cargo trucks", the LNP being 
particularly effective in hacking the cells. The fact that it is a transfection technology is 
documented very widely in science literature and in regulatory documents.  Both Moderna 
and BioNTech characterized their mRNA technologies as experimental, a “therapy” and in 
early development stages in SEC filings immediately preceding the pandemic. Moderna's 
2019 Form 10-K specifically noted: "mRNA medicines are a novel and unproven 
approach... No mRNA immunotherapy has been approved, and none may ever be 
approved." 

No mRNA pharmaceutical products were approved by any regulatory authorities in the 
world before 2020. This was due to numerous failures to meet pharmaceutical safety and 
compliance standards. All products in development repeatedly ran into safety issues and 
could not advance even into the first phase of the human testing28,29.   

 

3. Covid-19 mRNA injections were financed, developed 
and deployed worldwide via a military campaign 
coordinated through military and security alliances. 

 

 
28 https://www.statnews.com/2017/01/10/moderna-trouble-mrna/ 
29 https://thewashingtonstandard.com/moderna-a-company-in-need-of-a-hail-mary/ 

https://pmc.ncbi.nlm.nih.gov/articles/PMC8067914/#ref-104
https://pmc.ncbi.nlm.nih.gov/articles/PMC8067914/#fig-1
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3.1. Covid-19 was not a public health event, but a global military 
operation: 
Covid operation was not a public health event, although it was presented as such to 
the world’s population. It was a global operation, coordinated through public-private 
intelligence and military alliances and invoking laws designed for CBRN (chemical, 
biological, radiological, nuclear) weapons attacks.   

In the US, the National Security Council (and not Department of Health and Human 
Services) is in charge of Covid policy in the US.  In other countries of the world, covid 
campaign was coordinated via identical mechanisms, with military and intelligence 
apparatus leading the response policy (as in a war), and public health agencies presenting 
a false front of a public health emergency to the public.    See Exhibit 1 for detailed 
evidence of the global military campaign, including the evidence for the Netherlands 
and other EU countries.   

In the US, March 13, 2020: “PanCAP Adapted U.S. Government COVID-19 Response 
Plan” (PanCAP-A) states that United States policy in response to SARS-CoV-2 is set not by 
the public health agencies designated in pandemic preparedness protocols (Pandemic and 
All Hazards Preparedness Act,30 PPD-44,31 BIA), but rather by the National Security 
Council, or NSC.  NSC does not have regular attendees from public health agencies and its 
focus is national security and foreign policy matters."   
 
Below is the organization chart from the PanCAP-A document, p.9: 
 

 
30 https://www.govinfo.gov/content/pkg/PLAW-109publ417/pdf/PLAW-109publ417.pdf 
31 https://www.in.gov/dhs/files/FEMA-Fact-Sheet-COVID-Response-3.4.20.pdf 
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3.2. Operation Warp Speed Organization Structure 
 
According to the Operation Warp Speed/ASPR reports, Operation Warp Speed was 
declared as a “collaborative” effort of the DOD and HHS to produce “safe and effective” 
Covid-19 vaccines and therapeutics.  However, according to the organizational chart, the 
DOD was formally the Chief Operating Officer, while HHS had the Chief Science Advisor 
position.32 
   

 
32 See “VRBPAC-10.22.20-Meeting-Presentation-COVID19-Vaccine-Development-Portfolio.pdf” in Attachment 
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VRBPAC-10.22.20-Meeting-Presentation-COVID19-Vaccine-Development-Portfolio.pdf 
 
Notably, the next seniormost layer of the organization is controlled by the US Government 
and includes all supervisory roles for manufacturing, clinical trial design and 
implementation, planning operations and analysis, distribution, public affairs, contracting, 
legal and other functions.  The pharmaceutical companies are the third level down in this 
organization.     
 
A report by STAT News in 2020 pointed out that roughly 60 military officials, including four 
generals, were involved in the leadership of Operation Warp Speed, many of them without 
any previous healthcare experience.  Out of roughly 90 leadership positions on the 
organizational chart, only 29 were not employed by the DoD.33 
 
The unclassified October 2020 documents from Operation Warp Speed presentations at 
the FDA's Vaccines and Related Biological Products Advisory Committee reveal control of 
the US Government over nearly all product design and implementation aspects of the 
development for Covid countermeasures34.    
 
 

 
33 https://www.statnews.com/pharmalot/2020/09/28/pharmalittle-operation-warp-speed-is-more-army-than-science-

jjs-covid-19-vaccine-moves-forward/ 
34 See “VRBPAC-10.22.20-Meeting-Presentation-COVID19-Vaccine-Development-Portfolio.pdf” in Attachment 
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3.3. Review of DoD/BARDA Contracts for Covid Countermeasures 
 
Hundreds of Covid countermeasures contracts became available via ”freedom of 
information” (FOIA) requests in partially redacted form.35  Review of these contracts 
indicates a high degree of control by the US Government (DoD/BARDA) and specifies the 
scope of deliverables as “demonstrations” and “prototypes” only.  Demonstration is a fake, 
performative activity.  Medicinal products administered to people cannot be characterized 
as “demonstrations and prototypes” however, weapons can be ordered as prototypes.   The 
contracts also include the removal of all liability for the manufacturers and any contractors 
along the supply and distribution chain under the 2005 PREP Act and related federal 
legislation.  

 
While the DoD/BARDA countermeasure contracts refer to safety and efficacy requirements 
for vaccines and mention current Good Manufacturing Practices (cGMP) compliance, 
these items are explicitly carved out as not being paid (or ordered) by the US Government.   
 
The contracts were structured under Other Transactions Authority (OTA) - a method of 
contracting that was utilized by the DoD and BARDA for all Covid-related countermeasures 
ordered from the private industry. The OTA method of contracting allows federal agencies 
to order otherwise-regulated products bypassing any such regulations, as well as financial 
accountability mechanisms that cover standard government contracting, and other laws 
that regulate disclosure and Intellectual Property (IP) derived from publicly funded 
research.36 
 
“Other” is a catchall category that is not a contract, not a research grant, not a 
procurement, etc.: not any normally regulated/accountable government contracting.   
 
DoD used OTA to order vaguely defined “prototypes” and “demonstrations” that are not 
subject to regulatory scrutiny.   
 
BARDA’s own report, lists Covid-19 products as “demonstrations” or at best “large scale 
manufacturing”:   
 
 

 
35 https://www.keionline.org/covid-contracts 
36 https://www.keionline.org/bn-2020-3 
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3.4. DoD/BARDA countermeasures produced by established network of 
defense contractors  
 
The DoD/BARDA contracts for “countermeasures” are managed by Advanced Technology 
International (ATI).37  ATI mostly manages R&D consortia for the Department of Defense for 
things like weapons manufacturing, metal casting and forging, ship production and 
technology aimed at “countering Weapons of Mass Destruction (WMDs)." Two of these 
consortia related to biomedical projects. 
 
The Medical Technology Enterprise Consortium (MTEC), operating on behalf of the U.S. 
Army Medical Research and Development Command, includes technology for gene-
editing, nanotechnology, “telehealth solutions,” artificial limbs and brain implants. MTEC is 
currently developing a wearable device to diagnose Covid-19 before symptoms appear.  
 
The Medical CBRN Defense Consortium (MCDC)38 currently includes ~300+ large and small 
businesses and academic entities that “support the Department of Defense’s (DoD) 
medical pharmaceutical and diagnostic requirements to counter Chemical, Biological, 
Radiological and Nuclear (CBRN) threat agents” and enable “prototype technologies for 

 
37 https://www.ati.org/ 
38 https://www.medcbrn.org/current-members/ 
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therapeutic medical countermeasures targeting viral, bacterial and biological toxin targets 
of interest to the DoD,” including the development of vaccines. 
 
Through the mechanism of Other Transactions Authority, MCDC contracted with hundreds 
of companies to deliver Covid-related “countermeasures.”  Pfizer doses were ordered on 
July 20, 2020, through Base Agreement between Advanced Technologies Inc (ATI, a DOD 
vendor management company) and Pfizer, Inc., identified as MCDC Base Agreement No. 
2020-532: 

• July 21, 2020, MCDC Technical Direction Letter or Statement of Work (SOW) for 
"COVID-19 Pandemic - Large Scale Vaccine Manufacturing Demonstration" between 
Pfizer and DOD/Advanced Technologies Inc.39 

 

The contracts specified that the product will be shipped to the DoD as sole purchaser.  The 
delivered product is not serialized – i.e., unit doses are not barcoded and thus not traceable 
under normal pharmaceutical distribution rules which exist to flag any safety or quality 
issue in the supply chain.  The product thus is open to both falsification/mislabeling and 
adulteration.  The product was shipped to DoD and handled through a “black box” DoD 
distribution system, ostensibly due to the cold chain storage requirements, which were 
later removed, but the distribution practice via military contractors and military contracts 
did not change.   

The product was specified as “US Government property”40 until it is injected into a person.  
All persons performing any tasks along manufacturing, supply chain, distribution and 
administration of the shots are “covered persons” under PREP Act liability shields, as long 
as they follow US Government orders.  Regardless of place of employment, they are 
deemed to be US Government employees for purposes of this work.   

Importantly, the DOD contracts describe Covid countermeasures as intended for “civil and 
military application.” 

 

 

 

 
39 https://www.keionline.org/misc-docs/DOD-ATI-Pfizer-Technical-Direction-Letter-OTA-W15QKN-16-9-1002-

21July2020.pdf 
40 https://www.cdc.gov/vaccines/covid-19/vaccination-provider-support.html#6-23-22 
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4. Conclusions and Expert Opinion: 
 

Based on my review of primary regulatory documents, leaked Pfizer’s 
Chemistry‑Manufacturing‑Control (CMC) files, relevant legislation in the U.S. and EU, and 
other publicly available documentation, it is my expert opinion that the Covid‑19 mRNA 
injections were deployed under military ‘medical‑countermeasure’ rules that bypassed 
standard pharmaceutical safeguards, rendering them legally and functionally 
indistinguishable from potential bio-chemical weapons. 

Covid-19 injections were deceptively presented to the public under color of medicines, 
falsely advertised as “safe and effective vaccines”. 

Individuals who prescribed, purchased and/or administered the Covid-19 (mRNA) 
injections participated in war crimes and/or genocide (democide). 
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EXHIBIT 1: The Covid Dossier – A record of military and 
intelligence agencies leadership and coordination of the 
global Covid operation. 
 

The dossier includes information for US, UK, Canada, Australia, Germany, the Netherlands, 
Italy, other EU countries, Switzerland, Turkey, Latin America and Asia. 

 

EXECUTIVE SUMMARY 

The Covid Dossier is a compilation of the evidence we have amassed over the last three 
years supporting the following claim: 

Covid was not a public health event, although it was presented as such to the world’s 
population. It was a global operation, coordinated through public-private intelligence 
and military alliances and invoking laws designed for CBRN (chemical, biological, 
radiological, nuclear) weapons attacks. 

The Dossier contains information regarding the military/intelligence coordination of the 
Covid biodefense response in the U.S., U.K., Australia, Canada, the Netherlands, Germany, 
Italy, and many more locations. For some countries we have extensively documented 
information. For others, we have some documentation of military/intelligence involvement, 
but not all the details. For as many countries as possible, we list the military/intelligence 
agencies in charge of their country’s Covid response; dates on which emergency 
declarations were made in each country; military/intelligence-related agencies and bodies 
in charge of censorship/propaganda; and top people with military/intelligence jobs who 
were known or reported to hold leadership positions in the response. We also list 
connections to global governing bodies, including the EU and UN/WHO, through which the 
response was coordinated. In the final section, we include a list of 
military/intelligence/biodefense alliances that provide multinational frameworks for 
responding to a bioterror/bioweapons attack. 

 

On February 4th, 2020, two things happened that almost nobody knows about, but that 
played an important role in the course of recent world history: 
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1) Two declarations for CBRN (weapons of mass destruction) emergencies – EUA and 
PREP Act – made by the U.S. Secretary of Health and Human Services, were registered 
on this date. [ref][ref] 

EUA stands for Emergency Use Authorization. Legally, EUA powers are intended for 
situations of grave, immediate emergencies involving weapons of mass destruction. They 
allow for the use of countermeasures against CBRN (chemical, biological, nuclear or 
radiological) agents without the regulatory oversight intended to ensure safety and efficacy, 
because the immediate threat of a CBRN attack is deemed so much greater than any 
potential risks caused by the countermeasures.[ref] The PREP Act is the legal indemnity 
granted to anyone involved in using an EUA countermeasure, because if a weapon of mass 
destruction is involved, the risk of the CBRN attack is so great that no one should face legal 
consequences for potential collateral damage caused by using unregulated 
countermeasures. 

In order to activate EUA, the law requires “A determination by the Secretary of HHS that 
there is a public health emergency… that involves a CBRN agent or agents, or a disease or 
condition that may be attributable to such agent(s). [ref] So when the EUA was officially 
activated on February 4, 2020, it was in essence a declaration of a state of emergency 
involving weapon(s) of mass destruction. 

This PREP Act Public Health Emergency declaration has been repeatedly renewed and is 
currently in effect through December 31, 2029. 

2) A pharmaceutical executive was caught on tape saying that the U.S. Department of 
Defense called to inform him “that the newly discovered Sars-2 virus posed a national 
security threat.” [ref] Also see the AstraZeneca audio file in Attachments.  

It is important to note that on February 4, 2020, there were fewer than a dozen confirmed 
cases of the novel coronavirus disease (later called Covid-19) in the US, and zero deaths. 
Worldwide, the death count was fewer than 500. There was nothing about the virus, at least 
as it was presented publicly, that would make anyone believe it posed a threat to national 
security. 

These two events are remarkable for several reasons: 

• They indicate that the beginnings of Covid were rooted in national security 
machinations, not public health considerations. 

• They also strongly suggest that the deployment of the EUA “medical 
countermeasures” under Public Health Emergency declaration was officially 
launched at a time when an emergency, much less a national or a global one, could 

https://www.govinfo.gov/content/pkg/FR-2020-02-07/pdf/2020-02496.pdf
https://www.govinfo.gov/content/pkg/FR-2020-03-17/pdf/2020-05484.pdf
https://debbielerman.substack.com/p/what-is-emergency-use-authorization
https://debbielerman.substack.com/p/if-covid-euas-are-legal-the-virus
https://www.govinfo.gov/content/pkg/FR-2024-12-11/pdf/2024-29108.pdf
https://www.govinfo.gov/content/pkg/FR-2024-12-11/pdf/2024-29108.pdf
https://sashalatypova.substack.com/p/audio-leaked-from-astrazeneca-covid
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not possibly be determined. No public health parameters justifying that a novel virus 
posed a “threat to national security” existed at the time of the EUA and PREP Act 
declarations. 

Thus, on this day five years ago, a military CBRN countermeasure deployment campaign 
was officially launched against a poorly defined illness that was alleged to have killed a 
few hundred people worldwide. 

Within six weeks of this date, in order to ensure a market for the countermeasures (among 
other aims), the lockdown-until-vaccine response – which is a military/counterterrorism 
plan and has nothing to do with public health [ref] – went into effect all over the world. 

It is crucially important to understand that Covid was a globally coordinated response, 
based on legal frameworks intended for biodefense/biowarfare situations. The attack that 
initiated the global Covid response could have been real, perceived or invented – 
regardless of the trigger, the lockdown-until-vaccine paradigm originated in the 
military/intelligence biodefense playbook, not in any scientifically based or 
epidemiologically established public health plan.[ref] 

This means that nothing about the response – masking, distancing, lockdowns, vaccines – 
was part of a public health plan to respond to a disease outbreak. Rather, every aspect of 
the response was intended to induce public panic in order to gain compliance with 
biodefense operations, culminating with the injection of unregulated mRNA products, 
which were legally treated as biodefense military countermeasures (MCMs), into billions of 
human beings. 

Covid Dossier: the Netherlands41 
Military/intelligence agencies and alliances involved in response: 

• National Coordinator for Security and Counterterrorism (NCTV) [ref] 

• NATO [ref] 

• European Union [ref] 

Dates, types and names of unprecedented emergency declarations: 

• March 15, 2020: “new additional measures to combat the COVID-19 outbreak” 
(closure of schools, restaurants, sports/fitness facilities)[ref] 

 
41 The Dutch government disclosed a secret obligation to comply with NATO Resilience goals (news article): 
https://deanderekrant.nl/kabinet-erkent-navo-is-de-baas/ 

https://debbielerman.substack.com/p/lockdowns-were-counterterrorism-not
https://debbielerman.substack.com/p/what-if-there-had-been-no-covid-coup
https://www.globalresearch.ca/new-dutch-health-minister-fleur-agema-nato-obligations/5872252
https://www.globalresearch.ca/new-dutch-health-minister-fleur-agema-nato-obligations/5872252
https://treesandforest.substack.com/p/corona-policy-set-by-the-european
https://www.rijksoverheid.nl/actueel/nieuws/2020/03/15/aanvullende-maatregelen-onderwijs-horeca-sport


Expert Witness Statement: Alexandra Latypova, MBA, POB 2981, Stateline, NV, USA 

P a g e  42 | 107 

 

• March 23, 2020: “intelligent lockdown” announcement [ref] 

Military/IC-affiliated groups involved in messaging/propaganda/censorship: 

• Ministry of Defense Land Information Manoeuvre Centre (LIMC) [ref][ref][ref][ref] 

• National Coordinator for Security and Counterterrorism (NCTV)[ref] 

• National Core Team Crisis Communication (NKC) (led by the NCTV)[ref] 

• Interdepartmental Working Group on Disinformation (includes Defense, Foreign 
Affairs and Justice Departments, among others) [ref] 

Key figures in Covid response linked to military, IC, NATO, EU: 

• Marion Koopmans [ref] 

• Pieter-Jaap Aalbersberg [ref] 

 

Evidence presented in the documents released by the government of the Netherlands 
under freedom of information lawsuits (WOB documents) contains the following: 

• NCTV, and not the public health agencies, was in charge of policy, organization and 
communication control from the start of the “Covid-19 pandemic”; 

• NCTV and not the health agencies decided on most of the “covid measures”;  
• NCTV worked with LIMC, the military surveillance unit that secretly observed the 

Dutch civilians without a legal basis; 
• NCTV worked with the NCSC, which developed activities without a legal basis;  
• NCTV was deliberately and knowingly breaking the law; 
• There are international connections with security services that used similar 

frameworks and military doctrine such as the NCTV in the Netherlands.  

Analysis of the hundreds of thousands of pages released by the Dutch government in 
response to FOIA requests demonstrates a remarkable picture about the crisis 
organization surrounding Covid-19 and the special role that the National Coordinator for 
Security and Counterterrorism (NCTV42) played in it.  The NCTV, and not the public health 
agencies, was in charge of all policy decisions and carried out various operational activities 
for which there was no legal basis in the Dutch law.  

 
42 Nationaal Coördinator Terrorismebestrijding en Veiligheid 

https://nos.nl/collectie/13833/video/2328097-premier-rutte-dit-is-een-intelligente-lockdown
https://danielvdtuin.substack.com/p/wob-documenten-censuur
https://www.overtdefense.com/2020/11/23/dutch-military-caught-spying-on-citizens/
https://www.nrc.nl/nieuws/2023/01/15/landmacht-verzamelde-tijdens-coronacrisis-maandenlang-informatie-hoewel-juridische-basis-daarvoor-ontbrak-a4154254
https://www.nrc.nl/nieuws/2021/11/01/waarom-greep-niemand-in-bij-defensie-a4063866
https://danielvdtuin.substack.com/p/wob-documenten-censuur
https://www.nctv.nl/onderwerpen/nationaal-kernteam-crisiscommunicatie
https://danielvdtuin.substack.com/p/actieplan-werkgroep-desinformatie
https://bomenenbos.substack.com/p/marion-koopmans-en-het-rivm-de-andere
https://english.nctv.nl/organisation/pieter-jaap-aalbersberg
https://open.minvws.nl/thema/covid-19?q=#search-results
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The NCTV is currently led by Pieter-Jaap Aalbersberg and was founded in 2011 as a 
continuation of the 2004 National Counterterrorism Coordinator (NCTb). The NCTb was 
established at the time to coordinate all anti-terrorism activities between the various 
services such as the Police and AIVD. Since 2011, the NCTV has been an independent 
entity operating under the Ministry of Justice and Security. The National Cyber Security 
Center (NCSC) was established for the Cyber Security focus area, which fell under the 
NCTV.  Since 1 January 2019, the NCSC has become a separate executive agency 
(uitvoeringsorganisatie) within the Ministry of Justice and Security. However, the NCTV 
remains its commissioning authority ("opdrachtgever"), setting strategic priorities and 
policy direction while the NCSC carries out operational cybersecurity work.  

