DNA Integrity Project, LLC
1245 Hewlett Plaza Suite 213
Hewlett, NY 11557

October 23", 2025
Dear President Trump,

On September 1st, you stated that companies participating in ‘Operation Warp Speed’ should release the
efficacy and safety data they provided to you so that everyone can assess the truth.

Qh Donald J. Trump & @

@realDonaldTrump

It is very important that the Drug Companies
justify the success of their various Covid Drugs.
Many people think they are a miracle that saved
Millions of lives. Others disagree! With CDC being
ripped apart over this question, | want the answer,
and | want it NOW. | have been shown information
from Pfizer, and others, that is extraordinary, but
they never seem to show those results to the
public. Why not??? They go off to the next “hunt”
and let everyone rip themselves apart, including
Bobby Kennedy Jr. and CDC, trying to figure out
the success or failure of the Drug Companies
Covid work. They show me GREAT numbers and
results, but they don't seem to be showing them
to many others. | want them to show them NOW,
to CDC and the public, and clear up this MESS,
one way or the other!!! | hope OPERATION WARP
SPEED was as “BRILLIANT” as many say it was. If
not, we all want to know about it, and why???
Thank you for your attention to this very important
matter! President DJT

That goal, however, assumes that the data shared with you in the fall of 2020 were timely, accurate, and
complete. We believe the data supplied by Pfizer/BioNTech concerning their Covid Vaccine BNT162b2,
was incomplete, manipulated and delayed, leading to emergency and full authorizations without a full
understanding of the vaccine's true efficacy and risks.

On January 6, 2022, U.S. District Judge Mark T. Pittman ordered' the FDA to disclose records provided
by Pfizer and BioNTech - the sponsors of trial C4591001 - in response to a FOIA request from Public
Health and Medical Professionals for Transparency (PHMPT). This Order enabled independent experts to
examine the sponsors’ data.

Analyses of those records, drawn from the sponsors’ own documents and datasets, indicate that
information you received in the fall of 2020 may have been delayed and modified in ways that made the
product appear safer and more effective than was observed in the clinical trials. Examples include
undisclosed participant deaths and severe adverse events, major infringements to the blinding of patient
data during the trials and to Good Manufacturing Practices (GMP), not fully conveyed to regulators (or, in
the case of DNA plasmid contamination within Pfizer vials, elements were intentionally hidden from
regulators).
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The 90 day post-marketing data collected by Pfizer included 1223 patients who died shortly after taking
the vaccine. This number of deaths should have immediately halted distribution and use of the

product. The average number of annual vaccine deaths in the US before the COVID-19 vaccines was less
than 150. This is unacceptable to the American public and was an early sign the product was not safe for
human use.

FDA's Application Integrity Policy (AIP) authority remains fully intact during PREP Act
coverage. The PREP Act immunity shields manufacturers from civil litigation for data
integrity violations but does not prevent FDA from investigating fraudulent applications, data
manipulation, or systematic regulatory violations.

Statutory Authority:

e 21 U.S.C. § 355 (New Drug Applications)

e 21 U.S.C. § 360bbb-3 (Emergency Use Authorization)

e 21 CFR Part 312 (Investigational New Drug Applications)
e 21 CFR Part 314 (Applications for FDA Approval)

e 21 CFR Part 601 (Biologics License Applications)

Based on the evidence above, we believe the threshold has been met to invoke the AIP for the Pfizer
BNT162b2 clinical trial and to audit all of the trial site data to determine if fraud occurred, untruthful
statements were made, and to demand that the various, required documentation (which as of September
23, 2025, has not been submitted to the FDA) be immediately supplied to the FDA and evaluated in
consideration of their continuing licenses or potential revocation of their product(s) for the treatment of
Covid-19.

Executive Summary

I Trial blinding failures: Independent analysis of FDA-released documents shows evidence that
clinical trial staff knew which participants received the vaccine vs. the placebo and treated them
differently - undermining the scientific validity of the trial results that supported the vaccine’s emergency
authorization.

I High-stakes instances of dataset discrepancies: There are more than 300 randomization
numbers missing from the trial datasets, etc] and Pfizer also failed to report at least 2 known cardiac
deaths in the vaccine group to regulators despite having this information before the EUA deadline.
These omissions and concealed deaths suggest a systematic manipulation that hid potential safety signals,
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delaying regulatory recognition of cardiac adverse events and likely influencing the EUA decision based
on incomplete information.

