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ABSTRACT ARTICLE HISTORY

For some of the COVID-19 vaccines, the drug substances released to market were Received 16 April 2025
manufactured  differently than those used in dinical trials. Manufacturing  Fevised 16 July 2025
nucleoside-modified mRNA (modRNA) for commercial COVID-19 vaccines relies on RNA  Accepted 10 August 2025
polymerase transcription of a plasmid DNA template. Previous studies identified high KEYWORDS

levels of plasmid DNA in vials of modRNA vaccines, suggesting that the removal of COVID-19; vaccing;
residual DNA template is problematic. Therefore, we quantified the DNA load in a modRNA; mRNA; residual
limited number of Pfizer-BioNTech and Moderna COVID-19 modRNA vaccne vials using ~ DNA; DNA contamination
two independent methods. Total DNA and specific DNA targets were quantified by

Qubit fluorometry and quantitative polymerase chain reaction (qPCR), respectively on

32 vials representing 16 unique vaccine lots. RNase A treatment was used to assess the

impact of RNA crosstalk in DNA fluorometry. A preliminary assessment of DNA fragment

length and DNase | sensitivity were also performed. Total DNA ranged 371-1,548ng/

dose and 1,130-6,280ng/dose in Pfizer and Modemna products, respectively. Spedfic

DNA of multiple plasmid DNA targets ranged 0.22-7.28ng/dose for Pfizer, and 0.01-

0.78ng/dose for Moderna. The SV40 promoter-enhancer-on (0.25-23.72ng/dose) was

only detected in Pfizer vials. Oxford Nanopore sequencing of one vial found mean and

maximum DNA fragment lengths of 214bp and 35kb, respectively. These data

demonstrate the presence of 1.23x10" to 1.60x 10" plasmid DNA fragments per dose

encapsulated in lipid nanoparticles. Using fluorometry, total DNA in all vials tested

exceeded the regulatory limit for residual DNA set by the US Food & Drug Administration

(FDA) and the World Health Authorization (WHO) by 36-153-fold for Pfizer and

112-627-fold for Moderna after accounting for nonspecific binding to modRNA. When

tested by gPCR, all Moderna vials were within the regulatory limit, but 2/6 Pfizer lots (3

vials) exceeded the regulatory limit for the SV40 promoter-enhancer-on by 2-fold. The

presence of the SV40 promoter-enhancer element in Pfizer vials raises significant safety

concerns. This study emphasizes the importance of methodological considerations

when quantifying residual plasmid DNA in modRNA products, considering increased

LNP transfection efficdency, and cumulative dosing presents significant and unquantified

risks to human health.
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Country
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Demographic breakdown

Count As % Type Count As %
451 17% Members of the public 2539 94%
93 3% Scientists 7 3%

80 3% Practitioners (doctors, other healthcare professionals) 67 2%

53 2% Science communicators (journalists, bloggers, editors) 21 <1%

48 2% Unknown 1 <1%
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Pharma Company # of Vials

Pfizer, Moderna

Pfizer, Moderna,
Daiichi-Sankyo
(Japan)

Moderna
Pfizer, Moderna

Pfizer 2020,
Pfizer 2023,
Moderna 2020,
Moderna 2023

Pfizer, Moderna

Pfizer, Moderna

Pfizer, Moderna
(Australia)

Pfizer (Ireland,
incl. XBB.1.5 and
JN.1)

Pfizer

Pfizer

Pfizer

Pfizer, Moderna

a dozen

6

(3 for each
of 2 out of 4
lots)

120

(5 ampules

for each of
24 lots)

First
reported

Methods

Electrophoresis

(Agilent)
2023-02 Fluorometer
(Quibit)

GPCR/RT-GPCR

Fluorometer
2023-11 (Qubit)
gPCR

2023-03 gPCR/RT-gPCR

2023-07 gPCR

gPCR

Fluorometer
2023-09 (Qubit)

Fluorometer
(Qubit)

gPCR

Fluorometer

(Qubit)
2024-06

gPCR

2025-03 gPCR

Fluorometer

202411 o b

Fluorometer
2024-12 (Qubit)

Fluorometer
2024-12 (Qubit)

2025-03 gPCR

DNA/dose (limit 10ng)
2250ng - 3390ng [1]

312ng - 843ng [1]

12ng

17.5 -- 61.8ng (after
Tritton-X/RNaseA)

88.8ng (Pfizer)
0.1ng [2]
0.6ng - 18.7ng

7.7ng (SV40, Pfizer)