Prior to 2020, the NCTV had already been in the news  due to improper practices under the 
name “counterterrorism”. Infiltration techniques were used on the Internet to observe and 
influence citizens' online behavior using avatars or troll accounts on social media.  In the 
real world, infiltration also took place in mosques. 

In 2020, with the announcement of a global “pandemic”, crisis response organizations 
were set up by all countries to act in “lockstep”. Similar structure was established in the 
Netherlands. In 2022 various “freedom of information” (WOB) requests were granted after 
judicial intervention. These releases demonstrate the central role that the NCTV has played 
in the policy, oversight and all other aspects of the so-called “covid response”.  The NCTV 
played the pivotal role in policy and decision making.  This was the case for the Covid-19 
Directors Consultation (DOC), the Catshuis Consultation, the Departmental Crisis Center 
Consultation (DCC), the Ministerial Covid Committee19 (MCC) and the Civil Service Covid-
19 Commission (ACC). 

 

https://www.nctv.nl/onderwerpen/studenten
https://danielvdtuin.substack.com/p/wob-documenten-ncsc
https://danielvdtuin.substack.com/p/wob-documenten-ncsc
https://www.nrc.nl/nieuws/2021/09/16/nctv-opereerde-volgens-eigen-juristen-in-strijd-met-de-wet-wist-ook-minister-a4058599
https://www.nrc.nl/nieuws/2021/11/05/privacytoezichthouder-waarschuwt-voor-nieuw-wetsvoorstel-nctv-opent-deur-naar-surveillancemaatschappij-a4064412
https://www.nrc.nl/nieuws/2021/04/09/nctv-volgt-heimelijk-burgers-op-sociale-media-a4039223
https://www.nrc.nl/nieuws/2021/10/15/undercover-naar-de-moskee-hoe-gemeenten-al-jaren-een-bedrijf-inhuren-om-heimelijk-islamitische-organisaties-te-onderzoeken-a4061964
https://open.minvws.nl/thema/covid-19?q=#search-results
https://open.minvws.nl/thema/covid-19?q=#search-results
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The WOB documents show that almost all decisions were made in the so-called “Tower”, 
or the office of the Prime Minister of the Netherlands.  Very frequent consultations took 
place here between then Prime Minister Mark Rutte, the Health minister Hugo de Jonge, the 
Minister of Justice and Security Ferdinand Bernhard Joseph Grapperhaus and a delegation 
or input from the NCTV.  Decisions on measures down to the lowest level of detail were 
taken in “the Tower”, such as the number of people allowed to meet indoors, the face mask 
mandates that was contrary to the Outbreak Management Team’s (OMT)43 advice, the 
values chosen on the corona dashboard and whether or not to allow the schools to stay 
open.  In the various consultations, the new or upcoming measures were explained by the 
NCTV. The agency also prepared environmental analyses that demonstrated extensive 
citizen surveillance. 

The NCTV operational tasks included monitoring resistance to the government narratives 
and censorship of what the government deemed ‘disinformation’.  ‘Disinformation’ must be 
interpreted here as information that conflicts with information provided by the government. 
The definitions of objectively testable truth do not apply here.  Therefore, the information 

 
43 The OMT is coordinated by the National Institute for Public Health and the Environment (RIVM). 
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censored by NCTV was not censored because it was false or inaccurate.  It was censored 
solely because it conflicted with the government-prescribed narratives.   

The NCTV also commissioned the Land Information Manouvre Center (LIMC), a military 
unit founded in 2019 that specializes in surveilling citizens' online behavior on the Internet. 
The military had been trained in the Behavioral Dynamics Methodology (BDM) in Latvia 
since 2016. This methodology is also called PSYOPS2; a method of online psychological 
warfare that weakens an enemy without the use of deadly weapons.  The training was 
provided at the time by the SCL-Group, the parent company of the controversial company 
Cambridge Analytica. 

 

 

During the “pandemic” period there was close cooperation between the LIMC and the 
NCTV.  This was evident, among other things, from the mutual secondment of LIMC 
soldiers to the NCTV.  The LIMC sub-unit 109-OSINT, which stands for Open Source 
Intelligence, prepared weekly reports called “Disinformation Weekly”.  

Like NCTV, the Land Information Manoeuvre Centre of the Royal Netherlands Army 
monitored citizens and organizations without any legal basis.  The independent Brouwer 
committee ruled in 2023 that the armed forces had deployed themselves on domestic soil.  
What is less well known is that the NCTV acted as the commissioning party for that LIMC 
and sat at the table for months during discussions about the deployment of military 

https://en.wikipedia.org/wiki/SCL_Group
https://en.wikipedia.org/wiki/Facebook%E2%80%93Cambridge_Analytica_data_scandal
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intelligence capacity. A formal request for this was never ultimately submitted—but the 
discussions certainly took place.  

 

 

 

 

The WOB documents also show that through an operation order, the LIMC had to prepare 
some X300 drones equipped with infrared cameras jointly with Geographic Information 
System (GIS) specialists. That would, in their own words, enable this unit to better enforce 
lockdown and curfews through drone images. 
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NCTV integrated activities with the Public Prosecution Service, the National Police, and 
Defense. The LIMC reported directly to the Police when a, for example a public protest or a 
demonstration was expected and made an estimate of its size. Organizations such as Virus 
Truth and Farmers Defense Force were surveilled in a targeted manner. Police and Public 
Prosecution Service officials visited the LIMC every week, combining the LIMC's 
observation activities with the investigative powers of the Public Prosecution Service and 
the police. Data went from NCTV to LIMC, which indicates targeted surveillance.  People 
who spoke out on social media expressing their free opinions that contradicted the 
government narrative got police sent to their doors.  
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Immediately after the establishment of the LIMC, questions were raised about the legal 
basis for its activities surveilling personal data of citizens.  As revealed by the WOB 
documents, a political struggle took place for more than six months, while the unlawful 
surveillance activities continued.  The dilemma that the ministers faced was that Minister 
of Defense Anna Theodora Bernardina Bijleveld-Schouten (Bijleveld) acted contrary to the 
law and that Minister Grapperhaus did not want to sign off on MSOB (Military Support in 
Public Interest).  MSOB is a legal framework that allows the Dutch Armed Forces to assist 
civilian authorities when doing so serves the public interest and civilian capabilities are 
insufficient or unavailable. The legal basis for MSOB is found primarily in the Armed Forces 
Support Act and the Police Act 2012, together with implementing regulations issued by the 
Ministry of Defense.  These laws authorize the armed forces to support civilian authorities 
under specified conditions while maintaining civilian command over the mission.  
Therefore, the NCTV acted outside the law, as there was no MSOB authorization issued for 
the involvement of the Dutch military forces in Covid-19 activities.   
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After two articles about the LIMC appeared in press, a parliamentary debate followed, with 
the result that the LIMC's activities were stopped in November 2020.  Minister Bijleveld 
invoked the fact that she was not aware of the activities until November 2020.  However, 
the WOB documents show that Van Bijleveld was already aware of this situation in March 
2020. 

 

https://www.nrc.nl/nieuws/2020/11/15/hoe-het-leger-zijn-eigen-bevolking-in-de-gaten-houdt-a4020169
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In August 2020, Lieutenant General Wijhen sent a personal letter to Minister Bijleveld about 
the activities of the LIMC.  Minister Bijleveld, therefore, misinformed the House of 
Representatives about the dates of when she became aware of the unlawful LIMC 
deployment. 

 



Expert Witness Statement: Alexandra Latypova, MBA, POB 2981, Stateline, NV, USA 

P a g e  51 | 107 

 

Another unit that falls under the NCTV is the National Cyber Security Center (NCSC).  NCTV 
and NCSC demanded all public and private healthcare institutions to join the NCSC's 
National Detection Network (NDN), by placing a network sensor within the healthcare 
institution's own computer network. This network sensor sends out data from inside the 
corporate network, also processing user and personal data. There was no legal basis for 
this processing. 

 

 

Initially, this requirement was issued for the hospital networks that already had their own 
cyber security solutions, it would later also concern all laboratories and pharmaceutical 
companies.  In a draft version of the legislative amendment, it was formulated in such a 
broad manner that parking garages, container terminals and even political parties also had 
to join the NDN. 

 

https://danielvdtuin.substack.com/p/wob-documenten-ncsc
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When several pharmaceutical companies declined this intrusive government surveillance, 
an official suggested that installing the NCSC network sensor be part of the vaccine 
negotiations. The idea was probably that this form of financial enticement would convince 
these companies to have a surveillance device placed within their corporate networks. 
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Internal government correspondence shows that all covid measures had been discussed at 
a much earlier stage than they were publicized. The enforcement issue always played a 
leading role in this. It turned out that in March 2020 there were already frequent 
consultations about the legal basis for measures such as face masks and the curfew.  
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In June 2020, a new director took office within Justice & Security. From that moment on, the 
other ministries were practically sidelined, and all corona measures were received by the 
ministries via NCTV. This is evident from an email exchange on August 4, 2020.  
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The staff of the Ministry of Health (VWS) objected to the above email. They were not 
involved in the development of the package of covid measures and there was a need for 
substantiation and logic. The outrage of VWS is evident from the response below to the 
previous email.  This is the evidence that “covid” was not a public health emergency, as 
advertised to the public.  The officials of the Health Ministry were kept in the dark and 
sidelined from the decision making about the alleged “health” measures.  

 

 

 

The secretive crisis organization surrounding the pandemic was not only authoritarian, but 
also totalitarian. An email dated August 11 shows that both the Public Prosecution Service 
and the Judiciary were involved in the handling of the impending “covid” measures. 
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The email exchanges show the dissatisfaction of the other departments with the situation. 
New public measures of the strictest kind were prepared without the involvement of the 
health ministry. 
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On 28 January 2020, the National Coordinator for Security and Counterterrorism (NCTV) 
chaired the first interdepartmental coordination meeting on COVID-19. On that very same 
day, a memo was submitted to the management team stating that part of its own tasks had 
no legal basis. The agency was therefore simultaneously taking the lead on a national crisis 
and aware that its own legal footing was shaky. 

Three weeks before that first crisis meeting, on 9 January 2020, the NCTV presented itself 
with four options for dealing with the legal basis problem: create a legal basis, stop the task 
in question, transfer that task, or simply continue operating without legal basis and accept 
the risks. For that last option, the benefits were listed in business-like terms: undisturbed 
work processes, continuity. The downsides? Investigations by the Dutch Data Protection 
Authority, lawsuits from citizens, and political damage.  NCTV drew up a decision tree for 
its own operations which outlined how to deal with the non-existent legal bases for their 
own actions. This is evidence of NCTV knowingly operating outside the law under Ministry 
of Justice within a democratic constitutional state. 

 

 

 

While the initial lockdown had its legal basis in emergency regulations, the Netherlands 
has legal restrictions on the declaration of a state of emergency.  The state of emergency 
declaration requires an inevitable danger, and measurable indicators must be linked to the 
state of emergency, which is time-limited.  
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There was an expiration date on the application of emergency regulations to restrict 
citizens' fundamental rights. For this reason, the process was started at the end of March 
2020 to create a legal basis for restricting fundamental rights in the longer term, so that 
emergency regulations no longer had to be used. The idea of the Temporary Covid-19 
Measures Act (TWM), also called “Spoedwet”, was born with this.  

Contrary to what many people think, namely that the TWM was an initiative of Hugo de 
Jonge, the idea and the first draft version of the TWM comes entirely from the NCTV within 
the Ministry of Justice and Security.  It was already known on March 25, 2020 that an 
emergency law was being drawn up within Justice & Security.  

 

 

 

This first version was distributed by an NCTV official on Wednesday, April 1, 2020, 
according to the WOB documents. 
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Within VWS it was assumed that the legal basis would be regulated in the Public Health 
Act. However, when the first corona wave came to an end and people could enjoy the 
summer holidays, feverish work continued on the TWM in an established 
interdepartmental working group, with a leading role for the NCTV. 

 

 

Covid Dossier – Other Countries  

U.S. 

Military/intelligence agencies in charge of pandemic response: 

• National Security Council (NSC) [ref] 

• FEMA/Department of Homeland Security (DHS) [ref] 

• Department of Defense (DOD) [ref] 

Dates when those agencies were known to be in charge: 

• Mid-January 2020: NSC classified Covid meetings “starting mid-January” [ref] 

https://debbielerman.substack.com/p/fauci-was-not-in-charge-of-covid
https://debbielerman.substack.com/p/the-national-security-arms-of-government
https://sashalatypova.substack.com/p/8782cd3c-599f-4d6d-84cd-307fad79b252
https://www.reuters.com/article/us-health-coronavirus-secrecy-exclusive/exclusive-white-house-told-federal-health-agency-to-classify-coronavirus-deliberations-sources-idUSKBN20Y2LM/
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• March 13, 2020: NSC officially in charge of pandemic policy in Pandemic Crisis 
Action Plan-Adapted – the U.S. government’s Covid response plan [ref] 

• March 18, 2020: FEMA/DHS takes over as Lead Federal Agency, replacing HHS [ref] 

Dates, types and names of unprecedented emergency declarations: 

• February 4, 2020 EUA declaration [ref] 

• February 4, 2020 [retroactive from March 17, 2020] PREP Act declaration [ref] 

• March 13, 2020 Stafford Act in all states simultaneously (1st time in history) [ref] 

Military/intelligence agencies involved in public 
communications/propaganda/censorship: 

• Government Task Force, coordinated by NSC, controls all pandemic messaging 
starting February 27, 2020 [ref][ref] 

• Department of Homeland Security (DHS) [ref] 

• Cybersecurity & Infrastructure Security Agency (CISA) [ref] 

• Cyber Threat Intelligence League (CTIL) (crossover US/UK) [ref] 

Key figures in Covid response linked to military, IC, UN/WHO: 

• Deborah Birx [ref][ref][ref][ref] 

• Michael Callahan[ref] [See also PsyWar by Robert Malone MD MS, Kindle version p. 
237] 

• Richard Danzig [ref][ref] 

• Richard Hatchett [ref][ref][ref][ref] 

• Matt Hepburn [ref][ref][ref][ref] 

• Robert Kadlec [ref][ref][ref] 

• Carter Mecher [ref] 

• Matt Pottinger [ref] 

• Mike Ryan [ref][ref] 

• Luciana Borio [ref] 

• Terry Adirim [ref] 

https://int.nyt.com/data/documenthelper/6819-covid-19-response-plan/d367f758bec47cad361f/optimized/full.pdf
https://www.fema.gov/sites/default/files/documents/fema_covid-19-initial-assessment-report_2021.pdf
https://www.federalregister.gov/documents/2020/02/07/2020-02496/determination-of-public-health-emergency
https://www.federalregister.gov/documents/2020/03/17/2020-05484/declaration-under-the-public-readiness-and-emergency-preparedness-act-for-medical-countermeasures
https://trumpwhitehouse.archives.gov/briefings-statements/letter-president-donald-j-trump-emergency-determination-stafford-act/
https://www.nytimes.com/2020/02/27/us/politics/us-coronavirus-pence.html
https://debbielerman.substack.com/p/cdc-was-not-in-charge-of-covid-communications
https://www.congress.gov/118/meeting/house/116663/witnesses/HHRG-118-HM09-Wstate-ShellenbergerM-20231213.pdf
https://docs.house.gov/meetings/FD/FD00/20231130/116615/HHRG-118-FD00-Wstate-ShellenbergerM-20231130.pdf
https://docs.house.gov/meetings/FD/FD00/20231130/116615/HHRG-118-FD00-Wstate-ShellenbergerM-20231130.pdf
https://brownstone.org/articles/how-did-deborah-birx-get-the-job/
https://brownstone.org/articles/dr-birxs-fake-science-revealed-in-her-own-words/
https://brownstone.org/articles/it-was-birx-all-birx/
https://wikispooks.com/wiki/Deborah_Birx
https://unlimitedhangout.com/2020/07/investigative-reports/darpas-man-in-wuhan/
https://www.cnas.org/people/richard-j-danzig
https://brownstone.org/articles/best-selling-author-michael-lewis-pens-cia-covid-propaganda/
https://brownstone.org/articles/best-selling-author-michael-lewis-pens-cia-covid-propaganda/
https://www.lshtm.ac.uk/newsevents/events/richard-hatchett-lshtm
https://cepi.net/qa-how-cepi-funded-research-supporting-covid-19-vaccine-rollout
https://en.wikipedia.org/wiki/Richard_Hatchett
https://ispe.org/people/matthew-hepburn-md
https://sashalatypova.substack.com/p/gen-perna-and-col-hepburn-heritage
https://sashalatypova.substack.com/p/pandemic-preparedness-a-government
https://sashalatypova.substack.com/p/who-was-really-in-charge-of-the-covid
https://www.thelastamericanvagabond.com/head-hydra-rise-robert-kadlec/
https://brownstone.org/articles/early-career-covid-czar-robert-kadlec/
https://brownstone.org/articles/robert-kadlecs-20-year-plot/
https://brownstone.org/articles/best-selling-author-michael-lewis-pens-cia-covid-propaganda/
https://brownstone.org/articles/matt-pottinger-the-us-intelligence-agent-who-pushed-lockdowns/
https://healthpolicy-watch.news/mike-ryan-announced-as-new-who-deputy-director-general/
https://www.who.int/director-general/speeches/detail/dr-michael-ryan-s-remarks-at-the-launch-of-the-who-hub-for-pandemic-and-epidemic-intelligence
https://wikispooks.com/wiki/Luciana_Borio
https://www.defense.gov/About/Biographies/Biography/Article/2604503/dr-terry-adirim/
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 U.K. 