I The manufacturing process for the commercially distributed vaccines is more hazardous
and differed from the one tested: The vaccine tested in the clinical trial used a different manufacturing
process (“Process 1) than the product distributed to the public (“Process 2”), with less than 1.2% of the
vaccine recipients in the trial receiving the Process 2 version prior to EUA. Process 2 showed higher
adverse event rates in the trial data, yet this critical difference/risk was not adequately disclosed to
regulators or the public.

v DNA Contamination: Multiple, independent laboratory analyses have detected variable levels of
DNA contamination in commercially produced (Process 2) vaccine vials, indicating quality control

failures in the manufacturing process. This contamination raises concerns about potential long-term safety
implications that were not identified during the original regulatory review; in fact, Pfizer intentionally
withheld information regarding certain components (the SV40 promoter, for example) from the FDA in
its EUA submission, which increases the cancer risk from this DNA contamination.

A\ Gene Therapy Misclassification: Independent analysis of FDA released documents and
regulatory submissions reveals that COVID-19 mRNA vaccines meet the agency's own definition of gene
therapy products, yet were systematically routed through inappropriate regulatory pathways to avoid gene

therapy oversight. This misclassification enabled the circumvention of mandatory safety assessments,
advisory committee review, environmental impact analysis, and long-term monitoring requirements -
creating a regulatory framework that concealed the true nature of these products from both regulators and
the public

Methods.

The newly released C4591001, trial records have been methodically analyzed.
These have enabled a comparison of the clinical trial data submitted to FDA for Emergency Use
Authorization (EUA) (Dec 2020) and Biologics License Application (BLA) (May 2021).?

L. The data demonstrates multiple breaches of blinding:
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The data analysis highlights the fact that some trial teams did not abide by ethical guidelines - and did not
maintain ‘blinding.” In practice, staff knew which participants received which product and treated them
differently, materially influencing the study’s results.

These breaches of blinding are corroborated by multiple anomalies in the data - unlikely due to chance
alone (p<0.01) - that affect the trial’s primary endpoints:

Among symptomatic participants, placebo recipients were tested for SARS-CoV-2 significantly
more often than BNT162b2 recipients.* According to the protocol, samples taken during
symptomatic visits were to be tested locally and "centrally," at the Pfizer Pearl River laboratory,
Pearl River, New York, USA. The central laboratory tests were the preferred method for a
COVID case to be confirmed,’® although depending on protocol variations, local tests approved by
the FDA could be used.® A total of 9474 central tests and 5489 local tests were recorded at the
BLA cut-off date of March 13, 2021. 87.2% of the 4421 symptomatic visits made by subjects in
the BNT162b2 group resulted in PCR tests being sent to the central laboratory, compared with
88.3% of the 5798 visits made by subjects in the placebo group. This minor difference was not
significant. In contrast, by the same date, only 43.5% of the 4421 symptomatic visits made by
subjects in the BNT162b2 group had resulted in local PCR tests, compared with 50.8% of the
5798 visits made by subjects in the placebo group. This demonstrates that a significant difference
in treatment between the groups, by the teams in charge, occurred at certain sites (p < 0.00001).

PCR Testing Rates by Treatment Arms - Central & Local Tests
Data through 2021-03-13
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Protocol deviations, which record departures from required procedures, show significant
imbalances when compared to the rest of the population which does not present the anomaly (22
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085 BNT162b2 & 22 080 Placebo), using a chi-square test, including “Nasal swab not collected
for the visit where it is required” (BNT162b2 : 496, Placebo : 623, p-value : <0.001) and “Urine
pregnancy test not performed” (BNT162b2 : 383, Placebo : 522, p-value : <0.00001).

EUA vs BLA Anomaly Counts by ARM
Number of subjects with 21 anomaly (BNT162b2 vs Placebo)
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These patterns indicate differential handling of participants, depending on which treatment arm
they were attributed by site staff.’

Arm Comparison for Selected Deviations (Counts)
Number of subjects with 21 deviation (C4591001; through 2021-03-13)

TE‘ A=127

3 P <0.001 goa !

& oo

g 496 i il

s

3 400 383

°

£

E

@ 200

1%

D,

E

(7}

0

Nasal swab not collected for Urine pregnancy test not
the visit where it is required performed.