Military/intelligence agencies in charge of pandemic response: 

• Ministry of Defense (MOD) “Operation Rescript” [ref] 

• Covid Support Force (MOD Report - ref) 

• Joint Biosecurity Centre (JBC) [ref][ref][ref][ref] 

Dates those agencies were publicly known to be in charge: 

• March 18, 2020: Covid Support Force (20,000 military personnel) [ref] 

• May 2020: (at the latest) JBC [ref][ Wikipedia: “it’s existence was announced”] 

Dates, types and names of unprecedented emergency declarations: 

• March 13, 2020 UK Advisory Committee on Dangerous Pathogens reached a 
unanimous decision that Covid-19 was not a high consequence infectious disease 
[ref] 

March 18, 2020 Public Health England announced that Covid-19 was not a high 
consequence infectious disease [ref] 

• March 23, 2020 national lockdown [ref] 

• March 25, 2020 Coronavirus Act 2020 [ref] 

Military/IC-affiliated groups involved in messaging/propaganda/censorship: 

• Ministry of Defense team [ref] 

• iSAGE [ref] 

• 77th Brigade [ref] 

• Nudge Unit [ref from March 11 2020] / Behavioral Insights Team – now “fully owned 
by Nesta” (National Endowment for Science, Technology and the Arts) [ref] 

• RAF analysts [ref] 

• Cyber Threat Intelligence League (CTIL) (crossover US/UK)[ref] 

Key figures in Covid response linked to military, IC, UN/WHO 

• Roy Anderson [ref] 

• Dominic Cummings [ref][ref] 

https://www.forcesnews.com/news/broadshare-and-rescript-what-are-uks-coronavirus-military-operations
https://committees.parliament.uk/writtenevidence/8426/default/
https://thegrayzone.com/2022/11/21/journalist-intelligence-british-pandemic-policy/
https://www.ft.com/content/5f65b65e-a7c2-4745-8ad8-fd7a3ec6e0bd
https://debbielerman.substack.com/p/in-the-uk-pandemic-response-was-biodefense
https://www.wsws.org/en/articles/2020/10/20/jobi-o20.html
https://www.nam.ac.uk/explore/collecting-pandemic
https://thegrayzone.com/2022/11/21/journalist-intelligence-british-pandemic-policy/
https://en.wikipedia.org/wiki/Joint_Biosecurity_Centre
https://www.gov.uk/guidance/high-consequence-infectious-diseases-hcid#status-of-covid-19
https://www.gov.uk/guidance/high-consequence-infectious-diseases-hcid#status-of-covid-19
https://www.gov.uk/government/speeches/pm-address-to-the-nation-on-coronavirus-23-march-2020
https://www.legislation.gov.uk/ukpga/2020/7/contents/enacted/data.htm
https://www.forcesnews.com/news/mod-team-tackle-coronavirus-fake-news-and-scams
https://thegrayzone.com/2022/11/21/journalist-intelligence-british-pandemic-policy/
https://aoav.org.uk/2024/mission-creep-freedom-of-information-disclosure-proves-77th-brigade-was-deployed-on-uk-operations-during-covid/
https://www.instituteforgovernment.org.uk/article/explainer/nudge-unit
https://www.nesta.org.uk/
https://www.dailymail.co.uk/news/article-12846259/RAF-intelligence-officers-joined-Whitehall-Army-spying-Covid-lockdown-critics-including-David-Davis-Peter-Hitchens.html
https://docs.house.gov/meetings/FD/FD00/20231130/116615/HHRG-118-FD00-Wstate-ShellenbergerM-20231130.pdf
https://johnnyvedmore.com/2022/02/08/the-wellcome-5/
https://committees.parliament.uk/oralevidence/2249/pdf/
https://debbielerman.substack.com/p/in-the-uk-pandemic-response-was-biodefense
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• Jeremy Farrar [ref] [ref][ref] 

• Clare Gardiner [ref] 

• Richard Hatchett (crossover US/UK) [ref][ref][ref][ref] 

• Tom Hurd [ref] [ref] 

• Thomas Waite [ref] 

• Simon Manley (UK Director-General Covid-19) [ref] 

 

Australia 

Military/intelligence agencies and special committees involved in response: 

• National Cabinet “exempt from freedom of information laws”[ref] 

• National Security Committee of Cabinet [ref] 

• Australian Defense Force COVID-19 Task Force [ref] 

• National COVID-19 Commission Advisory Board (NCC) [ref] 

Dates those agencies/committees were publicly known to be in charge: 

• March 9, 2020: Australian Defense Force COVID-19 Task Force [ref] 

• March 13, 2020: National Cabinet established [ref] 

• March 25: NCC [ref] 

Dates, types and names of unprecedented emergency declarations: 

• March 5, 2020 National Coordination Mechanism activated [ref] 

• March 13, 2020 National Partnership on COVID-19 Response [ref] 

• March 18, 2020 Human Biosecurity Emergency Declaration  (first in history) [ref] 

Key figures in Covid response linked to military, IC, UN/WHO: 

• Lt Gen John Frewen [ref][ref] 

• Jane Halton [ref][ref][ref] 

• Edward Holmes [ref] 

• Major General Paul Kenny [ref] 

https://johnnyvedmore.com/2022/02/08/the-wellcome-5/
https://en.wikipedia.org/wiki/Jeremy_Farrar
https://wikispooks.com/wiki/Jeremy_Farrar
https://www.ft.com/content/5f65b65e-a7c2-4745-8ad8-fd7a3ec6e0bd
https://brownstone.org/articles/best-selling-author-michael-lewis-pens-cia-covid-propaganda/
https://www.lshtm.ac.uk/newsevents/events/richard-hatchett-lshtm
https://cepi.net/qa-how-cepi-funded-research-supporting-covid-19-vaccine-rollout
https://en.wikipedia.org/wiki/Richard_Hatchett
https://johnnyvedmore.com/2022/02/08/the-wellcome-5/
https://www.theguardian.com/world/2020/may/12/former-counter-terror-official-tom-hurd-put-in-charge-new-uk-biosecurity-centre-coronavirus
https://www.gov.uk/government/people/thomas-waite
https://en.wikipedia.org/wiki/Simon_Manley
https://www.theguardian.com/australia-news/2022/jun/17/anthony-albanese-backflips-on-national-cabinet-secrecy-and-refuses-to-say-why
https://pmtranscripts.pmc.gov.au/release/transcript-42707
https://www.minister.defence.gov.au/media-releases/2020-04-01/expansion-adf-support-covid-19-assist
https://en.wikipedia.org/wiki/National_COVID-19_Commission_Advisory_Board
https://www.minister.defence.gov.au/media-releases/2020-04-01/expansion-adf-support-covid-19-assist
https://federation.gov.au/national-cabinet
https://pmtranscripts.pmc.gov.au/release/transcript-42755
https://pmtranscripts.pmc.gov.au/release/transcript-42707
https://federalfinancialrelations.gov.au/sites/federalfinancialrelations.gov.au/files/2021-04/covid-19_response_vaccine_amendment_schedule.pdf
https://www.aph.gov.au/About_Parliament/Parliamentary_departments/Parliamentary_Library/Research/FlagPost/2020/March/COVID-19_Biosecurity_Emergency_Declaration
https://www.theguardian.com/australia-news/2021/jul/11/general-confusion-who-is-john-frewen-and-what-is-his-role-in-australias-vaccine-rollout
https://en.wikipedia.org/wiki/John_Frewen_(general)
https://en.wikipedia.org/wiki/Jane_Halton
https://www.4bc.com.au/push-from-medical-experts-to-make-future-covid-19-vaccine-compulsory/
https://wikispooks.com/wiki/Jane_Halton
https://johnnyvedmore.com/2022/02/08/the-wellcome-5/
https://www.minister.defence.gov.au/media-releases/2020-04-01/expansion-adf-support-covid-19-assist
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Canada 

Military/intelligence agencies and special committees involved in response: 

• Canadian Armed Forces (CAF) Operation LASER 24,000-person response force 
[ref] 

• CAF Operation VECTOR (vaccine planning and distribution)[ref] 

• Cabinet Committee on COVID-19 [ref] 

Dates those agencies/committees were publicly known to be in charge: 

• January 23, 2020: first Operation LASER planning meeting [ref] 

• March 2, 2020: Operation LASER officially launched 

• March 4, 2020: Cabinet Committee officially announced [ref] 

Dates, types and names of unprecedented emergency declarations: 

In Canada, the emergency declarations were made by the provinces, as follows [ref]: 

• March 13, 2020 Quebec provincial public health emergency 

• March 16, 2020 Prince Edward Island public health emergency 

• March 17, 2020 British Columbia (BC) public health emergency 

• March 17, 2020 Alberta provincial public health emergency 

• March 17, 2020 Ontario provincial state of emergency 

• March 18, 2020 BC state of emergency under Emergency Program Act 

• March 18, 2020 Saskatchewan provincial state of emergency 

• March 18, 2020 Yukon public health emergency 

• March 19, 2020 Northwest Territories public health emergency 

• March 19, 2020 Nunavut public health emergency 

• March 20, 2020 Manitoba provincial state of emergency 

• March 22, 2020 Nova Scotia provincial state of emergency 

Military/IC-affiliated groups involved in messaging/propaganda/censorship: 

https://utppublishing.com/doi/10.3138/jmvfh-CO19-0015
https://www.canada.ca/en/department-national-defence/services/operations/military-operations/current-operations/operation-vector.html
https://www.pm.gc.ca/en/news/news-releases/2020/03/04/prime-minister-creates-committee-covid-19
https://www.cbc.ca/news/politics/covid-pandemic-canadian-forces-1.6196360
https://www.pm.gc.ca/en/news/news-releases/2020/03/04/prime-minister-creates-committee-covid-19
https://www.mccarthy.ca/en/insights/articles/covid-19-emergency-measures-tracker
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• CAF began to gather intelligence on pandemic disinformation in January 2020 [ref] 

• CAF deployed psyop program on civilians [ref] 

• Canadian Joint Operations Command (CJOC) [ref] 

• Canadian military intelligence unit - Precision Information Team (PiT)[ref][ref] 

Key figures in Covid response linked to military, IC, UN/WHO: 

• Bill Blair [ref] 

• Crystia Freeland [ref][ref] 

• Brian Santarpia [ref] 

• Teresa Tam [ref] 

• Dr. Gary Kobinger [ref] 

 

 

Germany 

Military/intelligence agencies, committees, and groups involved in response & dates 
they were announced 

• February 27/28: Corona Crisis Team (Corona-Krisenstab) [ref] led by Ministry of 
Health and Ministry of the Interior (equivalent of DHS + DOJ) [ref] 

• November 2021: new Crisis Team for vaccines (led by military)[ref] 

• NATO[ref][ref] 

• All vaccine shipments were delivered/distributed in Germany via a single location – 
a NATO military base [ref] 

Key figures in Covid Response linked to NATO, UN/WHO, military, IC: 

• Major General Carsten Breuer[ref][ref] 

• General Hans-Ulrich Holtherm[ref][ref] 

• Christian Drosten [ref][ref] 

• Bernhard Schwartländer [ref] 

 

https://www.cbc.ca/news/politics/covid-pandemic-canadian-forces-1.6196360
https://www.visiontimes.com/2021/09/27/canada-military-pandemic-psyop-program.html
https://ottawacitizen.com/news/national/defence-watch/military-leaders-saw-pandemic-as-unique-opportunity-to-test-propaganda-techniques-on-canadians-forces-report-says
https://ottawacitizen.com/news/national/defence-watch/team-with-canadian-military-intelligence-unit-data-mined-social-media-accounts-of-ontarians-during-pandemic
https://ottawacitizen.com/news/national/defence-watch/military-leaders-saw-pandemic-as-unique-opportunity-to-test-propaganda-techniques-on-canadians-forces-report-says
https://en.wikipedia.org/wiki/Bill_Blair
https://en.wikipedia.org/wiki/Chrystia_Freeland
https://www.civilianintelligencenetwork.ca/2022/02/23/chrystia-freelands-nazi-history/
https://en.wikipedia.org/wiki/Brian_Santarpia
https://www.canada.ca/en/public-health/corporate/organizational-structure/canada-chief-public-health-officer/biography.html
https://www.utmb.edu/gnl/news/2021/06/15/dr.-gary-kobinger-to-join-gnl-as-new-director
https://www.exemplars.health/emerging-topics/epidemic-preparedness-and-response/covid-19/germany
https://en.wikipedia.org/wiki/German_government_response_to_the_COVID-19_pandemic
https://www.wsws.org/en/articles/2021/12/01/germ-d01.html
https://web.archive.org/web/20241113231247/https:/greaterisrahell.substack.com/p/transcription-of-pro-dr-stefan-homurg
https://www.youtube.com/watch?v=-j7qjedth3A&t=720s
https://web.archive.org/web/20220102081838/https:/www.bundeswehr.de/de/aktuelles/meldungen/bundeswehr-verteilzentrum-corona-impfstoffe-quakenbrueck-5321550
https://www.nato.int/cps/ge/natohq/who_is_who_154581.htm
https://www.dw.com/en/germanys-new-covid-19-crisis-team-to-be-headed-by-two-star-general/a-59971302
https://www.cambridge.org/core/journals/prehospital-and-disaster-medicine/article/development-of-a-nearrealtime-disease-surveillance-capability-for-nato/28A747A6702F74A3A27D7F2A11F516F5
https://www.nato.int/cps/fr/natohq/news_90256.htm?selectedLocale=en
https://journals.asm.org/doi/abs/10.1128/jcm.42.4.1753-1755.2004
https://en.wikipedia.org/wiki/Christian_Drosten
https://www.dcp-3.org/author/bernhard-schwartl%C3%A4nder
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Italy 

Military/intelligence agencies, committees, and groups involved in response & dates 
they were announced 

• CTS (Comitato Tecnico Scientifico, or Technical Scientific 
Committee) established February 5, 2020 [ref] 

• NATO Rapid Deployable Corps Italy – “a battle-ready NATO formation that can 
effectively operate in support of all NATO core tasks, including collective defence, 
crisis management, and cooperative security through partnerships.” [ref] 

• The Italian CTS (Comitato Tecnico Scientifico, or Technical Scientific 
Committee) was established on February 5, 2020 “with consultancy and support 
competence for coordination activities to overcome the epidemiological 
emergency due to the spread of Coronavirus.” [ref] 

Military/IC-affiliated groups involved in messaging/propaganda/censorship 

• Department of Information for Security (DIS): The DIS intensified its monitoring 
and analysis activities related to pandemic-related threats, such as disinformation 
and potential espionage activities, starting in March 2020. [REF NEEDED]  

Dates, types and names of unprecedented emergency declarations 

• January 31, 2020: Resolution of the Council of Ministers -- Declaration of a state of 
emergency due to the health risk associated with the emergence of diseases 
caused by transmissible viral agents. Duration: six months. Published in the Official 
Gazette No. 26 on February 1, 2020. [ref] 

• March 9, 2020: National Lockdown [ref] 

Key figures in Covid Response linked to NATO, UN/WHO, military, IC 

• General Francesco Paolo Figliuolo [ref] 

• General Francesco Bonfiglio [ref] 

• Minutes of a CTS meeting held on March 5, 2020, obtained through FOIA [ref], 
include statements by General Bonfiglio, identified as belonging to the “NATO UEO 
point of the DPC.” [ref] 

Below is a screenshot of the minutes in Italian, followed by English translation:  

https://www.salute.gov.it/portale/nuovocoronavirus/dettaglioContenutiNuovoCoronavirus.jsp?area=nuovoCoronavirus&id=5432&lingua=italiano&menu=vuoto
https://www.nato.int/cps/en/natohq/news_175665.htm
https://www.salute.gov.it/portale/nuovocoronavirus/dettaglioContenutiNuovoCoronavirus.jsp?area=nuovoCoronavirus&id=5432&lingua=italiano&menu=vuoto
https://www.fao.org/faolex/results/details/en/c/LEX-FAOC194414/
https://blogs.loc.gov/law/2020/03/recent-legislation-enacted-by-italy-to-tackle-covid-19/
https://www.euractiv.com/section/politics/short_news/italys-draghi-replaces-covid-19-commissioner-with-army-general/
http://www.nonsiamofannulloni.it/schede/Bonfiglio_Francesco.pdf
https://github.com/pcm-dpc/COVID-19-Verbali-CTS/blob/master/elenco-verbali.md
https://presskit.it/en/2024/09/27/verbali-del-cts-certificano-la-presenza-un-rappresentate-della-nato-alla-riunione-del-5-marzo-del-2020-avv-andrea-oddo-lo-giorno-pentagono-parla-vaccini-quindi-non-lo-diceva-la-sc/
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Gen. Bonfiglio, NATO WEU Point of the Department of Civil Defense, is invited and reminds 
of the commitments regarding the handling of confidential documentation that must be 
subject to the rules of restricted external communication and dissemination.  

Gen. Bonfiglio recalls Law 124/2007 emphasizing that the transmission of documents 
produced in CTS (Scientific Technical Committee) will henceforth be done through the 
NATO WEU Point of the Department of Civil Defense and the Ministry of Health.  
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France 

Military/intelligence agencies, committees, and groups involved in response & dates 
they were announced 

• Conseil de Defense (Defense Council), February 29, 2020  [ref][ref]This is the 
equivalent of the U.S. National Security Council. After 2/29/20, it met once a week, 
at least 40 times. Meetings were classified top secret. Cell phones were prohibited. 
And all notes taken were stamped top secret. Some were kept in safes. The others 
were burned. [ref] 

Covid Dossier: Norway 

Key figures in Covid Response linked to NATO, UN/WHO, military, IC 

• Espen Rostrup Nakstad: “In the four weeks that have passed since the strictest 
restrictions since World War II were introduced in Norway, Espen Rostrup Nakstad 
has become an important and clear spokesperson for Norwegian health 
authorities.” [ref] 

• A CBRNE (chemical, biological, radiological, nuclear and explosive) expert, Nakstad 
served as the Norwegian Armed Forces' Senior Consultant in CBRNE Medicine and 
has represented Norway in the NATO Joint Health Agriculture and Food Group 
(JHAFG) [ref] 

 

Spain, Austria, Portugal, Ireland, Slovakia, Hungary, Turkey & Switzerland  

For these countries, we have some information regarding military and intelligence roles in 
each country’s pandemic response: 

• The Spanish army was deployed in March and April of 2020, and again 
in September, when the army started enforcing coronavirus lockdown restrictions 
in Madrid. [ref] By October 2020, the military was tasked with track-and-trace of 
"cases" [ref] 

• In Austria, Major General Rudolf Striedinger was co-leader of the national Covid 
crisis coordination (GECKO) [ref] 

• In Portugal, a COVID-19 Vaccination Plan Task Force was set up by the 
Portuguese government on November 23, 2020, by joint order (despacho) of 
the Minister of National Defense, João Gomes Cravinho, the Minister of Internal 
Administration, Eduardo Cabrita, and the Minister of Health, Marta Temido. [ref] It 

https://www.elysee.fr/emmanuel-macron/2020/02/29/conseil-de-defense-et-conseil-des-ministres-du-29-fevrier-2020-consacres-au-coronavirus-covid-19
https://www.lesechos.fr/politique-societe/politique/trois-questions-sur-le-conseil-de-defense-organe-cle-de-la-gestion-de-lepidemie-1260216
https://www.ouest-france.fr/politique/defense/c-est-quoi-au-juste-un-conseil-de-defense-7049068
https://www.abcnyheter.no/helse-og-livsstil/livet/2020/04/13/195669975/espen-nakstads-store-sorg-er-ogsa-hans-styrke-ma-ga-videre?nr=1
https://archive.is/I8of6
https://www.independent.co.uk/news/world/europe/madrid-spain-coronavirus-lockdown-restrictions-army-b526693.html
https://www.straitstimes.com/world/europe/hi-this-is-the-army-in-spain-military-tackle-track-and-trace-of-covid-19-cases
https://militaeraktuell.at/en/a-major-general-for-pandemic-management/
https://diariodarepublica.pt/dr/detalhe/despacho/11737-2020-149707171
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was initially led by Francisco Ramos, former Secretary of State for Health, but he 
was replaced in February 2021 by vice-admiral Henrique de Gouveia e Melo, a 
naval officer who was already part of the task force. [ref] 

• In Ireland, a Joint Task Force (JTF) was established under Operation FORTITUDE in 
March 2020 to coordinate the contribution of the Defense Forces to the whole-of-
Government COVID-19 response, [ref] commanded by Brigadier General Kevin 
Campion. [ref] 

• In Slovakia, in October/November 2020, The Armed Forces of the Slovak 
Republic was entrusted with the task of coordinating and managing operation “Joint 
Responsibility,” the main goal of which was to conduct nationwide testing of 5.5 
million people. [ref] 

• In Hungary, as reported in July 2020, Prime Minister Viktor Orban had 
put Hungary’s security forces front and centre of the fight against the novel 
coronavirus, with police officials chairing daily press conferences, military 
commanders assigned to head major hospitals and military advisers deployed in 
key strategic companies to ensure their smooth running. [ref] 

• In Turkey, as reported in 2024, the Ministry of Health worked closely with the 
Ministry of Interior, which oversees the paramilitary Gendarmerie General 
Command, to coordinate the implementation of measures to battle the pandemic. 
Externally, the Ministry of Foreign Affairs spearheaded the use of the  Turkish 
military, because of its organizational capacity, to help produce, transport, and 
distribute aid to foreign nations. This deployment of hard power through the 
quasi-military gendarmerie and the regular army allowed President Recep 
Tayyip Erdoğan to demonstrate his willingness to participate in alliances… [ref] 

• In Switzerland: Switzerland is not a NATO country, but nevertheless, its military 
participated and coordinated the covid and mRNA vaccine-related campaign, just 
like we observed in most other countries of the world. The Swiss army chief, Thomas 
Süssli [ref], signed some of the purchasing agreements with the "vaccine" 
manufacturers. But in all actuality, those were signed by Divisionär (equivalent to 
Major General) Andreas Stettbacher, Former Chief Medical Officer of the Swiss 
Armed Forces and Federal Delegate for the Coordination of the Medical 
Service. During the COVID-19 crisis, Andreas Stettbacher played a key role in 
the national pandemic response, including the procurement of COVID-19 
vaccines. He was part of the federal coordination team and worked closely with 
various authorities on: 

https://www.tsf.pt/portugal/sociedade/quem-e-henrique-gouveia-e-melo-o-novo-coordenador-do-plano-de-vacinacao-13313054.html
https://pandem-2.eu/2023/01/23/the-role-of-the-irish-defence-forces-in-response-to-covid-19/
https://www.military.ie/en/who-we-are/army/covid-19-joint-task-force-jtf-/com-jtf/com-jtf.html
https://euromil.org/wp-content/uploads/2021/01/2101_Update_COVID19_SK.pdf
https://balkaninsight.com/2020/07/29/hungarian-militarisation-under-orban-stirs-concern/
https://onlinelibrary.wiley.com/doi/10.1111/mepo.12773
https://en.wikipedia.org/wiki/Thomas_S%C3%BCssli
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o Medical logistics 

o Vaccine procurement contracts 

o Coordination with pharmaceutical companies (e.g., Pfizer, Moderna)  

o Strategic health planning during the declared "health emergency" 

He was also involved in the Swiss COVID Taskforce and contributed to decisions on 
vaccine rollout and stockpiling. 