Treatment Group Ml BNT162b2 Phase 2/3 (30mcg) M Placebo

Edits between the EUA and BLA releases - including term changes’ that requalify adverse events
and removals of adverse events present at EUA time, further suggest that blinding was not
consistently maintained at scale, as they impact the BNT162b2 group significantly more, when
compared with the rest of the subjects sample without anomalies (BNT162b2 = 23226, Placebo =
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23254) using a ‘chi-square’ test. Terms designating adverse events are requalified on 207 cases
for BNT162b2 against 97 cases for Placebo subjects (p < 0.0001). Adverse events removed from
the BLA datasets are impacting 153 BNT162b2 against 103 Placebo recipients (p < 0.01).8

AIP Analysis: Trial Blinding Failures

Nature of Violation: Systematic compromise of randomized controlled trial integrity through differential
participant treatment based on treatment arm assignment.

Specific Evidence:

¢ Protocol deviation analysis showing statistically significant imbalances between vaccine and
placebo groups

e "Nasal swab not collected" deviations: 496 BNT162b2 vs. 623 Placebo (p<0.001)

e "Urine pregnancy test not performed": 383 BNT162b2 vs. 522 Placebo (p<0.00001)

e Pattern indicates site staff knowledge of treatment assignments affecting data collection

AIP Criteria Satisfied:

e Pattern of wrongful conduct: Statistical evidence demonstrates systematic rather than random
deviations

e Data reliability questions: Compromised blinding undermines fundamental trial validity
e Material fact implications: Trial integrity is material to efficacy and safety determinations

I1. High-stakes instance of dataset discrepancies:

I1.a Missing/altered IDs and counts

While clinical trials commonly include minor data entry errors that require corrections, such as removing
duplicate subject entries, the data shows numerous signs that complete subject records were removed
from the datasets. For instance, 301 subject id numbers are missing in the normal randomization
increments- with 111 of these missing identifiers in Argentina (Figure 1).” Notably, 17 of these missing
subjects - one of the largest single-site, single-day gaps - would have been recruited on August 21st,
2020. This was the same day as Augusto Roux, participant #12312978, who experienced severe adverse
effects after receiving the second vaccine dose, including pericarditis, which was initially misclassified
as a potential COVID-19 case at the request of the sponsor. Roux’s reports of adverse effects were
inadequately documented, and attempts were made by BioNTech to obtain reclassifications of his
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symptoms by the trial site team.'® This case highlights serious violations of ‘Good Clinical Practices’
and criminal investigations are ongoing in Argentina regarding the events he witnessed.'' Augusto
Roux’s story is particularly relevant as it connects closely to potential missing subjects’ records. A
Criminal Complaint has been filed in Argentina and attached (the 600+ pages of supporting documents
are part of the supplemental section, translated and indexed).

C4591001 — Site 1231 Daily Screening vs Missing Subjects

Counts per screening date; white labels show in-stack counts, black labels show daily totals
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Other significant anomalies are affecting the figures communicated by the sponsors to the regulators; for
example, the total number of subjects randomized goes backward by 1,203 subjects between two versions
(EUA vs BLA) of the investigators’ lists, and this discrepancy isn’t documented. !

AIP Analysis: Dataset Discrepancies and Manipulation

Nature of Violation: Systematic removal and alteration of subject records and adverse event data
between regulatory submissions.

Specific Evidence:
¢ 301 missing randomization numbers with 111 concentrated in Argentina
e 17 missing subjects from August 21, 2020 (same day as whistleblower Augusto Roux case)
e 1,203 subject count reduction between EUA and BLA versions without documentation
e 207 adverse event term changes disproportionately affecting BNT162b2 group (p<0.0001)
e 153 adverse events removed from BNT162b2 vs. 103 from placebo (p<0.01)

AIP Criteria Satisfied:
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e Fraudulent application elements: Systematic data removal suggests intentional manipulation
¢ System-wide data integrity failures: Pattern spans multiple database systems and timeframes
¢ Untrue statements of material fact: Modified data presentations to regulators

I1.b Mortality case study:

Another highly problematic case of data discrepancy is that cardiac deaths among BNT162b2 recipients,
while known to the sponsors, were not disclosed to regulators at EUA time.