The "start date" in Switzerland was March 16, 2020 

On March 16, 2020, the Federal Council declared the “extraordinary situation” according to 
the Epidemics Act from midnight to April 19, 2020. All shops (except groceries), markets, 
restaurants, bars and entertainment and leisure facilities had to remain closed and a ban 
was in effect for private and public events. [ref] 

Brigadier Raynald Droz at a media conference in Berne (capital) on March 24, 2020 
(only in German) [ref] 

Chronology of the pandemic from the General Swiss Military Magazine [ref] 

Swiss militia soldiers get historic call up to fight coronavirus [ref] 

Swiss Army Pharmacy Implements GDP-Compliant Temperature Monitoring for COVID-19 
Vaccines [ref] 
The brigadier Raynald Droz who played an important role and the fact that the logistics of 
vaccine distribution in Switzerland were also handled by the army (or the army pharmacy) 
could be mentioned. 

Note that Divisionär (2 star general) Andreas Stettbacher, former Chief Medical Officer of 
the Swiss Armed Forces was removed from his position following internal controversy and 
public scrutiny during the COVID-19 response. However, he challenged the dismissal 
legally and, as a result of that process, was reinstated. 

   vtg.admin.ch – Andreas Stettbacher 

This explains the conflicting information across various media sources and platforms — 
some reported his removal, while others still list him officially in position due to the 
reinstatement. 

 

 

https://de.zxc.wiki/wiki/COVID-19-Pandemie_in_der_Schweiz#Desinformation
https://altcensored.com/watch?v=-cqTtxqheZ0
https://www.asmz.ch/fileadmin/asmz/Dokumente/Juli%202020/Pandemie%20M%C3%B6glichkeiten%20und%20Einsatz%20der%20ABC%20Abwehrtruppe.pdf
https://www.swissinfo.ch/eng/politics/covid-19_swiss-militia-soldiers-get-historic-call-up-to-fight-coronavirus/45622436
https://www.elpro.com/en/news/case-study-swiss-army-pharmacy
https://www.vtg.admin.ch/de/hohere-stabsoffiziere#Division%C3%A4r-Andreas-Stettbacher
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Latin America 

• In Brazil, as reported in July, 2020: General Eduardo Pazuello, “a military general 
with no experience, remains health minister.” Furthermore, since Pazuello took 
over the Ministry of Health, “at least 25 members of the military have been 
appointed, most with no public health experience. Many criticize the government 
for pushing technical knowledge aside by appointing military personnel.” [ref] 

• In Chile, on March 18, 2020, a public state of exception [emergency] was 
declared. as reported by the International Commission of Jurists (ICJ) in October 
20201, “military forces have had a key and outsized role in Chile’s response to the 
COVID-19 pandemic. The state of exception allowed the President to appoint 16 
“Chiefs of National Defence” (Jefes de la Defensa Nacional), one in each region of 
the country. These Chiefs, who are high-ranking military officials, had extensive 
powers in their designated regions, including powers more appropriately held by 
public health experts in the context of public health emergency such as the one 
brought about by COVID-19.” [ref] 

• In Peru, on April 1, 2020, with a reported total of 30 deaths and 1,065 infections 
attributed to the novel coronavirus, the military called up its reservists for the first 
time in the country’s history. As reported by AP “Peru had never called up reservists, 
not even during the internal armed conflict with the Shining Path terrorist group 
between 1980 and 2000 or during the cholera outbreak in 1991.” [ref] 

 

 

Asia 

• Sri Lanka, as reported in April 2023, extensively used its military and intelligence 
agencies for pandemic control during the COVID-19 crisis. [ref] 

• In the Philippines, as reported in July 2021, starting in March 2020 “the 
government adopted a militarized approach in its fight against the COVID-19 
pandemic whose council is predominantly a group of former military officers.” 
[ref] 

• In Indonesia, according to one report, the government “involved the military 
institution in responding to the emerging outbreak.... This therefore involved the 
creation of COVID-19 task force consisting mostly of military personnel.” [ref] 

 

https://www.aa.com.tr/en/americas/bolsonaro-militarizes-healthcare/1910789
https://www.icj.org/wp-content/uploads/2021/10/Chile-Vaccine-COVID-19-Briefing-Paper-2021-ENG.pdf
https://apnews.com/general-news-85121a1454c24090a13ffff72eabb412
https://thediplomat.com/2023/04/military-involvement-in-pandemic-control-in-sri-lanka/
https://pmc.ncbi.nlm.nih.gov/articles/PMC9451616/
https://laporcovid19.org/post/military-intervension-in-handling-the-pandemic
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Military/intelligence/biodefense plans & alliances 

The following plans and alliances provide frameworks for responding to a 
bioterror/bioweapons attack. The information provided in this Dossier suggests they may 
have been invoked in the global Covid response. 

• U.S. Chemical, Biological, Radiological, and Nuclear Response (9/9/2016)  This 
publication provides joint doctrine for military domestic or international response to 
minimize the effects of a chemical, biological, radiological, or nuclear incident. [ref] 

• Medical Countermeasures Consortium - a four-nation partnership involving the 
Defence and Health Departments of Australia, Canada, the United Kingdom and the 
United States.[ref] 

• Quadripartite Medical Intelligence Committee (QMIC) the health equivalent of 
the Five Eyes intelligence-sharing alliance [ref] 

• NATO - Joint Chemical, Biological, Radiological and Nuclear Defence Centre of 
Excellence [ref] 

• EU - Common Security and Defence Policy (CSDP) [ref] 

• NATO's doctrine for Chemical, Biological, Radiological, and Nuclear (CBRN) 
defense is outlined in documents such as AJP-3.8(A), Allied Joint Doctrine for 
Chemical, Biological, Radiological, and Nuclear Defence, which was published on 
March 30, 2012. This doctrine provides NATO strategic and operational 
commanders with fundamental principles for planning, executing, and supporting 
NATO operations where the threat and/or risk of intentional or accidental use of 
CBRN substances are assessed or exist. 

• NATO also has a Combined Joint CBRN Defence Task Force (CJ-CBRND-TF) that 
is specifically trained and equipped to deal with CBRN incidents and/or attacks 
against NATO populations, territory, or forces. This task force includes the CBRN 
Defence Battalion and the CBRN Joint Assessment Team, both of which are 
multinational and multifunctional teams capable of rapid deployment to participate 
in the full spectrum of NATO operations. 

• NATO CBRN Defense Policy 

• ABCANZ (American, British, Canadian, Australian, New Zealand) Force cooperation 
and nudge units 

 

https://www.govinfo.gov/content/pkg/GOVPUB-D5-PURL-gpo92423/pdf/GOVPUB-D5-PURL-gpo92423.pdf
https://www.dst.defence.gov.au/partnership/medical-countermeasures-consortium
https://www.cbc.ca/news/politics/covid-pandemic-canadian-forces-1.6196360
https://www.jcbrncoe.org/
https://www.eeas.europa.eu/eeas/common-security-and-defence-policy_en
https://apps.dtic.mil/sti/pdfs/ADA614619.pdf
https://apps.dtic.mil/sti/pdfs/ADA614619.pdf
https://www.nato.int/cps/en/natohq/topics_49156.htm
https://www.nato.int/cps/en/natohq/official_texts_197768.htm
https://open.substack.com/pub/actionabletruth/p/war-games-mind-games-five-eyes?r=uaapz&utm_campaign=post&utm_medium=web
https://open.substack.com/pub/actionabletruth/p/war-games-mind-games-five-eyes?r=uaapz&utm_campaign=post&utm_medium=web
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EXHIBIT 2: PETITION FOR ADMINISTRATIVE ACTION 
REGARDING COVID-19 VACCINE LICENSURE, ASKING 
FDA TO DEEM COVID-19 VACCINES MISBRANDED AND 
ADULTERATED. 

 

 

 

Division of Dockets Management                 December 8, 2025                                                                                                           

Department of Health and Human Services                                                                                                

Food and Drug Administration                                                                                                 

Commissioner Martin A. Makary M.D., M.P.H.                                                                                            

5630 Fishers Lane, Room 1061                                                                                                                       

Rockville, MD 20852 

Dear Commissioner Martin A. Makary M.D., M.P.H.: 

Enclosed is a Citizen Petition filed on behalf of Children’s Health Defense by Mary S. Holland, 

Esq., Chief Executive Officer, Brian S. Hooker, Ph.D., Chief Scientific Officer, Kim Mack 

Rosenberg, General Counsel, and Ray L. Flores II, Senior Outside Counsel requesting that FDA 

revoke all licensure for COVID-19 mRNA vaccines as improperly granted.   

This Citizen Petition incorporates results, findings, and conclusions gained by Alexandra (Sasha) 

Latypova, M.B.A., an independent writer and researcher on topics related to pandemic 

preparedness, EUA Countermeasures, and the PREP Act. Ms. Latypova is a pharmaceutical and 

medical device industry veteran with 25 years of experience across cardiovascular, oncology, 

immunology, CNS, infectious disease/HIV, musculoskeletal, and ophthalmic diseases. She co-led 

industry’s largest validation study of AI-enabled analysis of electrocardiographic data collected 

in clinical trials. This effort resulted in the FDA revising its E14 Guidance for Industry, 

improving the precision and accuracy of cardiovascular safety studies, and introducing the first 

artificial intelligence-driven methods that maintain rigorous safety standards while reducing 

costs and risks to clinical trial subjects.   
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Mary S. Holland, Esq., and Brian S. Hooker, Ph.D., are available to answer questions and to 

provide any additional relevant information. We look forward to your timely review of this 

petition. 

 

 

  

Sincerely, 

 

Mary S. Holland, Esq.,                                                                                                

Chief Executive Officer                                                                                                            

 

Brian S. Hooker, Ph.D.,                                                                                                   

Chief Science Officer                 

                    

 

Kim Mack Rosenberg,                                                                                             

CHD General Counsel 
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Ray L. Flores II,                                                                                                         

Senior Outside Counsel                                                                                                                                                                       

 

 

cc:                                                                                                                                                                   

Sasha Latypova                                                                                                                                        

VIA ELECTRONIC FILING 

Division of Dockets Management                                                                                                    

Department of Health and Human Services                                                                                          

Food and Drug Administration                                                                                                             

5630 Fishers Lane, Room 1061                                                                                                                  

Rockville, MD 20852 

  

 UNITED STATES DEPARTMENT OF HEALTH AND HUMAN SERVICES 

AND THE FOOD AND DRUG ADMINISTRATION 

  

PETITION FOR ADMINISTRATIVE 

ACTION REGARDING COVID-19 

VACCINE LICENSURE 

Docket No. ______________________ 

  

CITIZEN PETITION 

On behalf of Children’s Health Defense, the undersigned submit this petition under 21 C.F.R.     

§ 10.20, § 10.30, § 50.23, § 600 – 680, § 601.2, 21 U.S.C. § 352, and § 553(e) of the 

Administrative Procedure Act.  

We ask the Commissioner of the Food and Drug Administration (FDA) to deem Moderna’s 

SPIKEVAX and all its currently marketed Biologics License Application (“BLA”) versions 

(including MNEXSPIKE) and Pfizer/BioNTech’s Comirnaty, and all its BLA versions, 

misbranded; and, that he initiates corrective actions at the agency’s disposal, including revoking 
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the BLA for these vaccines due to a lack of compliance with FDA regulations for the reasons set 

forth herein. 

Under U.S. law, particularly the Federal Food, Drug, and Cosmetic Act (FD&C Act) and the 

Public Health Service Act (PHSA) (for biologics), a “misbranded” drug or biologic is one that is 

labeled, promoted, or packaged in a false, misleading, or noncompliant way, meaning it fails to 

meet FDA labeling or disclosure requirements. That is the case here.  

Misbranding is a legal designation, not just a descriptive one, that constitutes a violation of 

federal law (21 U.S.C. § 352) that can trigger seizure, injunction, criminal penalties, and/or 

license revocation. 

Vaccines can reach the arms of Americans under investigational or non-investigational pathways 

that are separate and distinct: (a) the non-investigational Emergency Use Authorization (EUA) 

pathway (meaning a product that is not part of a clinical investigation under an Investigational 

New Drug (IND) application and exemption); or, (b) the investigational Biologics License 

Application (BLA) pathway, or its sub-category; an investigational Expanded Access Use (EAU) 

pathway that is part of the clinical investigation pathway.  

The key distinction between the investigational and non-investigational pathway is the differing 

legal requirements that are associated with the approval and labeling of the biologic product. 

Among its many requirements, clinical investigations (aka “clinical trials”), for purposes of the 

BLA, require oversight of an Institutional Review Board (IRB)44 and strict adherence to all other 

clinical trial requirements, as well as strict and enforceable compliance with the current Good 

Manufacturing and Good Laboratory Practices (cGxP).   

Importantly, a product that had previously obtained full BLA licensure can be labeled EUA 

during a declared public health emergency for more rapid access or unapproved indications and 

thus can exist in two versions – BLA-labeled and EUA-labeled. However, a product that never 

received BLA licensure and only reached the market through the non-investigational EUA 

pathway cannot be granted BLA without first demonstrating full compliance with the 

investigational BLA standards. COVID-19 mRNA vaccines have not demonstrated full 

compliance.  

During the tumultuous time of Operation Warp Speed, the FDA granted COVID-19 mRNA 

vaccines EUA status in December 2020, by correctly (under EUA standards) waiving the legal 

 
44 Public Law 93-348 The National Research Act issued 45 CFR § 46: Protection of Human 

Subjects. The National Research Act is overseen by the Office of Human Research Protections. 

The Act also formalized a regulated IRB process through local institutional review boards, also 

overseen by the Office of Human Research Protections. 

https://www.law.cornell.edu/uscode/text/21/352
https://www.govinfo.gov/content/pkg/STATUTE-88/pdf/STATUTE-88-Pg342.pdf
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
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requirements of IRB oversight, clinical trials,45 and current Good Manufacturing and Laboratory 

Practices (cGxP) compliance that are strictly required for the IND and BLA pathways.  

However, the FDA allowed Pfizer to follow the non-investigational EUA pathway even when it 

unlawfully granted Pfizer’s Comirnaty COVID-19 vaccine BLA licensure on August 23, 2021, 

while leaving its “interchangeable” EUA Pfizer-BioNTech version on the market. Then, on 

January 31, 2022, the agency granted full BLA approval to Moderna’s SPIKEVAX COVID-19 

vaccine even though it continuously followed a non-investigational EUA pathway.  

Now that there are no EUA COVID-19 vaccines46 in the United States, all currently available 

vaccines are BLA-labeled, albeit improperly. According to the FDA, the Pfizer-BioNTech 

vaccine that initially reached the market as an EUA countermeasure “is marketed” under the 

Comirnaty label.47 According to Moderna, its COVID-19 vaccine that initially reached the 

market as an EUA countermeasure was then and is marketed as SPIKEVAX (COVID-19 

Vaccine, mRNA).48  

EUA vaccines cannot be merely marketed under a BLA label, however. There are licensing 

standards that need to be met but are not. There is no evidence that the current mRNA COVID-

19 vaccine licensures comply with the legal standards of BLA labeling. In fact, it is quite the 

contrary. 

The most egregious of the FDA’s violations is that the only human clinical studies for COVID-19 

vaccines were conducted under an EUA pathway that lacked IRB oversight and were not legally 

compliant clinical investigations. In addition, ample evidence points to the FDA’s continual 

waiver of most (if not all) normally applicable BLA standards, such as cGMP/cGLP compliance 

in R&D and manufacture of these products.  

 
45 In addition, neither the expanded use access (EAU), nor emergency use authorization (EUA) 

pathways constitute a clinical trial/clinical investigation under 21 CFR § 312.3(b) and 21 U.S.C. 

§ 360bbb-3(k), respectively. 

46 Federal Register, Revocation of Emergency Use of Three Biological Products; Availability 

(October 2, 2025) https://www.federalregister.gov/documents/2025/10/02/2025-

19272/revocation-of-emergency-use-of-three-biological-products-availability  

47 FDA, FDA Approves First COVID-19 Vaccine (August 23, 2021) 

 https://www.fda.gov/news-events/press-announcements/fda-approves-first-covid-19-vaccine 

48 FDA, FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE 

(VACCINATION PROVIDERS) EMERGENCY USE AUTHORIZATION (EUA) OF THE 

MODERNA COVID-19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019 (COVID-19) 

(p. 17 *14)(June 17, 2022) https://www.fda.gov/media/157232/download 

https://www.law.cornell.edu/cfr/text/21/312.3#:~:text=(b)%20The,with%20a%20disease.
https://www.law.cornell.edu/uscode/text/21/360bbb-3#:~:text=(k)Relation,C.%20262%5D.
https://www.law.cornell.edu/uscode/text/21/360bbb-3#:~:text=(k)Relation,C.%20262%5D.
https://www.federalregister.gov/documents/2025/10/02/2025-19272/revocation-of-emergency-use-of-three-biological-products-availability
https://www.federalregister.gov/documents/2025/10/02/2025-19272/revocation-of-emergency-use-of-three-biological-products-availability
https://www.fda.gov/news-events/press-announcements/fda-approves-first-covid-19-vaccine
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.fda.gov%2Fmedia%2F157232%2Fdownload&data=05%7C02%7C%7Ceeb83c140e7747dd061308de17c535e8%7C84df9e7fe9f640afb435aaaaaaaaaaaa%7C1%7C0%7C638974332969295862%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=1VrXy3n%2B6O5EgFNGLQ2LxRdi%2BDgWHKQjdpYFLlYL03U%3D&reserved=0
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COVID-19 vaccines that the FDA authorized for market under an EUA pathway in December 

2020 jumped tracks without satisfying requisite standards to become BLA-labeled (Pfizer, 

August 23, 2021, and Moderna, January 31, 2022). By law, manufacturing practices and the data 

collected while under an EUA status can never satisfy regulatory and statutory BLA standards, as 

legal investigational pathway standards are explicitly made inapplicable to the non-

investigational uses of products (under EUA). In a court declaration,49 Peter Marks, then head of 

the FDA’s Center for Biologics Evaluation and Research (CBER), correctly stated that , “products 

approved under BLAs are required to have the labeling that was approved as part of BLA.”  
These COVID-19 vaccines were manufactured under EUA standards, without clinical trials, and 

without continuous compliance with BLA labeling standards. They cannot remain in interstate 

commerce because they are, in fact, misbranded products. By law, their licenses must be 

revoked.  

 

In 2025, both Comirnaty and SPIKEVAX labels have been substantially revised with indication 

and usage restrictions,50 and additional warnings for myocarditis/pericarditis.51 These actions 

were warranted; however, they do not rectify the underlying mislabeling violations described 

herein. This Petition is not arguing about the safety or efficacy of marketed COVID-19 mRNA 

vaccines, but rather violations of BLA labeling standards under the law.   

 

The burden is on the FDA to prove that all BLA standards were satisfied when it fully licensed 

Pfizer’s and Moderna’s vaccines, which it cannot do.  

 
49 Declaration of Peter Marks, N.D. Fla. Case Number 3:21-cv-0121 p. 6 ¶11 (October 21, 2021) 

https://www.docdroid.net/xQZCCkd/declaration-of-marks-pdf 

 

 

50 FDA, FDA Approves and Authorizes Updated mRNA COVID-19 Vaccines to Better Protect 

Against Currently Circulating Variants (August 22, 2024) 

https://www.fda.gov/news-events/press-announcements/fda-approves-and-authorizes-updated-

mrna-covid-19-vaccines-better-protect-against-currently 

51 FDA, FDA Approves Required Updated Warning in Labeling of mRNA COVID-19 Vaccines 

Regarding Myocarditis and Pericarditis Following Vaccination (June 25, 2025) 

https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-approves-

required-updated-warning-labeling-mrna-covid-19-vaccines-regarding-myocarditis-and 

https://www.docdroid.net/xQZCCkd/declaration-of-marks-pdf
https://www.fda.gov/news-events/press-announcements/fda-approves-and-authorizes-updated-mrna-covid-19-vaccines-better-protect-against-currently
https://www.fda.gov/news-events/press-announcements/fda-approves-and-authorizes-updated-mrna-covid-19-vaccines-better-protect-against-currently
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-approves-required-updated-warning-labeling-mrna-covid-19-vaccines-regarding-myocarditis-and
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-approves-required-updated-warning-labeling-mrna-covid-19-vaccines-regarding-myocarditis-and
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Therefore, based on the foregoing, the undersigned ask the FDA to revoke all mRNA COVID-19 

vaccine licensure based on the FDA’s continuing lack of adherence to proper BLA standards.   

 

I.               ACTIONS REQUESTED          

1. Petitioners ask the FDA to revoke all BLA’s for every mRNA COVID-19 vaccine for all 

demographic groups because manufacturers do not and have never met BLA standards. Further, 

in granting licensure, FDA failed to enforce these standards. 

2. Petitioners ask the FDA to find Comirnaty (all versions) and SPIKEVAX (including 

MNEXSPIKE) mislabeled/misbranded. 

3. Petitioners ask the FDA to find Comirnaty (all versions) and SPIKEVAX (including 

MNEXSPIKE) adulterated or potentially adulterated. 

4. Petitioners ask the FDA to properly designate every mRNA COVID-19 vaccine as an 

Emergency Use Authorization biologic as long as the HHS Secretary’s Declaration of 

Emergency is in effect. 21 U.S. Code § 360bbb-3(c)). 

 

II.              STATEMENT OF GROUNDS 

A.  All available COVID-19 mRNA vaccines fail to meet BLA licensure 

standards  

New biological products that have never been approved for market before (such as mRNA 

vaccines prior to 2020) must follow these mutually exclusive regulatory pathways to reach the 

U.S. market: 

Feature IND/BLA Pathway EUA Pathway 

Legal Authority 21 U.S.C. § 355 / 

42 U.S.C. § 262 

21 U.S.C. § 360bbb-3 

Status Investigational 

medicine 

Non-investigational use 

https://www.law.cornell.edu/uscode/text/21/360bbb-3#:~:text=(c)Criteria,prescribe%20are%20satisfied.
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Purpose Research & full 

licensure  

Emergency distribution 

IRB Oversight Required (21 CFR 

56) 

Not required 

Informed Consent Required (21 CFR 

50) 

Not required 

cGxP compliance Required Not required 

Each regulatory pathway is briefly discussed below.  

1. Emergency Use Authorization (EUA) 

According to the FDA, under section 564 of the (FD&C Act), when the HHS Secretary declares 

that emergency use authorization is appropriate, FDA may authorize unapproved medical 

products or unapproved uses of approved medical products to be used in an emergency to 

diagnose, treat, or prevent serious or life-threatening diseases or conditions caused by Chemical, 

Biological, Radiological and Nuclear (“CBRN”) threat agents when certain criteria are met, such 

as instances when there are no adequate, approved, and available alternatives. 
During an emergency, 21 USC 360bbb-3a(c) authorizes the HHS Secretary to deviate “from 

current good manufacturing practice requirements otherwise applicable to the manufacture, 

processing, packing, or holding of products subject to regulation.” Further, a countermeasure, 

“shall not be deemed adulterated or misbranded under this chapter because … the Secretary has 

authorized deviations from current good manufacturing practices.” 

Unlike standard research under 21 CFR Parts 50 and 56, EUA use is not a “clinical 

investigation” and therefore does not require IRB approval or informed consent under those 

parts. There are alternative disclosure obligations: 

21 U.S.C. § 360bbb-3(e)(1)(A)(ii)(III) requires that recipients be informed of: 

1. The option to accept or refuse administration of the product, 

2. The consequences, if any, of refusing, and 

3. The alternatives to the product that are available and of their benefits and risks.  

https://www.fda.gov/federal-food-drug-and-cosmetic-act-fdc-act
https://www.law.cornell.edu/uscode/text/21/360bbb-3a#:~:text=(c)Current,under%20paragraph%20(1).
https://www.law.cornell.edu/uscode/text/21/360bbb-3#:~:text=(e)Conditions%20of%20authorization,available%20and%20of%20their%20benefits%20and%20risks.
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What is sometimes referred to as the EUA Fact Sheet requirement replaces traditional “informed 

consent” under human-subjects research rules.52 

Additionally, EUA products are deployed on the market based on only a “may be effective”53 

opinion of the HHS Secretary and are not subject to formal product recall procedures, applicable 

to regular pharmaceutical products.  

Therefore, licensure requirements of 21 C.F.R. Part 610 (General Biological Products Standards) 

are, in effect, waived by 21 USC 360bbb–3(a)(2)(A), and when products are brought to the 

market under EUA regulations, with its lax FDA enforcement, manufacturers are on an honor 

system to self-monitor. 

2. Biologics License Application (BLA) 

According to the FDA, the Biologics License Application (BLA) is a request for permission to 

introduce, or deliver for introduction, a biologic product into interstate commerce (21 CFR 

601.2). The BLA is regulated under 21 CFR 600 – 680. A BLA is submitted by any legal person 

or entity who is engaged in manufacturing or an applicant for a license who takes responsibility 

for compliance with product and establishment standards. Form 356h specifies the requirements 

for a BLA, which the FDA must formally review before granting the licensure, and to which the 

manufacturer is bound to comply continuously, including: 

● Applicant information 

● Product/Manufacturing information 

● Pre-clinical studies 

● Clinical studies 

● Labeling 

Thus, the FDA can only license biologics that meet (purity, potency, safety, efficacy, 

manufacturing compliance, labeling disclosure/marketing compliance, and other applicable legal 

standards) requirements.  

 
52 FDA, GUIDANCE DOCUMENT Emergency Use Authorization of Medical Products and 

Related Authorities (p. 15) (January 2017) 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-

authorization-medical-products-and-related-

authorities#:~:text=b.%20Information%20for,preparation%20 

53 21 U.S. Code § 360bbb-3(c) - Authorization for medical products for use in emergencies, 

criteria for issuance of authorization. 

 

https://www.law.cornell.edu/cfr/text/21/601.2
https://www.law.cornell.edu/cfr/text/21/601.2
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F
https://www.fda.gov/files/about%20fda/published/FDA-356h_AcroForm_Sec_07-07-2023_0.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-authorization-medical-products-and-related-authorities#:~:text=b.%20Information%20for,preparation%20(if%20applicable
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-authorization-medical-products-and-related-authorities#:~:text=b.%20Information%20for,preparation%20(if%20applicable
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-authorization-medical-products-and-related-authorities#:~:text=b.%20Information%20for,preparation%20(if%20applicable
https://www.law.cornell.edu/uscode/text/21/360bbb-3#:~:text=(c)Criteria,D)%2C%20if%20applicable%3B
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Importantly, BLA licensure is not a one-time event; it requires ongoing, strictly enforceable 

compliance with applicable statutes while the product remains in interstate commerce.   

For purposes of this Petition, the manufacturing compliance (cGMP), preclinical studies 

compliance (cGLP), and clinical investigation compliance are briefly outlined below. 

Compliance with these requirements ensures accurate and truthful disclosure in the labeling of 

BLA biological products. Absent adherence to such procedures, biologics are mislabeled and 

misbranded and are therefore subject to recall and BLA licensure revocation.    

a.    Manufacturing compliance requirements for BLA (cGMP):  

cGMP requirements for biologics, purity/potency/safety are described in 21 CFR 600–610, 

which establish the general FDA standards for biological products, including vaccines licensed 

under the Public Health Service Act (42 U.S.C. § 262). 21 CFR Part 610 describes General 

Biological Product Standards, i.e., core technical standards for vaccines and similar biologics.  

In principle, to initially receive and continue to maintain a biologics license, a manufacturer must 

continuously demonstrate, for the specific product, its end-to-end production and supply chain: 

1. Safety – product causes no undue harm when used as intended. (§610.11 Safety). This 

part requires testing in animals or other validated models. 

2. Purity – free from contamination or unintended substances. (§610.12 Purity). Product 

must be free from extraneous materials (cell debris, endotoxins, residual DNA, etc.).    

3. Sterility (§610.10): Each lot must be free of contaminating microorganisms. 

4. Potency – proven biological activity consistent with intended therapeutic or immunologic 

effect. (§610.17–§610.18 Potency & Stability). Potency must be demonstrated using 

validated biological or immunological assays. 

5. Identity and Constituents (§610.13–§610.15). Validated tests must confirm correct 

identity and permissible additives. 

6. Expiration Dating: Manufacturers must establish expiration dating based on real-time 

stability data. 

7. Consistency – validated manufacturing process ensures reproducibility of quality. 

8. Compliance with cGMP – per 21 CFR Parts 210 & 211, adapted for biologics. 

To comply with the above-mentioned requirements for purposes of BLA licensure,54 

manufacturers must: 

 
54 Regulatory Bases: The requirements to show controlled, reproducible production come 

primarily from: 

 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-610
https://www.law.cornell.edu/uscode/text/42/262
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-210
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211
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● establish, validate, and consistently apply controlled production methods that  

● ensure each lot of a biologic product is safe, pure, potent, and stable, as verified 

through documented testing, records, and continuous FDA oversight. 

Establishing a manufacturing process that is compliant with the legal requirements of the BLA is 

complex. It typically takes many years to license an entirely new product or technology platform, 

numerous compliance requirements are specified in the law, and several overarching principles 

must be continuously upheld: 

1.  A validated and BLA-compliant manufacturing process55 must be fully representative 

of the final/current commercial lot production process. Due to uncertainties inherent in 

the design of new innovative biological products, the manufacturing for novel 

technologically advanced platforms typically requires many changes and iterations as the 

production is scaled from pilot/research scale to commercial scale. Thus, to obtain a 

BLA, the manufacturers are required to fully validate and demonstrate compliance with 

the law for the final commercial scale process.  

2.  The BLA manufacturing process must be fully representative of the product lots used 

in clinical trials and preclinical studies upon which the labeling – including claims of 

safety and efficacy – is established. 

3.  Throughout pivotal clinical trials and post BLA, each production lot must demonstrate 

lot-to-lot consistency56 and pass identity, purity, safety, sterility, potency, and stability 

tests (§§ 610.10–610.13) in order to meet the labeling specifications preapproved in the 

 
21 CFR Parts 600 & 610 — General biologics standards (licensing, testing, lot control).         

21 CFR Parts 210 & 211 — Current Good Manufacturing Practice (cGMP).                 

11.1 FDA, Guidance for Industry Process Validation: General Principles and Practices 

(January 2011). https://www.fda.gov/media/71021/download                                         

11.2 FDA, Chemistry, Manufacturing, and Control (CMC) Information for Human Gene 

Therapy Investigational New Drug Applications (INDs) (January 2023), 

https://www.fda.gov/media/113760/download                                                                

11.3 FDA, Development and Licensure of Vaccines to Prevent COVID-19 Guidance for 

Industry (October 2023), https://www.fda.gov/media/139638/download 

 

55 FDA, Guidance for Industry, Process Validation: General Principles and Practices  (January 

2011). https://www.fda.gov/files/drugs/published/Process-Validation--General-Principles-and-

Practices.pdf 

56 21 CFR 610.1 & 610.12–610.20 

https://ntp.niehs.nih.gov/sites/default/files/iccvam/methods/biologics/vaccine/2008-21cfrpart610.pdf
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-210
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-C/part-211
https://www.fda.gov/media/71021/download
https://www.fda.gov/media/113760/download
https://www.fda.gov/media/139638/download
https://www.fda.gov/files/drugs/published/Process-Validation--General-Principles-and-Practices.pdf
https://www.fda.gov/files/drugs/published/Process-Validation--General-Principles-and-Practices.pdf
https://ntp.niehs.nih.gov/sites/default/files/iccvam/methods/biologics/vaccine/2008-21cfrpart610.pdf
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Biologics License Application (BLA). If variability arises, the manufacturer must 

investigate and demonstrate that it does not compromise quality.  

Manufacturing process validation is a vast area of law and regulation, which generally includes:  

● Design qualification (DQ) – define process and critical quality attributes. 

● Installation/operational qualification (IQ/OQ) – verify equipment and system 

performance. 

● Performance qualification (PQ) – produce several consecutive lots that meet all release 

criteria under routine conditions. These lots are often called Process Performance 

Qualification (PPQ) lots.57 

For continued BLA licensure, the above-mentioned requirements are fully enforceable by the 

FDA. The FDA must withdraw licensure for any of the listed category violations. While 

manufacturers may volunteer to adhere to these standards under EUA, none of the above-

mentioned categories are strictly required or enforced by the FDA under EUA. 

b.    Pre-clinical compliance requirements for BLA (Good Laboratory Practices, cGLP):  

Regulatory Basis for cGLP Requirements is the 21 CFR Part 58 – Good Laboratory Practice for 

Nonclinical Laboratory Studies and associated FDA Guidance for Industry documents.58 To meet 

BLA licensure standards, the manufacturers must demonstrate that the data used to support 

human clinical trials are representative of the final biological product as dispensed to the 

consumer, and are reliable, traceable, and scientifically valid. FDA explicitly states that GLP 

applies when nonclinical safety studies are intended to support research or marketing 

applications for biologics, drugs, or medical devices (§58.1(a)). 

In the context of vaccines, this includes: 

● Toxicology studies (single and repeat-dose toxicity, and reproductive toxicity) 

● Local tolerance studies (e.g., intramuscular or subcutaneous injection sites) 

● Biodistribution studies (required for novel platforms like mRNA or viral vectors) 

● Immunopathology or adjuvant safety studies 

 
57 Ibid. Footnote 12 

58 15.1 FDA, Guidance for Industry Toxicity Grading Scale for Healthy Adult and Adolescent 

Volunteers in Preventive Vaccine Clinical Trials (2007)  

https://www.fda.gov/media/73679/download; 

   15.2 FDA, Guidance for Industry Preclinical Assessment of Investigational Cellular and Gene 

Therapy Products (November 2013) https://www.fda.gov/media/87564/download 

 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-58
https://www.fda.gov/media/73679/download
https://www.fda.gov/media/87564/download
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● Safety pharmacology if system effects are relevant (required for novel platforms and 

when biodistribution shows systemic exposure) 

Exploratory or proof-of-concept immunogenicity studies, or early mechanism-of-action studies, 

are not required to be GLP and can be conducted under research-quality conditions. However, 

any pivotal safety studies cited in a BLA must comply with GLP. In its Guidance for Industry 

documents, the FDA requires that, if a study cannot fully comply with GLP (e.g., species model 

constraints), deviations must be scientifically justified, documented, and disclosed to FDA.59 

c.    BLA-compliance requirements for human subjects in investigational clinical trials 

When a sponsor submits a biologics license application under Public Health Service Act § 351(a) 

(42 U.S.C. § 262), part of the “safe, pure, and potent” demonstration relies on legally defined 

clinical investigations in humans. 

 

FDA regulations make clear that: 

● Humans may not be enrolled in research unless informed consent has been obtained (21 

CFR 50.20). 

● An IRB must review and approve human-subject research (21 CFR 56.109(a)). 

● Documentation of consent and IRB decisions must be maintained (§ 50.27 and                  

§ 56.109(c)). 

Thus, IRB oversight and informed consent are strict prerequisites for data from human clinical 

trials to be acceptable to FDA for biologics licensing (BLA). 

Clinical trials, defined per 21 CFR Part 312 as “clinical investigation” studies, must follow a set 

of laws and regulations,60 which are intended to protect the rights, safety, and welfare of human 

subjects participating in human trials, ensure the quality, validity, and integrity of the clinical trial 

 
59 16.1 FDA, Guidance for Industry S6 Preclinical Safety Evaluation of Biotechnology‑Derived 

Pharmaceuticals (July 1997)  (page 3, section III.A (“General Principles”)); 

https://www.fda.gov/media/72028/download; and                                                                          

16.2 FDA, Guidance for Industry Preclinical Assessment of 

Investigational Cellular and Gene Therapy Products 

(November 2013) https://www.fda.gov/media/87564/download 

60 FDA, Regulations: Good Clinical Practice and Clinical Trials (January 21, 2021) 

https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/regulations-

good-clinical-practice-and-clinical-trials 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.20
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50/subpart-B/section-50.20
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-56/subpart-C/section-56.109
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-D/part-312
https://www.fda.gov/media/72028/download
https://www.fda.gov/media/87564/download
https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/regulations-good-clinical-practice-and-clinical-trials
https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/regulations-good-clinical-practice-and-clinical-trials
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data, and promote the availability of new medical products to the public. These laws and 

regulations define the roles and responsibilities of entities, such as sponsors, clinical 

investigators, and institutional review boards. In addition, various guidance documents61 and 

standard operating procedures62 are available to clarify policies and procedures for the IND 

process. 

d.   BLA Requirements for Representative Commercial Process/Product  

Crucially, the initial and ongoing compliance with BLA requires that data used to support 

licensure come from processes representative of the final commercial manufacturing process. 

This is because in biologics manufacture, the process is the product. Discussing the cGMP on its 

website,63 the FDA states that:  

A consumer usually cannot detect (through smell, touch, or sight) that a drug product is 

safe or if it will work. While CGMP requires testing, testing alone is not adequate to 

ensure quality. In most instances testing is done on a small sample of a batch (for 

example, a drug manufacturer may test 100 tablets from a batch that contains 2 million 

tablets), so that most of the batch can be used for patients rather than destroyed by 

testing.  

Clearly, “testing alone” is not sufficient to ensure ongoing BLA compliance. Testing of one or 

many doses of one or many batches of a product that does not accurately represent the actual 

product injected into a consumer cannot and will not meet the BLA standards established by the 

FDA.    

The FDA explicitly requires that manufacturing and testing used to support licensure (including 

preclinical and clinical material) be representative of the final commercial process:  

● Same or scaled-equivalent facilities, equipment, and controls. 

● Same cell substrate or vector system, purification steps, and formulation. 

● Same process control strategy and release specifications. 