The December 2020 New England Journal of Medicine article by Polack et al'* and the FDA’s VRBPAC
EUA briefing materials'* reported six deaths - two in the BNT162b2 arm and four in the placebo arm.
Internal records indicate Pfizer had contemporaneous knowledge of two more deaths in the BNT162b2
arm and should have reported them to the FDA. The two unreported BNT162b2-arm deaths suggested a
potential cardiac signal, and not reporting these probably delayed the later acknowledgment of cardiac
adverse events'® by the regulatory authorities.

e Subject 11141050 died on October 19, 2020 - well before the November 14, 2020 data cutoff.
Clinical staff entered the death into Pfizer’s records 37 days later. As a result of this delay, the
sudden cardiac death was not included in the EUA submission. Per the trial protocol, this should
have been reported within 24 hours."’

e Subject 11201050 died on November 7, 2020 - 72 days after receiving Dose 2. Her husband
notified the clinical site the same day. There was no hospital visit or autopsy; a coroner certified
the death as cardiac arrest - yet the death was ruled unrelated to the vaccine (The trial protocol
required all severe adverse events to be reported without any implication of causality).'’ Pfizer
documented receipt of the notification on November 7, 2020, prior to the November 14 data
cutoff.

e The rationale for not disclosing these vaccinated-arm deaths at the December 10, 2020 VRBPAC
meeting or in the Polack NEJM publication requires clarification; the FDA itself*” may have been
who concealed these deaths.?!

AIP Analysis: Concealed Mortality Data

Nature of Violation: Failure to report known cardiac deaths in vaccine recipients to regulatory
authorities despite protocol requirements and contemporaneous knowledge.

Specific Evidence:

e Subject 11141050: Sudden cardiac death October 19, 2020 (before November 14 data cutofY),
entered 37 days later

e Subject 11201050: Cardiac arrest November 7, 2020, notification received same day, excluded
from EUA submission
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e Both deaths occurred before regulatory deadlines but were not disclosed to FDA VRBPAC

AIP Criteria Satisfied:

e Untrue statements of material fact: Omission of known material safety information
e Pattern of wrongful conduct: Systematic exclusion of safety-relevant data

¢ Fraudulent application elements: Concealment of information material to risk-benefit assessment

III. The commercially distributed process — more hazardous —
differed from the one tested:

Good Manufacturing Practice (GMP) for biologics rests on the principle that “the process is the
product.”?* The idea, reinforced by historic lessons (e.g., the 1955 Cutter incident) and later examples
such as the early-2000s Eprex/epoetin-o. PRCA cluster,? is that analytical testing cannot fully
characterize every clinically relevant attribute of a biologic;** therefore, tight process control is essential
to ensure lot-to-lot consistency and reproducibility.”> Small changes in process or formulation can alter
clinical outcomes, which is precisely why GMP ties product quality to the manufacturing process.

In the Pfizer/BioNTech program, the product was presented as “rigorously tested” in a 1:1 randomized,
placebo-controlled trial of 43,538 participants.”® At EUA time, however, the clinical product (“Process 17)
differed materially from the commercial product (“Process 2”).%” Process 1 supplied clinical doses,
whereas Process 2 supported scaled-up commercial supply,” with key differences in the DNA template
method (PCR vs. linearized plasmid DNA in E. coli),” purification steps, and large-scale LNP
manufacturing.°

Although the protocol envisioned evaluating several Process 2 lots (250 subjects per lot) and comparing
outcomes between Process 1 and Process 2 recipients, only a single Process 2°! lot (EE8493)* was
administered prior to the EUA - to 252 subjects aged 16-55 at sites 1133, 1135, 1146, and 1170
beginning October 19, 2020.%* These were identified via lot-shipment records®** and randomization-
window analysis. Figure 2 shows how few active-arm participants actually received vaccines
manufactured using the commercial process.
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C4591001 — BNT162b2 Subjects Randomized by Week - Process 1 vs Commercial Process 2

Grey labels show in-stack counts, black labels show daily totals
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While the two processes were presented to regulators as comparable, available data indicate that Process 2
was associated with higher adverse-event rates among trial participants®’. Moreover, substantial
manufacturing-process changes may help explain why certain events that were infrequently detected
during the pivotal trial,*® such as lymphadenopathy®? (swollen lymph nodes) and menorrhagia®®
(prolonged or heavy menstrual bleeding), were reported much more frequently in post-authorization
settings. The comparative analysis originally scheduled was abandoned on Protocol Amendment 20 in
September 2022 due to “the extensive usage of vaccines manufactured via ‘Process 2.”

Further, Pfizer and Moderna illegally obtained categorical exclusions from submitting Environmental
Assessments (EAs) for their COVID-19 mRNA vaccines,’” when such assessments were legally
required.*” Under 21 CFR 25.15(a),*" all Biologics License Applications must include an EA unless a
valid categorical exclusion applies, but these products don't qualify for exclusions under 21 CFR
25.31(a)* or (c) because modRNA is a novel molecular entity and the synthetic/recombinant materials
don't occur naturally in the environment—characteristics that should have disqualified them from
exemption.