 
61 Ibid. 

62 FDA, Biologics Procedures (SOPPs) (October 31, 2025)  

https://www.fda.gov/vaccines-blood-biologics/guidance-compliance-regulatory-information-

biologics/biologics-procedures-sopps 

63 FDA, Facts About the Current Good Manufacturing Practice (CGMP) (November  21, 2025) 

https://www.fda.gov/drugs/pharmaceutical-quality-resources/facts-about-current-good-

manufacturing-practice-cgmp 

https://www.fda.gov/vaccines-blood-biologics/guidance-compliance-regulatory-information-biologics/biologics-procedures-sopps
https://www.fda.gov/vaccines-blood-biologics/guidance-compliance-regulatory-information-biologics/biologics-procedures-sopps
https://www.fda.gov/drugs/pharmaceutical-quality-resources/facts-about-current-good-manufacturing-practice-cgmp
https://www.fda.gov/drugs/pharmaceutical-quality-resources/facts-about-current-good-manufacturing-practice-cgmp
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In the context of cGLP, preclinical studies must reflect the intended clinical/commercial material, 

meaning that the test article(s) used in preclinical studies should be representative of the material 

intended for clinical use, manufactured using comparable processes and controls to those 

planned for clinical and commercial production, while significant manufacturing changes after 

preclinical testing may necessitate additional bridging studies to demonstrate comparability.64 

The FDA cites specific regulations for process validation and reporting (e.g., 21 CFR 211.22, 

211.100, 211.110(a), and 211.165) when explaining why manufacturing changes late in 

development can require additional qualification or bridging studies.65 

In the context of cGMP, Clinical and PPQ Manufacturing must reflect the final commercial 

process. This means that the process must be defined, controlled, and validated to yield 

consistent product quality, which inherently requires it to represent what will be commercially 

manufactured. 

FD&C Act § 501(a)(2)(B) (21 U.S.C. 351(a)(2)(B)), and 21 CFR 210/211 and 21 CFR 601.20 

collectively require that the actual facilities and equipment used to manufacture the licensed 

biologic operate in a state of cGMP control and validated performance. 

In addition, FDA Guidance “Process Validation: General Principles and Practices”66 defines 

manufacturing Process Qualification as: 

During the process qualification (PQ) stage of process validation, the process design 

is evaluated to determine if it is capable of reproducible commercial manufacture.  

PPQ (Process Performance Qualification) lots, i.e. the manufacturing validation lots submitted 

for the BLA, must be made using the same process, materials, and controls as final commercial 

production. If these criteria are not met, the process is not considered validated for licensure.  

FDA Guidance “CMC Information for Human Gene Therapy INDs” (2023)67 specifies that the 

manufacturing process and analytical methods used for clinical production should be 

 
64 “FDA, Manufacturing Changes and Comparability for Human Cellular and Gene Therapy 

Products Draft Guidance for Industry (July 2023) https://www.fda.gov/media/170198/download 

65 Ibid. 

66 FDA, Guidance for Industry Process Validation: General Principles and Practices  (January  

2011), (p. 13 of 22) https://www.fda.gov/files/drugs/published/Process-Validation--General-

Principles-and-Practices.pdf 

67 FDA, Chemistry, Manufacturing, and Control (CMC) Information for Human Gene Therapy 

Investigational New Drug Applications (INDs) Guidance for Industry (January 2020) 

https://www.fda.gov/media/113760/download 

https://www.fda.gov/media/170198/download
https://www.fda.gov/files/drugs/published/Process-Validation--General-Principles-and-Practices.pdf
https://www.fda.gov/files/drugs/published/Process-Validation--General-Principles-and-Practices.pdf
https://www.fda.gov/media/113760/download
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representative of those intended for commercial manufacturing; that significant changes during 

development should be assessed for impact on product comparability, and that demonstration of 

process control and reproducibility should be based on production-scale runs that reflect the final 

process design. 

Finally, BLA Review Standard (21 CFR §601.2(a)) states that: 

To obtain a biologics license under section 351 of the Public Health Service Act for any 

biological product … [the application shall include] sample(s) representative of the 

product for introduction or delivery for introduction into interstate commerce  

This means that the FDA requires evidence that the exact process proposed for commercial use 

can reproducibly make a product meeting all standards – one cannot obtain a BLA license for a 

product on the basis of a research-grade or pilot-scale process. 

 e.   When Manufacturing Process Is Not Representative 

If preclinical or clinical material differs substantially from the final process:  

● Bridging studies must be performed to compare the new and old lots (analytical 

comparability + potentially new animal or clinical data). 

● FDA may reject PPQ data if the validation lots are not representative of commercial 

manufacturing. 

● The BLA may be Refuse To File (RTF) until comparability or validation is demonstrated.  

f.    When a drug or biologic is considered misbranded 

Examples of misbranding relevant to this Petition include:  

1. False or Misleading Labeling (21 U.S.C. § 352(a)(1)) categorizes a product as 

misbranded; “If its labeling is false or misleading in any particular.” Specific examples include 

claims of safety or effectiveness which are not supported by data, or omission of material facts, 

such as risks and limitations of use.  

2. Failure to Comply With cGMP 

If a product’s labeling implies that it was manufactured under approved standards but cGMP (21 

CFR Parts 210–211 for drugs; 600–680 for biologics) was not followed, the product may be 

considered adulterated and misbranded. 

To rectify misbranding, the FDA has numerous enforcement mechanisms, including:  

● FDA can issue a Warning Letter or request voluntary recall. 

https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-601/subpart-A/section-601.2
https://www.law.cornell.edu/uscode/text/21/352#:~:text=(a)False,Secretary%20upon%20request.
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● Products may be detained or seized under 21 U.S.C. § 334. 

● Manufacturers may lose licensure under PHSA § 351(d) for biologics. 

B.    The FDA failed to follow its own regulatory guidelines when it illegally 

granted BLAs to COVID-19 mRNA vaccines 

The FDA granted the BLAs to Pfizer and Moderna without following the BLA requirements 

specified in the FDA’s own regulations and the law. Substantial evidence points to several such 

glaring violations that are also contrary to historically established regulatory practice.     

1. Evidence that Comirnaty and SPIKEVAX labels are non-compliant with 

legal standards for cGMP (noncompliant clinical data (Section 14 of BLA 

label)) 

 

In late November 2020, records for Pfizer’s COVID-19 vaccine regulatory review were publicly 

released by a data leak from the European Medicines Agency.68 The authenticity of the 

documents was confirmed by the British Medical Journal.69 The EMA did not deny the 

authenticity of the documents. The documents also contain some of the FDA reviewers’ 

correspondence with Pfizer. In addition to the manufacturing documentation, the EMA files also 

contain 14 screenshots of emails dating from mid to late November 2020.70 The email exchanges 

are between the EMA staff and senior executives at the agency and their correspondence with the 

FDA and MHRA (the UK regulator). These emails demonstrate that the EMA reviewers were 

under massive political pressure to overlook all regulatory deficiencies. It is also evident that the 

EMA and FDA leadership at the time were concerned primarily with coordinating the launch 

dates, and the “authorization” of these shots was a foregone conclusion. 

Emails leaked from EMA also demonstrate that the EU regulators were primarily concerned with 

the dates of product launch prior to reviewing the necessary regulatory data package. The process 

was highly political and not scientific. As stated above, the EMA staff reviewers objected to the 

data, but the high-ranking officials appeared to have ignored and overruled their concerns.  

 
68 European Medicines Agency leaked files 

69 British Medical Journal, The EMA covid-19 data leak, and what it tells us about mRNA 

instability (March 10, 2021) 

https://www.bmj.com/content/372/bmj.n627 

70 European Medicines Agency leaked emails  

https://www.law.cornell.edu/uscode/text/21/334
https://www.ncbi.nlm.nih.gov/books/NBK236414/#:~:text=(d)%20Licenses%20for%20the%20maintenance,(c)%20of%20this%20section.
https://www.bmj.com/content/372/bmj.n627
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The regulatory review and approval standards in the United States and the European Union are 

substantially the same due to the International Conference on Harmonization (ICH) and Mutual 

Recognition Agreements. The documents show that the first regulatory review of Pfizer’s 

manufacturing process, a so-called “rolling review”, began on or around November 26, 2020. 

During this review, the Biologics Working Party (BWP) at the European Medicines Agency 

identified three Quality Major Objections (MOs)71 during the assessment of Pfizer’s CMC 

documentation. There were severe and unresolvable – given the unrealistic timeline – issues with 

the quality of the product the EMA staff were pressured to ok. The manufacturing process was 

woefully out of cGMP compliance. Specifically, major objections included: 

MO1: lack of cGMP compliance and inability to establish it prior to launch;  

MO2: lack of mRNA integrity and large amounts of mRNA fragments, and 

incomparability of the commercial process (PPQ batches) with the process that was used 

to make the doses for the pivotal clinical trial that had just wrapped up the data 

collection; 

MO3: many significant gaps in manufacturing documentation making it impossible to 

determine if the product could be made as described. The manufacturing process 

compliance with cGMP (BLA or CMA standards) could not be verified at all.   

Additionally, 100+ objections and observations were issued by the reviewers flagging a variety 

of serious concerns with the manufacturing process quality and data completeness.   

The EMA regulatory review of Pfizer CMC documentation revealed that the Phase 3 data could 

not satisfy the BLA standards. The two main reasons for this failure were:  

● The manufacturing process used to produce the Phase 3 clinical trial drug product 

(aka Process 1) was found non-representative of the commercial scale 

manufacturing process being presented to the regulatory review (Process 2); and 

● The scaled Process 2 was found non-compliant with cGMP requirements due to 

numerous identified deficiencies and large gaps - missing or pending normally 

required information. This made it impossible for the regulators to evaluate 

Pfizer’s process for cGMP compliance prior to commercial distribution of the 

product. 

Each one of these reasons by itself precludes the possibility of Pfizer’s Phase 3 clinical trial data, 

from late fall of 2020, being acceptable for BLA labeling in August of 2021.   

 
71 Ibid. 
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The magnitude and severity of the cGMP non-compliance issues identified by the European 

regulators at that time preclude the possibility that the data from the Phase 3 COVID-19 vaccine 

clinical trials could satisfy the accurate BLA labeling at a later date.  

The pivotal trials for COVID-19 vaccines had completed primary Phase 3 data collection in late 

fall of 2020. Specifically, for Pfizer, the data lock for the primary efficacy endpoints was on 

November 14, 2020,72 and for Moderna - on or before November 16, 2020.73 Both dates are prior 

to the dates of the EMA/FDA CMC regulatory review for Pfizer, which happened around 

November 26, 2020. At that time, Moderna’s CMC documentation was not available for review 

at all. While for both vaccines, final trial completion dates are listed in 2022-2023, both trials 

broke the blinding and removed the placebo control groups by injecting the participants with the 

COVID-19 vaccines starting around December 2020. This, too, is a serious violation of the BLA 

standards, but is acceptable for EUA. Some special-population post-market studies were 

performed in 2021-2022 (e.g., in children and some immunocompromised populations, updated 

product versions); however, none were BLA-compliant.    

The FDA cannot claim that objections and observations of the European regulators are not 

relevant. Unlike the FDA, the EMA used an investigational regulatory pathway (Conditional 

Marketing Authorization, CMA74) for initially deploying COVID-19 vaccines in the EU. The 

CMA standards are substantially similar to the BLA standards in the United States, as they apply 

to the products legally deemed investigational. In fact, until COVID-19 vaccines, the CMA 

pathway had never been utilized for approving any product for a very broad indication and mass 

deployment. CMA requires the same cGMP compliance as any commercially approved 

investigational drug or biologic, while allowing for some regulatory commitments post-market. 

Therefore, the major objections of the EMA reviewers are highly relevant as evidence of major 

 
72 FDA, Pfizer-BioNTech Covid-19 vaccine (BNT162, PF-07302048) 

Vaccines and Related Biological Products Advisory Committee Briefing Document: 10 December 

2020, p.8; https://www.fda.gov/media/144246/download  

73 Businesswire, Moderna Announces Primary Efficacy Analysis in Phase 3 COVE Study for Its 

COVID-19 Vaccine Candidate and Filing Today with U.S. FDA for Emergency Use 

Authorization (November 30, 2020) 

https://www.businesswire.com/news/home/20201130005506/en/Moderna-Announces-Primary-

Efficacy-Analysis-in-Phase-3-COVE-Study-for-Its-COVID-19-Vaccine-Candidate-and-Filing-

Today-with-U.S.-FDA-for-Emergency-Use-Authorization 

74 NIH, National Library of Medicine Pub Med Central, The European Medicines Agency's EU 

conditional marketing authorisations for COVID-19 vaccines (January 13, 2021) 

 https://pmc.ncbi.nlm.nih.gov/articles/PMC7833511/ 

https://www.fda.gov/media/144246/download
https://www.businesswire.com/news/home/20201130005506/en/Moderna-Announces-Primary-Efficacy-Analysis-in-Phase-3-COVE-Study-for-Its-COVID-19-Vaccine-Candidate-and-Filing-Today-with-U.S.-FDA-for-Emergency-Use-Authorization
https://www.businesswire.com/news/home/20201130005506/en/Moderna-Announces-Primary-Efficacy-Analysis-in-Phase-3-COVE-Study-for-Its-COVID-19-Vaccine-Candidate-and-Filing-Today-with-U.S.-FDA-for-Emergency-Use-Authorization
https://www.businesswire.com/news/home/20201130005506/en/Moderna-Announces-Primary-Efficacy-Analysis-in-Phase-3-COVE-Study-for-Its-COVID-19-Vaccine-Candidate-and-Filing-Today-with-U.S.-FDA-for-Emergency-Use-Authorization
https://pmc.ncbi.nlm.nih.gov/articles/PMC7833511/
https://pmc.ncbi.nlm.nih.gov/articles/PMC7833511/
https://pmc.ncbi.nlm.nih.gov/articles/PMC7833511/
https://pmc.ncbi.nlm.nih.gov/articles/PMC7833511/
https://pmc.ncbi.nlm.nih.gov/articles/PMC7833511/
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deficiencies with respect to the BLA-readiness of Pfizer’s manufacturing process at the time of 

the primary data completion of its pivotal Phase 3 trial. 

The FDA cannot claim that these manufacturing compliance violations have been resolved 

between 2020 and 2025, for the following reasons: 

Even if the FDA can demonstrate that Pfizer’s Comirnaty manufacturing process is 

cGMP compliant today, the manufacturing process today is NOT the same process that 

was used to manufacture the Phase 3 trial material. Therefore, the data from the Phase 3 

trial do not represent the product that is being shipped today, and the product should be 

deemed mislabeled.    

Even if the FDA has discretion to use the so-called “real world” observational data as 

supporting evidence for various regulatory decisions, these “real-world” data alone, 

regardless of how voluminous, are not a valid substitute for legally prescribed evidentiary 

data package collected in cGMP compliant manner, as required for BLA labeling. 

Effect: the data from Phase 3 trials, which are included in several sections of Comirnaty and 

SPIKEVAX BLA labels (Sections 6, 8, 14), cannot be deemed representative of the 

commercially shipped SPIKEVAX and Comirnaty vials. This means that vials being distributed 

in interstate commerce today are mislabeled for purposes of BLA.      

2. Evidence that Preclinical and Toxicology sections of Comirnaty, 

SPIKEVAX, and MNEXSPIKE labels do not comply with BLA standards 

(cGLP) 

In June 2020, the FDA published “Development and Licensure of Vaccines to Prevent COVID-

19.” This guidance document is final, was implemented without prior public participation, and is 

intended to remain in effect for the duration of the public health emergency related to COVID-19 

declared by the Secretary of Health and Human Services (HHS) on January 31, 2020, effective 

January 27, 2020, and currently extended to December 31, 2029. Regarding the nonclinical 

assessments for COVID-19 vaccines (2020) the FDA guidance75 states that: 

For a COVID-19 vaccine candidate consisting of a novel product type and for which no 

prior nonclinical and clinical data are available, nonclinical safety studies will be required 

prior to proceeding to FIH [first-in-human] clinical trials 21 CFR 312.23(a)(8). (P.6) 

 When needed to support proceeding to FIH clinical trials, nonclinical safety assessments 

including toxicity and local tolerance studies must be conducted under conditions 

 
75 FDA, Development and Licensure of Vaccines to Prevent COVID-19 Guidance for Industry 

(October 2023) https://www.fda.gov/media/139638/download 

https://www.fda.gov/media/139638/download
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consistent with regulations prescribing good laboratory practices for conducting 

nonclinical [sic] laboratory studies (GLP) (21 CFR Part 58). Such studies should be 

completed and analysed [sic] prior to initiation of FIH clinical trials. When toxicology 

studies do not adequately characterize risk, additional safety testing should be conducted 

as appropriate. (P.7) 

The agency also states that where the guidance says “should,” those sentences describe 

nonbinding recommendations, while where it says “must” and cites the applicable law, it 

describes enforceable items.  

There were no nonclinical or clinical data available for mRNA-1273 (later SPIKEVAX) or 

BNT162b2 (later Comirnaty) before 2020. Both products formulated in lipid nanoparticles 

constitute entirely novel biologic products and active substances, requiring strict adherence to 

BLA standards if the product is to be labeled as such.  