By wrongfully granting these exclusions, the FDA failed to subject the applications to review by the
appropriate Cellular, Tissue and Gene Therapies Advisory Committee (CTGTAC), improperly routed
them to the Vaccines advisory committee instead, and circumvented the National Environmental Policy
Act's requirement for public disclosure and comment periods that would have informed the public of the
gene therapy nature of these products—thereby violating informed consent principles and rendering the
BLA approvals void from the beginning (void ab initio).

10 of 17



AIP Analysis: Manufacturing Process Substitution

Nature of Violation: Clinical trials conducted with different manufacturing process ("Process 1") than
commercial distribution ("Process 2"), with inadequate bridging data. This is key, as it is illegal to sell a
product that wasn’t subjected to a clinical trial.

Specific Evidence:

e Less than 1.2% of trial participants received Process 2 product before EUA

e Only 252 subjects received commercially distributed formulation (lot EE8493)

e Process 2 showed higher adverse event rates in limited trial data

e Material differences in DNA template method, purification, and LNP manufacturing

AIP Criteria Satisfied:
¢ System-wide manufacturing failures: Different products tested versus distributed
e Untrue statements of material fact: Presenting Process 1 data to support Process 2 approval
e Pattern of wrongful conduct: Systematic misrepresentation of product equivalency
e The synthetic modRNA and lipid nanoparticles do not occur naturally in the environment, thus
the requirement for exemption of an environmental assessment has not been met

IV. DNA contamination within Pfizer’s vaccine vials:

A recent peer-reviewed publication,* just discussed (and entered into the Congressional record) this week
in a Senate hearing,** shows that the Process 2 manufacturing method for Pfizer’s mRNA COVID-19
vaccine left large amounts of DNA contamination within the vials; the study analyzed 32 vials and found
that every one exceeded permissible thresholds by 36-627 times. Regulators have relied on qPCR testing
methods that are fundamentally flawed, potentially underestimating DNA contamination 100-fold
depending upon which DNA fragment is targeted.

Further, SV40 promoter-enhancer sequences were detected, which could act as a ‘passport’ helping
genetic material cross into the cell nucleus, as Moderna explains within its own patent.*> The most serious
concern involves potential cancer risks; once in the nucleus, contaminant DNA could theoretically
integrate into the human genome and activate cancer-causing genes. This could be one of the drivers of
increasing rates of certain types of cancer, as well as the rise of rapid-onset and rapidly-developing
cancers.

Crucially, the plasmid map that Pfizer submitted to regulators in the US and other countries, including

Canada and the European Union, omitted the SV40 sequence; an intentional edit, as this required making
changes to the image auto-generated by software which labels all elements automatically: 46’
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AIP Analysis: DNA Contamination

Nature of Violation: Multiple, independent laboratory analyses have detected variable levels of DNA
contamination in commercially produced (Process 2) vaccine vials, indicating quality control failures in the
manufacturing process.

Specific Evidence:

e DNA contamination 36-627 times above permissible thresholds in all 32 vials tested

e  SV40 promoter-enhancer sequences detected but not disclosed to regulators

e Intentional omission of SV40 sequences from plasmid maps submitted to FDA, EMA, and Health
Canada

e PCR testing methods fundamentally flawed, potentially underestimating contamination 100-fold
AIP Criteria Satisfied:

e System-wide manufacturing failures: Quality control failures across commercial production

e Untrue statements of material fact: Omission of SV40 sequences from regulatory submissions

e Pattern of wrongful conduct: Systematic concealment of contamination risks and cancer-causing
potential
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V. Gene Therapy Classification Concealment and Systematic Regulatory Bypass

The COVID-19 mRNA vaccines unambiguously satisfy FDA's regulatory definition of gene therapy
products as "the administration of nucleic acids, viruses, or genetically engineered microorganisms that
mediate their effect by transcription and/or translation of the transferred genetic material."*® Moderna
acknowledged this reality in their 2020 SEC filing, stating "Currently, mRNA is considered a gene
therapy product by the FDA."* BioNTech's founder similarly noted in 2014 that "One would expect the
classification of an mRNA drug to be a biologic, a gene therapy or a somatic cell therapy."*