Review of Moderna’s FOIA Productions of SPIKEVAX Nonclinical Summaries76 and Comirnaty 

Nonclinical Summaries77 revealed severe non-compliance with BLA standards and the FDA’s 

own Guidance for mRNA vaccines. 

a.   The BLA requirement for completion of nonclinical safety studies prior to the start of the 

first-in-human trials was not met by either Pfizer or Moderna products.  
Specifically, Moderna initiated human clinical studies on March 16, 2020.78 For the 

biodistribution component of the non-clinical assessment, Moderna submitted a non-GLP study 

for another unapproved product, mRNA-1647 (a construct of 6 different mRNAs which had been 

in development for an experimental cytomegalovirus vaccine), completed in male animals only, 

in 2017. Since this study was non-GLP and did not include SPIKEVAX formulation (mRNA 

1273), the biodistribution for SPIKEVAX has not been studied under BLA standards at all. For 

other components of Moderna’s non-clinical package, studies that utilized mRNA-1273 or its 

 
76 Moderna Nonclinical Summaries Responsive records 4.pdf (February 28, 2022)  

77 HHS, Re: FDA FOIA Request 2021-4379; Judicial Watch, Inc. v. U.S. Department of Health 

and Human Services, 21-cv-2418  (April 13, 2022) https://www.judicialwatch.org/wp-

content/uploads/2022/08/JW-v-HHS-Biodistribution-Prod-4-02418.pdf 

78 Moderna Announces First Participant Dosed in NIH-led Phase 1 Study of mRNA Vaccine 

(mRNA-1273) Against Novel Coronavirus (March 16, 2020) 

https://s29.q4cdn.com/435878511/files/doc_news/2020/03/16/moderna-announces-first-

participant-dosed-nih-led-phase-1-study.pdf 

https://www.judicialwatch.org/wp-content/uploads/2022/08/JW-v-HHS-Biodistribution-Prod-4-02418.pdf
https://www.judicialwatch.org/wp-content/uploads/2022/08/JW-v-HHS-Biodistribution-Prod-4-02418.pdf
https://s29.q4cdn.com/435878511/files/doc_news/2020/03/16/moderna-announces-first-participant-dosed-nih-led-phase-1-study.pdf
https://s29.q4cdn.com/435878511/files/doc_news/2020/03/16/moderna-announces-first-participant-dosed-nih-led-phase-1-study.pdf
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components were all initiated after March 16, 2020, and key data were still indicated as pending 

or incomplete when the FOIA production was obtained in 2022.79   

 

Pfizer initiated human clinical studies in April 2020, and its pivotal Phase 3 trial on July 27, 

2020. As evidenced in the Nonclinical Summaries FOIA production, Combined Fertility and 

Developmental Study (DART) for Comirnaty was completed on October 12, 2020, and the 

biodistribution study was completed on September 24, 2020. The 17-Day Intramuscular Toxicity 

Study of BNT162B2 (V9) in Wistar Han Rats (Study 20GR142) is noted in conflicting terms in 

the documentation. In one summary table, this study is listed as “Completed.” However, other 

sections state that this study was “Ongoing” at the time of the review, noting that the remaining 

endpoints (serology and microscopic pathology from the dosing phase, plus all recovery phase 

endpoints) were pending submission. No specific experimental completion date or final report 

date is provided for Study 20GR142 in the available document production.80 

b.   The GLP requirements for BLA were not met.  
The nonclinical summaries (Module 2.4 and associated sections) for the Pfizer/BioNTech 

vaccine candidate BNT162b2 detail a total of 17 individual studies or definitive reports across 

the domains of Pharmacology, Pharmacokinetics/ADME, and Toxicology. While some GLP-

compliant studies were included in the package, the whole nonclinical package cannot be 

deemed GLP-compliant, as several key required studies were non-GLP. Specifically, the only 

two GLP studies that evaluated the final BLA product candidate were the intramuscular Repeat-

Dose Toxicity Study 20GR142 and the Reproductive Toxicity study (DART 20256434, Sponsor 

Reference No. RN9391R58). Another Repeat-Dose Toxicity Study (Study 38166) is listed as 

GLP; however, it was conducted with the vaccine candidate that was not the final BLA licensed 

vaccine product, but another version. Single Dose Pharmacokinetics (PK) and Excretion Study 

(PF-07302048) evaluated the novel lipid excipients (ALC-0315 and ALC-0159) and is listed as 

non-GLP. Since these lipids have never been used in any approved biologic product, it is a 

violation of the BLA standards. Finally, the critical component of the toxicology assessment, the 

biodistribution study, “Tissue Distribution Study (Radiolabeled Lipid/mRNA), study number 

185350, was not conducted under GLP conditions. The final report explicitly states that GLP 

 
79 Ibid. Footnote 34 p. 349, 353, 354, 355. 

80 37.1 MDPI, Toxicological Assessments of a Pandemic COVID-19 Vaccine—Demonstrating the 

Suitability of a Platform Approach for mRNA Vaccines Giovanelli M. (February 11, 2023) 

https://www.mdpi.com/2076-393X/11/2/417 

37.2 Pfizer Inc.,17-Day Intramuscular Toxicity Study of BNT162B2 (V9)17-DAY 

INTRAMUSCULAR TOXICITY STUDY IN WISTAR HAN RATS WITH A 3-WEEK RECOVERY 

STUDYID: 20GR142 (January 19, 2021)  https://pdata0916.s3.us-east-

2.amazonaws.com/pdocs/030123/125742_S1_M4_20gr142_nsdrg.pdf 

https://www.mdpi.com/2076-393X/11/2/417
https://pdata0916.s3.us-east-2.amazonaws.com/pdocs/030123/125742_S1_M4_20gr142_nsdrg.pdf
https://pdata0916.s3.us-east-2.amazonaws.com/pdocs/030123/125742_S1_M4_20gr142_nsdrg.pdf
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regulations are not applicable to studies of this nature; therefore, no claim of GLP compliance is 

made.  This is acceptable for the EUA regulatory pathway; however, it violates the regulatory 

standards for BLA products.81 

 

The nonclinical summaries for Moderna’s SPIKEVAX contain several versions of the same 

documentation package. They appear to contain information derived from 9 individual studies or 

types across the domains of Pharmacology, Pharmacokinetics, and Toxicology. In addition, 

several tests for individual components of the lipid nanoparticle technology are included. The 

only GLP-compliant study of mRNA-1273 (SPIKEVAX) in the entire package is the 

Developmental & Reproductive Toxicity (DART). This is the only study that satisfies both the 

BLA requirement for GLP and for representative product testing. All primary pharmacology 

studies for SPIKEVAX were non-GLP. All other studies in the submission do not meet the GLP 

requirements. In many instances, GLP studies of irrelevant products (not SPIKEVAX) are 

included. These may satisfy the EUA standards but do not meet the BLA standards because the 

tested materials are not representative of the commercial product.82   

 

The nonclinical studies for Moderna’s MNEXSPIKE83 contain only one GLP-compliant study 

with representative product “Combined Perinatal/Postnatal Developmental & Reproductive 

Toxicity Study.” The study was conducted in females only, and no male reproductive toxicity 

was assessed. This violation of BLA standard is further discussed in section (f) below. The 

remainder of nonclinical studies for MNEXSPIKE were non-GLP compliant. The “Non-GLP 

Repeat Dose Toxicity and Immunogenicity Study,” (see p. 9) in addition to being non-GLP, was 

conducted with non-representative products (mRNAs-1284 and -1285). However, MNEXSPIKE 

is mRNA-1283. The “Nonclinical Pharmacology Studies Supporting mRNA-1283”84 were all 

non-GLP compliant.  

 

 
81 Ibid. Footnote 33  

82 Moderna mRNA-1273 (SPIKEVAX) Nonclinical Program  

83 FDA, Summary Basis for Regulatory Action MNEXSPIKE p. 15 (May  30, 2025) 

https://www.fda.gov/media/187164/download?attachment  

84 Ibid. Table 6, p. 16-17 

https://www.fda.gov/media/187164/download?attachment
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On or around November 28, 2025, an internal memo85 from Vinayak Kashyap Prasad M.D., 

M.P.H., director of the FDA’s CBER, leaked to the press, opened with:  

 

I am writing to report that OBPV [Office of Biostatistics and Pharmacovigilance] career 

staff have found that at least 10 children have died after and because of receiving 

COVID-19 vaccination. These deaths are related to vaccination (likely/probable/possible 

attribution made by staff). That number is certainly an underestimate due to 

underreporting, and inherent bias in attribution. 

 

This statistic is based on an initial analysis of 96 deaths in children who received COVID-19 

vaccines. Director Prasad also wrote: 

 

This is a profound revelation. For the first time, the US FDA will acknowledge that 

COVID-19 vaccines have killed American children. 

 

c.   Safety Pharmacology assessments were not performed for Pfizer and Moderna mRNA 
COVID-19 Vaccines 

Safety pharmacology was omitted entirely for both products, with Pfizer citing WHO guidelines 

for vaccines from 2005 as justification.   

Per ICH S6(R1) – Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals, 

dedicated “safety pharmacology studies” are not routinely required for vaccines, unless the 

vaccine contains a novel active substance, new excipient, or delivery system with potential 

systemic pharmacologic activity. Otherwise, repeat-dose toxicity and local tolerance studies 

(often in one relevant animal species) are considered sufficient. However, vaccine preclinical 

safety evaluation must still demonstrate absence of undue toxicity or adverse physiological 

effects — and this is part of the nonclinical section of the Biologics License Application (BLA) 

under 21 CFR 601.2 and 21 CFR 600.3(p). 

In other words, if a vaccine’s components (e.g., adjuvants, delivery platforms, genetic vectors) 

could interact with physiological systems (CNS, cardiovascular, respiratory, etc.), then focused 

safety pharmacology is warranted. Biodistribution studies are conducted in part to determine the 

 
85 Vinay Prasad MD MPH, Subject: Deaths in children due to COVID-19 vaccines and CBER’s 

path forward (November 2025) 
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systemic exposure effects. For both Pfizer and Moderna’s products, the biodistribution studies 

have demonstrated distribution and accumulation of the product in major organ systems, 

including the heart and cardiovascular system. This and the fact that the products were extremely 

novel active substances means that, for purposes of BLA licensing, they required at least some 

dedicated safety pharmacology assessments before initiating human trials.   

Further evidence that this should have been done before granting the BLA license is the fact that 

four years afterwards, on April 17, 2025, the FDA found that children and young adults were put 

at undue risk for serious and often permanent heart damage by these vaccines and required Pfizer 

and Moderna to update the label with a warning for myocarditis.86 In the meantime, these 

products were mandated for college students for whom they were advertised as “safe” via 

inaccurate BLA labeling.     

d.   Moderna’s SPIKEVAX biodistribution was studied in male animals only, while SPIKEVAX 

and MNEXSPIKE are BLA-labeled for both sexes 

Moderna’s only biodistribution study is officially titled “A Single Dose Intramuscular Injection 

Tissue Distribution Study of mRNA-1647 in Male Sprague-Dawley Rats.” Thus, it fails BLA 

licensing standards on three counts: it was not studying the representative product, it was non-

GLP, and it was not studying it for the intended clinical population.87 

For a biologic (including vaccines) intended for use in both sexes, biodistribution studies limited 

to males are not considered sufficient to fully characterize risk – unless the sponsor provides a 

scientifically justified rationale that female testing is not relevant or feasible. FDA and ICH 

guidance explicitly expect that both sexes are evaluated when the product is intended for both.  

Per 21 CFR 312.23(a)(8), nonclinical studies must include “adequate information about 

pharmacological and toxicological studies of the drug in animals… sufficient to support a 

conclusion that it is reasonably safe to begin human trials.” This means that the studies must 

reflect the intended clinical population (i.e. both sexes in this case). 

While in some cases, the biodistribution in one of the sexes can be omitted, the sponsor must 

provide a robust scientific justification (e.g., “no target expression or receptor distribution 

differences between sexes in preclinical data”). This justification must be included in the BLA 

nonclinical summary.  

 
86 43.1 FDA, Safety Labeling Change Notification Letter - COVID-19 Vaccine, mRNA 

(COMIRNATY) (April 17, 2025) https://www.fda.gov/media/186581/download?attachment                                             

43.2 FDA, Safety Labeling Change Notification Letter - COVID-19 Vaccine, mRNA (SPIKEVAX) 

(April 17, 2025) https://www.fda.gov/media/186580/download?attachment  

87 Ibid. Footnote 34 p. 3-671   

https://www.fda.gov/media/186581/download?attachment
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/2025-safety-and-availability-communications
https://www.fda.gov/media/186580/download?attachment
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/2025-safety-and-availability-communications
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There was no justification provided by Moderna for excluding female animals from the 

biodistribution study, and none exists. Pfizer’s study was conducted in both male and female rats 

and demonstrated distribution and accumulation of the LNPs in the ovaries, indicating 

potentially serious reproductive toxicity risk. The risk was later confirmed by scientific peer-

reviewed studies.88 

e.   Statistically significant increase in fetal abnormalities was found in Moderna’s DART 

study 
In a FOIA production,89 the full report for the study was not included and indicated it is still 

pending as of 2022. Safety assessments in the study appear to be very limited, however, the 

following findings were described in the summary.  

 

In the rat pups, the following skeletal malformations were observed:  

 

In the F1 generation [rat pups], there were no mRNA-1273-related effects or changes in 

the following parameters: mortality, body weight, clinical observations, macroscopic 

observations, gross pathology, external or visceral malformations or variations, skeletal 

malformations, and mean number of ossification sites per fetus per litter. mRNA-1273-

related variations in skeletal examination included statistically significant increases in the 

number of F1 rats with 1 or more wavy ribs and 1 or more rib nodules. Wavy ribs 

appeared in 6 fetuses and 4 litters with a fetal prevalence of 4.03% and a litter prevalence 

of 18.2%. Rib nodules appeared in 5 of those 6 fetuses. 

 

Statistically significant increases of skeletal abnormalities constitute a serious signal of risk, 

requiring additional studies for exclusion/characterization of this risk. To date, the BLA label for 

SPIKEVAX, Section 8.1 states: “Available data from published observational studies following 

use of mRNA COVID-19 vaccines during pregnancy do not show a risk of major birth defects, 

miscarriage, or other adverse maternal or fetal outcomes.” Observational studies are considered 

low-quality scientific evidence that do not meet BLA standards.   

 

 
88 MDPI, Impact of mRNA and Inactivated COVID-19 Vaccines on Ovarian Reserve (March 21, 

2025) 

 https://www.mdpi.com/2076-393X/13/4/345 

89 Ibid. Footnote 34 p. 692 

https://www.mdpi.com/2076-393X/13/4/345
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When issuing the BLA license, the FDA obligated Moderna to complete several post-market 

studies, including two studies focusing on use in pregnancy: 

Study mRNA-1273-P902: As per the FDA Approval Letter90 for SPIKEVAX (Jan 31 2022) – 

this study is described as: “Moderna mRNA-1273 Observational Pregnancy Outcome Study.” 

The 

 milestone dates for this study were listed as Final Protocol Submission: July 31 2022; Study 

Completion Date: September 30 2023; Final Report Submission: June 30 2024. 

Study mRNA-1273-P905: The FDA Approval Letter lists this as: “Monitoring safety of 

Spikevax in pregnancy: an observational study using routinely collected health data in five 

European countries.” The milestone dates: Final Protocol Submission: November 4 2021, 

(completed); Study Completion Date: March 31 2023; Final Report Submission: December 31 

2023.  

Extensive searches conducted by the authors of this Petition could not locate an FDA document 

or Moderna public disclosure stating that the final report has been submitted or accepted by the 

FDA.  

 

Non-completed post-market commitments constitute a serious violation of the BLA standard.  

 

It is possible that Moderna completed these studies and the FDA has received the final reports; 

however, they are not reflected in the BLA label for SPIKEVAX. This too violates the BLA 

licensing standards for this product.   

f.    Reproductive toxicity in males was not assessed for either Pfizer’s  Comirnaty (all 

versions) or Moderna’s SPIKEVAX and MNEXSPIKE 

For both Pfizer and Moderna, the biodistribution studies demonstrated distribution and 

accumulation of LNPs in testes, yet no assessments of male fertility were performed. The 

reproductive toxicity studies (DART) for Comirnaty, SPIKEVAX, and MNEXSPIKE91 did not 

vaccinate the male animals prior to mating. This constitutes a major data gap, as the BLA 

product labels advertise this product as intended for men and women of reproductive age.  

 
90 FDA, BLA Approval SPIKEVAX (January 31, 2022)    

https://www.fda.gov/media/155815/download 

91 Moderna, MNEXSPIKE package insert, “Animal Data” p. 20 of  34 (August 2025) 

https://www.fda.gov/media/186738/download 

https://www.fda.gov/media/155815/download?utm_source=chatgpt.com
https://www.fda.gov/media/155815/download?utm_source=chatgpt.com
https://www.fda.gov/media/155815/download?utm_source=chatgpt.com
https://www.fda.gov/media/155815/download
https://www.fda.gov/media/186738/download
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For biologics, including vaccines, evaluation of male reproductive organ toxicity is a standard 

component of the nonclinical safety package supporting a BLA, especially when the product is 

intended for use in men and women of reproductive potential.   

Both the FDA and ICH guidance specify that if the biologic shows tissue distribution to 

reproductive organs, then specific fertility studies in male animals may be required, assessing 

sperm count, motility, morphology, mating success and fertility index, testicular weight, and 

histology. These are typically separate studies or add-ons to repeat-dose toxicity studies. 

ICH S6(R1), §5.2.3: “When reproductive organs are affected in toxicity studies, or there is a 

plausible mechanism for such an effect, further specific fertility studies should be considered.” 

For gene- or mRNA-based biologics, the FDA Guidance (2020): Nonclinical Biodistribution for 

Gene Therapy Products states that “Sponsors should evaluate distribution to gonadal tissues and 

consider potential effects on germline transmission.” 

3. Human studies of all Pfizer and Moderna COVID-19 mRNA vaccines 

utilized non-validated clinical assays for primary efficacy endpoints  

 

Both Pfizer’s and Moderna’s pivotal studies in humans utilize unvalidated assays for primary 

efficacy endpoints. Specifically, “Summary Basis for Regulatory Action” document for 

MNEXSPIKE shows that “RT-qPCR Assay by [redacted] for the Quantification of SARS-CoV-2 

RNA [...] is an FDA Emergency Use Authorized In Vitro Diagnostic test for the qualitative 

detection of SARS CoV-2 nucleic acid in nasal and nasopharyngeal swabs from infected 

people.”92 For Comirnaty, “Summary Basis for Regulatory Action” document states that “Two 

clinical diagnostic assays (Cepheid Xpert Xpress RT-PCR assay for the detection of SARS-CoV-

2 in clinical specimens and Roche Elecsys Anti-SARS-CoV-2 assay for the evaluation of 

serostatus to SARS-CoV-2) were used to assess clinical endpoints. Both assays have received 

FDA authorization under EUA.”93 

 

 
92 FDA, Summary Basis for Regulatory Action (MNEXSPIKE) (Section 6 p. 17 of 34) (May 30, 

2025) https://www.fda.gov/media/187164/download?attachment   

93 FDA, Summary Basis for Regulatory Action (November 8, 2021) (Comirnaty p. 9)  

https://www.fda.gov/media/151733/download?attachment   

https://www.fda.gov/media/187164/download?attachment
https://www.fda.gov/media/151733/download?attachment
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FDA’s own nonclinical/clinical assay-validation guidances94 highlight the need that before a 

BLA (or pivotal trial), all assays should be “fully validated and demonstrated to be suitable for 

their intended purpose.” Unvalidated (or partially validated/qualified) assays can be scientifically 

useful, especially in hypothesis-generating or mechanistic studies – but they are not suitable for 

primary endpoint for approval-level claims, efficacy demonstrations, or lot release for biologics. 

Use of unvalidated assays for primary endpoints is unacceptable for BLA licensing due to 

potentially unreliable/non-reproducible results, uncertain clinical meaning, and false-positive and 

false-negative results can be deemed to be valid findings.  

According to the relevant statutes and the FDA’s own regulatory guidance,95 the FDA may refuse 

to accept study results as “adequate and well controlled,” which are required for approval. 21 

CFR standards for clinical trials and for biologics manufacturing expect reliable, validated 

measurements. Specifically, the statute establishing the legal standard of “adequate and well-

controlled investigations” (21 U.S.C. § 355 (FD&C Act) – New drugs) states that “As used in 

this subsection . . . the term ‘substantial evidence’ means evidence consisting of adequate and 

well-controlled investigations, including clinical investigations, … on the basis of which it could 

fairly and responsibly be concluded … that the drug will have the effect it purports or is 

represented to have .…” 

FDA may refuse to approve an NDA if there is a “lack of substantial evidence consisting of 

adequate and well-controlled investigations … that the drug product will have the effect it 

purports .…” (See 21 CFR § 314.125, and 21 CFR § 601.2) 

  

4. Currently available BLA mRNA vaccines are EUA vaccines in disguise 

As discussed above, non-investigational EUA countermeasures, including vaccines are not 

required to adhere to BLA standards, including, but not limited to: § 610.1 Tests prior to release 

of each lot or product; § 610.10 Potency; § 610.11 General safety;  § 610.12 Sterility;  § 610.13 

Purity;  § 610.14 Identity;  § 610.9 Equivalent methods and processes; Product recall 42 U.S.C. § 

262(d)(1), and Misbranding 21 U.S.C. § 352. 

 

 
94 FDA, FDA CBER OTP Town Hall: Cell Therapy CMC Readiness for Late-Stage INDs 

(September 5, 2024) https://www.fda.gov/media/183285/download 

95 FDA, Bioanaytical Method Validation Guidance for Industry (May 2018) 

https://www.fda.gov/files/drugs/published/Bioanalytical-Method-Validation-Guidance-for-

Industry.pdf 

https://www.law.cornell.edu/uscode/text/21/355
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-D/part-314/subpart-D/section-314.125
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-D/part-314/subpart-D/section-314.125
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-D/part-314/subpart-D/section-314.125
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-601/subpart-A/section-601.2
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-601/subpart-A/section-601.2
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-F/part-601/subpart-A/section-601.2
https://www.fda.gov/media/183285/download
https://www.fda.gov/files/drugs/published/Bioanalytical-Method-Validation-Guidance-for-Industry.pdf
https://www.fda.gov/files/drugs/published/Bioanalytical-Method-Validation-Guidance-for-Industry.pdf
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a.   FDA Did not Follow BLA Regulatory Standards 

Under 42 U.S.C. § 262 – Regulation of biological products law, FDA can (only) license biologics 

that meet (purity, potency, safety, efficacy, manufacturing compliance and labeling 

disclosure/marketing compliance, and other applicable legal standards) requirements (ex. mfr, 

ingredients, disclosure, advertising, warnings, etc.) for investigational products, as discussed in 

this Petition. Products that reach consumers as EUA countermeasures under a declared 

emergency cannot satisfy BLA labeling standards retroactively, no matter how widely they have 

been distributed for emergency use. Full BLA licensing requires end-to-end, start-to-finish 

compliance with BLA standards. The BLA law is clear.   