Despite this clear classification, internal documents show a coordinated effort to present these
products as conventional vaccines. This misrepresentation enabled systematic bypass of gene
therapy regulations through four critical regulatory violations:”'

e Jurisdiction manipulation: Both Pfizer and Moderna’s mRNA injections were
deliberately shifted from the FDA’s gene therapy advisory committee (CTGTAC) to
the vaccine advisory committee (VRBPAC) during their approval process, despite
FDA regulations that restrict gene therapies to the former.’* This meant that gene
therapy-specific safety questions were never addressed by the appropriate experts
during the approval process.

o Illegal category exclusions: Both mRNA injections received illegal category
exclusions from gene therapy environmental assessment requirements,*® despite the
FDA'’s own regulations which prohibit gene therapies with synthetic sequences from
such exclusions. Under 21 CFR 25.15(a), failure to submit adequate Environmental
Assessments renders the BLA approvals "void ab initio" - legally invalid from
inception.™

e Bypass of long-term safety monitoring: Gene therapy products require 15 years of
safety monitoring to look for "delayed malignant, neurologic, autoimmune,
hematologic, other disorders or effects on the genome or gene expression."” Instead,
standard vaccine safety surveillance protocols were substituted — which means that
potential delayed effects, including genomic integration and the triggering of cancers
and autoimmune disorders — remain unmonitored.

e Genotoxicity and DNA contamination assessment failures: As mentioned above,
elements like SV40 sequences were not disclosed to regulators, and no genotoxicity
studies were conducted despite regulatory requirements. The documentation trail
shows that this was not regulatory oversight but systematic circumvention - a
deliberate restructuring of established safety frameworks to expedite authorization of
products that, under standard gene therapy protocols, would have required years of
additional safety assessment, specialized expert review, and comprehensive long-term
monitoring that continues today.>
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AIP Analysis: Gene Therapy Classification Concealment

Nature of Violation: Systematic regulatory bypass through misclassification of gene therapy products as
conventional vaccines to avoid appropriate oversight requirements.

Specific Evidence:

e Products meet FDA gene therapy definition: "administration of nucleic acids...that mediate their
effect by transcription and/or translation"

e Moderna 2020 SEC filing acknowledges "mRNA is considered a gene therapy product by the
FDA"

e Systematic routing to VRBPAC instead of appropriate CTGTAC (gene therapy committee)

o Illegal categorical exclusions from Environmental Assessment requirements under 21 CFR 25.31

e No 15-year gene therapy follow-up protocols established

e DNA contamination 6-470x above thresholds with undisclosed SV40 sequences

AIP Criteria Satisfied:

¢ Fraudulent application elements: Misrepresentation of fundamental product classification

¢ System-wide regulatory failures: Coordinated bypass of multiple regulatory frameworks

¢ Untrue statements of material fact: Concealment of gene therapy nature from regulators and
public

Conclusion and Recommendations:

Based on the evidence above, we believe the threshold has been met to invoke the AIP for the Pfizer
BNT162b2 clinical trial and to audit all of the trial site data to determine if fraud occurred, untruthful
statements were made, and to demand that the various, required documentation (which as of September
23, 2025, has not been submitted to the FDA) be immediately supplied to the FDA and evaluated in
consideration of their continuing licenses or potential revocation of their product(s) for the treatment of
Covid-19.

Immediate AIP Actions Recommended:

Invoke AIP on all Pfizer/BioNTech COVID-19 vaccine applications (EUA, BLA, supplements)
Defer scientific review pending completion of validity assessment

Issue preservation notices for all relevant documents and electronic records

Coordinate with OCC regarding potential criminal referrals

=

Investigation Scope:

1. Comprehensive data audit of all clinical trial databases and regulatory submissions
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2. Manufacturing facility inspections focused on Process 1/Process 2 documentation
3. Digital forensics of electronic records and communication systems
4. Witness interviews of key personnel and external stakeholders

The evidence from five categories of violations demonstrates systematic wrongful conduct that clearly
satisfies AIP investigation criteria. The coordinated nature of these violations across clinical operations,
data management, manufacturing processes, safety reporting, and fundamental product classification
suggests institutional-level decision-making to circumvent established regulatory safeguards.

Immediate AIP invocation is warranted to preserve the integrity of remaining evidence, conduct
comprehensive validity assessment of all submissions, ensure appropriate regulatory oversight
commensurate with product risks, and restore public confidence in regulatory decision-making processes.

Sincerely,

Eric Feintuch, D.C., C.C.S.D.
efladnaintegrityproject.com

Charles Rixey, M.A.
cr(@dnaintegrityproject.com
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