Therefore, the FDA must withdraw licensure for lack of purity, potency, safety, efficacy, 

manufacturing compliance and labeling disclosure/marketing compliance, and other applicable 

legal standards violations. 

In addition, manufacturers’ liability typically induces the manufacturer to remedy issues even 

without FDA enforcement actions. The fact that the HHS and the United States Government 

shield manufacturers under the ongoing PREP Act declaration for COVID-19 emergency 

countermeasures adds to the unenforceability of expected consumer protections. Nondisclosure 

to the public of the numerous BLA violations and non-enforcement of the pharmaceutical law 

discussed in this Petition compound the injuries and harm attributable to the COVID-19 mRNA 

shots.  

b.    By law, vaccines that were developed and produced under EUA standards cannot 

retroactively satisfy BLA standards 

The Northern District Court in Florida held: “FDA licensure does not retroactively apply to vials 

shipped before BLA approval.” “[V]accines produced after August 23[, 2021] in unapproved 

facilities – remain product[s] authorized for emergency use under section 564 of the Federal 

Food, Drug, and Cosmetic Act.” The District Court continued, “Indeed, the Summary Basis for 

Regulatory Action lists a redacted excipient for BLA-approved Comirnaty that does not appear 

on the ingredient list in the EUA letter.” The Court cited the Supreme Court’s holding in 

Generix; “two products with the same active ingredients were nonetheless not the same ‘drug’ 

under the FDCA where the district court had found that their different excipients created a 

reasonable possibility that the unlicensed drug was ‘less safe and effective’ than the licensed 

one.” Doe v. Austin, 572 F. Supp. 3d 1224 (November 7, 2022)  

The N.D. Fla., Court also found, “A fully approved FDA-compliant vaccine is not the same as its 

EUA version. There are restrictions on the manner and location of FDA-approved vaccines, for 

example, that do not apply to EUA products, which have more relaxed manufacturing 

specifications. See, e.g., 21 C.F.R. §§ 600.11, 600.20-.21.” Coker v. Austin, 2022 U.S. Dist. 

LEXIS 240820, *13 (Nov. 8, 2022).  

https://www.law.cornell.edu/uscode/text/42/262?utm_source=chatgpt.com
https://supreme.justia.com/cases/federal/us/460/453/
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c.   Clinical trials were not conducted to satisfy BLA requirements  

According to the CDC:96 

Before vaccines are made available to people in real-world settings, FDA assesses the 

findings from clinical trials. Initially, they determined that COVID-19 vaccines met 

FDA’s safety and effectiveness standards and granted those vaccines Emergency Use 

Authorizations (EUAs). The EUAs allowed the vaccines to be quickly distributed for use 

while maintaining the same high safety standards required for all vaccines. Learn more in 

this video about EUAs. 

FDA has granted full approval for some COVID-19 vaccines. Before granting approval, 

FDA reviewed evidence that built on the data and information submitted to support the 

EUA. This included: 

● preclinical and clinical trial data and information, 

● details of the manufacturing process, 

● vaccine testing results to ensure vaccine quality, and 

● inspections of the sites where the vaccine is made.   

According to the FDA:  

 

The EUA authority is separate and distinct from use of a medical product under an 

investigational application 

 

….with regard to pre-EUA activities, an EUA is not a substitute for sponsor efforts to 

develop the product toward approval, including conducting clinical trials designed to 

determine whether the product is safe and effective for its intended use. When 

appropriate, FDA encourages sponsors to design and propose appropriately controlled 

clinical trials that could be conducted during the emergency response either to run in 

parallel with an EUA or instead of an EUA.  

 
96 CDC, COVID-19 Vaccine Basics - Authorization or Approval (September 3, 2024) 

https://www.cdc.gov/covid/vaccines/how-they-

work.html#:~:text=Before%20vaccines%20are,vaccine%20is%20made 

https://www.cdc.gov/covid/about/index.html
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.youtube.com/watch?v=iGkwaESsGBQ
https://www.youtube.com/watch?v=iGkwaESsGBQ
https://www.cdc.gov/covid/vaccines/how-they-work.html#:~:text=Before%20vaccines%20are,vaccine%20is%20made
https://www.cdc.gov/covid/vaccines/how-they-work.html#:~:text=Before%20vaccines%20are,vaccine%20is%20made
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The EUA authority is separate and distinct from use of a medical product under an 

investigational application (i.e., Investigational New Drug Application (IND).97  

During a Vaccines and Related Biological Products Advisory Committee (“VRBPAC”) meeting, 

the transcript98 reveals testimony that informed consent was explicitly waived/abandoned by 

Operation Warp Speed in October 2020. Without IRB and informed consent enforcement, and in 

accordance with the EUA pathway, Pfizer and Moderna Phase 3 “studies” completed by 

December 2020 were not legal investigational clinical trials.   

Testimony by Marion Gruber, Ph.D., formerly of the FDA, explained: “Use of an investigational 

COVID-19 vaccine under an EUA is not subject to informed consent requirements.” “Under 

EUA, it is your choice to receive or not receive the vaccine.”99 This was admitted in 2021 during 

the time when only EUA versions of the product were being shipped in the United States.    

Doran Fink (Operation Warp Speed (“OWS”)) also testified that the COVID-19 vaccines were 

not going to utilize the investigational regulatory pathways. Specifically, responding to the 

question whether OWS considered using the Expanded Access Use (EAU) pathway, Fink 

replied: “So among many other things, those regulations require use of an institutional review 

board and also obtaining informed consent from recipients of the investigational vaccine 

according to regulations for clinical investigations -- research use of investigational vaccines. 

And so operationally speaking, an expanded access protocol would add some complexity, and 

that is why Emergency Use Authorization is being considered primarily as the mechanism for 

addressing the public health emergency that has been declared.”100 OWS was not going to use an 

investigational pathway and instead would utilize the non-investigational EUA pathway, citing 

the desire of OWS not to be bound by the requirements of the IRB and informed consent. 

21 U.S. Code § 360bbb-3(k) Relation to other provisions, confirms: 

 

 
97 FDA, Emergency Use Authorization of Medical Products and Related Authorities Guidance 

for Industry and Other Stakeholders (January 2017) (see p. 30 Footnote 35) 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-

authorization-medical-products-and-related-authorities  

98  FDA, FOOD AND DRUG ADMINISTRATION (FDA) Center for Biologics Evaluation and 

Research (CBER) 161st Vaccines and Related Biological Products Advisory Committee 

(VRBPAC) Meeting transcript (October 22, 2020)  https://www.fda.gov/media/143982/download,  

99 Ibid. at p. 36   

100 Ibid. at p. 203-204   

https://www.law.cornell.edu/uscode/text/21/360bbb-3#:~:text=(k)Relation,C.%20262%5D.
https://www.law.cornell.edu/uscode/text/21/360bbb-3#:~:text=(k)Relation,C.%20262%5D.
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-authorization-medical-products-and-related-authorities
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/emergency-use-authorization-medical-products-and-related-authorities
https://www.fda.gov/media/143982/download
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If a product is the subject of an authorization under this section, the use of such product 

within the scope of the authorization shall not be considered to constitute a clinical 

investigation for purposes of section 355(i), 360b(j), or 360j(g) of this title or any other 

provision of this chapter or section 351 of the Public Health Service Act [42 U.S.C. 262]. 

Thus, the clinical trials for COVID-19 vaccines were not subject to IRB review and did not 

undergo clinical trials sufficient to satisfy the statutory BLA requirements. 

 

C. Conclusion to Statement of Grounds 

The FDA’s mission is “protecting the public health by ensuring the safety, efficacy, and security 

of human and veterinary drugs, biological products….”101 President Roosevelt’s signing of the 

FD&C Act closed many safety and efficacy loopholes and improved the landscape of consumer 

protection forever.102  

After the devastation of Thalidomide, President John F. Kennedy signed into law landmark 

legislation that established the scientific framework used today by the FDA that “required drug 

manufacturers to prove scientifically that a medication was not only safe, but effective.”103 The 

1962 Kefauver-Harris amendment set in motion regulatory standards for biologics licensure that 

require proven efficacy “to ensure that consumers will not be the victims of unsafe and 

ineffective medications.”   

The FDA published proposed procedures for the review of safety, effectiveness, and labeling of 

biological products in the Federal Register on August 18, 1972. The preamble stated, “The 

importance to the American public of safe and effective vaccines…and other biological products 

cannot be understated.”104 These historic advances require reflection.  

Biologics, as with all drugs and devices, must have adequate directions for use and be proven 

safe and effective before FDA approval and licensure. The FDA erred with the anthrax vaccine, 

 
101 FDA, What We Do (November 21, 2023) https://www.fda.gov/about-fda/what-we-do#mission 

102 FDA, 80 Years of the Federal Food, Drug, and Cosmetic Act (Nov. 7, 2018), 

https://www.fda.gov/about-fda/fda-history-exhibits/80-years-federal-food-drug-and-cosmetic-act 

103 FDA, Kefauver-Harris Amendments Revolutionized Drug Development (Oct. 9, 2012),  

https://www.gvsu.edu/cms4/asset/F51281F0-00AF-E25A-5BF632E8D4A243C7/kefauver-

harris_amendments.fda.thalidomide.pdf 

104 HHS, FDA, Biological Products March 1936-March 1978, (August 18, 1972) Preamble, p. 

56, 37 Fed. Reg. 16679 

https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.law.cornell.edu%2Fdefinitions%2Fuscode.php%3Fwidth%3D840%26height%3D800%26iframe%3Dtrue%26def_id%3D21-USC-309474065-1242874613%26term_occur%3D999%26term_src%3Dtitle%3A21%3Achapter%3A9%3Asubchapter%3AV%3Apart%3AE%3Asection%3A360bbb%25E2%2580%25933&data=05%7C02%7C%7C2c92a44457894669accd08de18e38a37%7C84df9e7fe9f640afb435aaaaaaaaaaaa%7C1%7C0%7C638975562716319700%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=jzmBhYBN8n6bth9ufMH01X58jnthUn57Rj9QJWcdn4A%3D&reserved=0
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.law.cornell.edu%2Fdefinitions%2Fuscode.php%3Fwidth%3D840%26height%3D800%26iframe%3Dtrue%26def_id%3D21-USC-309474065-1242874613%26term_occur%3D999%26term_src%3Dtitle%3A21%3Achapter%3A9%3Asubchapter%3AV%3Apart%3AE%3Asection%3A360bbb%25E2%2580%25933&data=05%7C02%7C%7C2c92a44457894669accd08de18e38a37%7C84df9e7fe9f640afb435aaaaaaaaaaaa%7C1%7C0%7C638975562716332668%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=37Cf%2Ffh1X8wJu9ko1Q8lpM39M4lhCVL%2F2jLcPLN8tnQ%3D&reserved=0
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.law.cornell.edu%2Fuscode%2Ftext%2F21%2F355%23i&data=05%7C02%7C%7C2c92a44457894669accd08de18e38a37%7C84df9e7fe9f640afb435aaaaaaaaaaaa%7C1%7C0%7C638975562716343973%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=tK%2Bn7x6OClBxtb2a2zyX0gxDwqrrKk3hpnTlE5LkdqY%3D&reserved=0
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.law.cornell.edu%2Fuscode%2Ftext%2F21%2F360b%23j&data=05%7C02%7C%7C2c92a44457894669accd08de18e38a37%7C84df9e7fe9f640afb435aaaaaaaaaaaa%7C1%7C0%7C638975562716354359%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=oF38pmlQZZCtxtgsgEQCURs9JuNzpDKF3taAFtFPYms%3D&reserved=0
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.law.cornell.edu%2Fuscode%2Ftext%2F21%2F360j%23g&data=05%7C02%7C%7C2c92a44457894669accd08de18e38a37%7C84df9e7fe9f640afb435aaaaaaaaaaaa%7C1%7C0%7C638975562716364255%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=YTZBgbfSa0guDKCHzhFWKXgBkIyDd%2BFsKcJv2QigO4s%3D&reserved=0
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.law.cornell.edu%2Ftopn%2Fpublic_health_service_act&data=05%7C02%7C%7C2c92a44457894669accd08de18e38a37%7C84df9e7fe9f640afb435aaaaaaaaaaaa%7C1%7C0%7C638975562716374078%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=Ua%2FkQWmTijonooi0Mf6Ti%2FA5kNmSTPqJLEY3R2PwoO4%3D&reserved=0
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.law.cornell.edu%2Fuscode%2Ftext%2F42%2F262&data=05%7C02%7C%7C2c92a44457894669accd08de18e38a37%7C84df9e7fe9f640afb435aaaaaaaaaaaa%7C1%7C0%7C638975562716385897%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=uenNNe7dQ1apPJ0Vv32Gw7wzJI6Rdsx7GuEXP2WSp84%3D&reserved=0
https://www.fda.gov/about-fda/what-we-do#mission
https://www.fda.gov/about-fda/what-we-do#mission
https://www.fda.gov/about-fda/fda-history-exhibits/80-years-federal-food-drug-and-cosmetic-act
https://www.fda.gov/about-fda/fda-history-exhibits/80-years-federal-food-drug-and-cosmetic-act
https://www.fda.gov/about-fda/fda-history-exhibits/80-years-federal-food-drug-and-cosmetic-act
https://www.fda.gov/consumers/consumer-updates/kefauver-harris-amendments-revolutionized-drug-development
https://www.gvsu.edu/cms4/asset/F51281F0-00AF-E25A-5BF632E8D4A243C7/kefauver-harris_amendments.fda.thalidomide.pdf
https://www.gvsu.edu/cms4/asset/F51281F0-00AF-E25A-5BF632E8D4A243C7/kefauver-harris_amendments.fda.thalidomide.pdf
https://www.google.com/books/edition/Preamble_compilation/HKWTYB7iJC4C?hl=en&gbpv=1&dq=The%20importance%20to%20the%20American%20Public%20of%20safe%20and%20effective%20vaccines%20cannot%20be%20understated&pg=PA56&printsec=frontcover&bsq=The%20importance%20to%20the%20American%20Public%20of%20safe%20and%20effective%20vaccines%20cannot%20be%20understated
https://www.google.com/books/edition/Preamble_compilation/HKWTYB7iJC4C?hl=en&gbpv=1&dq=The%20importance%20to%20the%20American%20Public%20of%20safe%20and%20effective%20vaccines%20cannot%20be%20understated&pg=PA56&printsec=frontcover&bsq=The%20importance%20to%20the%20American%20Public%20of%20safe%20and%20effective%20vaccines%20cannot%20be%20understated


Expert Witness Statement: Alexandra Latypova, MBA, POB 2981, Stateline, NV, USA 

P a g e  105 | 107 

 

and it took a Citizen Petition105 and a federal court decision to make it comply with the FD&C 

Act.106 At other times, the FDA has upheld its mission to make tough regulatory rulings, as the 

Supreme Court has acknowledged.107 With this Petition, we look forward to the FDA’s 

appropriate, tough regulatory action to remove COVID-19 mRNA vaccine licensure due to 

FDA’s failure to follow federal law and its own regulatory guidance for BLA products. 

We ask the FDA to be ever cognizant of its longstanding, statutory mission and duty to protect 

the public health and to ensure that the American public receives only safe and effective 

vaccines. Most Americans are not aware of the strict compliance requirements for licensed 

(BLA) COVID-19 vaccines and the numerous violations of the BLA standards that are currently 

allowed for the marketed COVID-19 vaccines, as described in this Petition. They do not know 

that the FDA has fully approved these vaccines as safe and effective under the FD&C Act when 

they do not meet licensed (BLA) standards. Americans are unaware that the FDA, even though it 

is responsible for protecting public health, has failed to enforce the law. Reversing these 

licensures or granting EUA status is imperative.  

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. 

III.          ENVIRONMENTAL IMPACT 

The undersigned hereby state that the relief requested in this Petition will have no environmental 

impact, and therefore an environmental assessment is not required under 21 C.F.R. §§ 25.30 and 

25.31. 

IV.          ECONOMIC IMPACT 

 
105 62.1 Dingle/Rempfer Citizen Petition 01P-0471/CP1  (October 12, 2001) 

https://img1.wsimg.com/blobby/go/4fa7f468-a250-4088-926e-

3c56a998df1f/downloads/citizen%20petition%20ava%20rempfer%20dingle.pdf?ver=162096921

7312,  

62.2 HHS, Response (August 8, 2002) https://downloads.regulations.gov/FDA-2001-P-0119-

0003/attachment_1.pdf. 

106 Doe # 1 v. Rumsfeld, 297 F. Supp. 2d 119, 135 Order 

107 U.S. Reports: Weinberger v. Hynson, Westcott & Dunning, 412 U.S. 609 (1972), 

https://tile.loc.gov/storage- services/service/ll/usrep/usrep412/usrep412609/usrep412609.pdf. 

https://img1.wsimg.com/blobby/go/4fa7f468-a250-4088-926e-3c56a998df1f/downloads/citizen%20petition%20ava%20rempfer%20dingle.pdf?ver=1620969217312
https://img1.wsimg.com/blobby/go/4fa7f468-a250-4088-926e-3c56a998df1f/downloads/citizen%20petition%20ava%20rempfer%20dingle.pdf?ver=1620969217312
https://img1.wsimg.com/blobby/go/4fa7f468-a250-4088-926e-3c56a998df1f/downloads/citizen%20petition%20ava%20rempfer%20dingle.pdf?ver=1620969217312
https://downloads.regulations.gov/FDA-2001-P-0119-0003/attachment_1.pdf
https://downloads.regulations.gov/FDA-2001-P-0119-0003/attachment_1.pdf
https://downloads.regulations.gov/FDA-2001-P-0119-0003/attachment_1.pdf
https://downloads.regulations.gov/FDA-2001-P-0119-0003/attachment_1.pdf
https://tile.loc.gov/storage-services/service/ll/usrep/usrep412/usrep412609/usrep412609.pdf
https://tile.loc.gov/storage-services/service/ll/usrep/usrep412/usrep412609/usrep412609.pdf
https://tile.loc.gov/storage-services/service/ll/usrep/usrep412/usrep412609/usrep412609.pdf
https://tile.loc.gov/storage-services/service/ll/usrep/usrep412/usrep412609/usrep412609.pdf
https://tile.loc.gov/storage-services/service/ll/usrep/usrep412/usrep412609/usrep412609.pdf


Expert Witness Statement: Alexandra Latypova, MBA, POB 2981, Stateline, NV, USA 

P a g e  106 | 107 

 

Economic impact information will be submitted upon request of the Acting Commissioner. 

V.             CERTIFICATION 

The undersigned certify that, to their best knowledge and belief, this Petition includes all 

information and views on which the Petition relies, and that it includes representative data and/or 

information known to the Petitioners that are unfavorable to the Petition. Further, the 

undersigned certify that they have taken reasonable steps to ensure that any representative data 

and or information which are unfavorable to this petition were disclosed to them.  

They further certify that the information upon which they have based this action requested herein 

first became known to the parties on or about the following date: December 2020.  

The undersigned do not expect to receive payments, including cash and other forms of 

consideration, to file this information or its contents.  

We verify under penalty of perjury that the foregoing is true and correct as of the date of this 

submission of this petition.  

  

 

December 8, 2025 
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Sincerely,  

    

Mary S. Holland, Esq.,                                                                                                

Chief Executive Officer                                                                                                            

 

Brian S. Hooker, Ph.D.,                                                                                                   

Chief Science Officer                 

 

Kim Mack Rosenberg,                                                                                             

CHD General Counsel 

 

Ray L. Flores II,                                                                                                         

Senior Outside Counsel              

 

 