4.5 -- 5.5ng (Neo/Kan, Pfizer)
1.5 -- 9.0ng (ORI, Pfizer)

2.5 -- 18.7ng (Spike, Pfizer)
0.002 - 0.004ng

(ORI, Moderna 2023)

3600ng -- 5340ng

1896ng -- 5100ng

0.22ng - 2.43ng (Spike)
0.01ng -- 4.27ng (ORI)

451ng -- 1420ng (after
RNaseA/DNasel)

6.46ng - 163.68ng (Spike)
0.54ng — 12.97ng (ORI)

3.70ng -- 14.69ng (SV40, Pfizer)

46.16 - 88.76ng (Spike)

559 -- 37.77ng (ORI)

9.13 -- 52.15ng (SV40)

216ng (Avg)

5160ng (Avg,

after Triton-X-100)

2712 -- 3683ng

(after Triton-X-100)

32.71 - 42.09ng

(after Triton-X-100/RNaseA)
41.4 --109.5ng

(extracted by Monarch Plasmid
DNA Miniprep, which includes
RNaseA)

10 miillion - 1 billion copies/ml|

DNA/RNA ratio
(limit 1/3030)

1/8 - 1/2

1/47 --1/8
1/161 - 1/43

1/1,000,000

1M2--1/7

Concerns

Adverse events,
Gene integration

No Problem

Adverse events,
Gene integration

Adverse events,
Gene integration

Adverse events,
Gene integration

Adverse events,
Gene integration

Gene integration

Gene integration

Adverse events,
Gene integration

Gene integration

Gene Integration
Tumorigenesis

Publication

Reported to FDA
Presented at FDA
Presented at WCH
Reported by Epochtimes

Found gene integration in OvCar3
cancer cells transfected by Kdmmerer
Found SV40 in tumors

No publication

Presented in South Caloraina Senate

Presented gene integration to normal
human epithelial stem cells

Reported to the German Ministry of
Health

Reported by local public broadcasting
MDPI peer-reviewed paper

Preprint
Presented at WCH

Reported to Therapeutic Goods
Administration (TGA)
Under litigation

Substack

Preprint

Peer-reviewed paper of Science,
public health policy and the law
Transfection to HEK293 cells

Peer-reviewed paper of Journal of
High School Science

An announcement by a Slovak
government investigator (member of
[EUEIENI]

Kaiser et al- Funded by BioNtech, used methods that lost most of the DNA and
still was over the limit.

10/11 studies find the
vaccines over the limit
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Covid-19: Researchers face wait for patient level data from Pfizer and Moderna vaccine trials
BMI 2022 ;378 doi httpsy/Adoiorg/ 1001 136/bmio1 731 (Published 12 July 2022)
Cite this as: B 2022:378:01737
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Rapid Response:

Effect of mRMA Vaccine Manufacturing Processes on Efficacy and Safety Still an Open 13 May 2023
OU'E'EHOI'I Josh A Guetzkow
Senior Lecturer
Dear Editor, Retsef Lewvi, Professor, MIT
Hebrew University
Recent calls for more transparency in COVID-19 vaccine clinical trials Is particularly relevant for data on the M1, Scopus, Jerusalenm
manufacturing process, which is an integral part of the regulatony approval process to ensure consistent (@joshgd®, @Retsefl

safety and efficacy outcomes 1.2

An Qotober 2020 amendment to the pratocol of the pivotal Plizer/BioNTech BNT16202 (Comimaty)
clinical trial (C4591001) indicates that nearly all vaccine doses used in the trial came from ‘clinical batches’
manufactured using what is referred to a5 "Process 1°)3) However, in order to upscale production for large-
scale distribution of 'emergency supply’ after authorization, a new method was developed., "Process 2°. The
differences include changes to the DNA template used to transcribe the RMA and the purification phase, as
well as the manufacturing process of the lipid nanoparticles. Motably, ‘Process 2' batches were shown to
have substantially lower mRMA integrity.|4.5]

The trial was run on Process 1 lots
250 people received Process 2 lots
(plasmids)

The world received Process 2 lots

Process 2 (E.coli

An October 2020 amendment to the protocol of the pivetal Plizer/BioMTech BNT162b2 (Comirnaty)
clinical trial {C4591001) indicates that nearly all vaccine doses used in the trial came from “clinical batches’
manufactured using what is referred to as Process 1°[3] However, in order to upscale production for large-
scale distribution of 'emergency supply” after authorization, a new method was developed, Process 2. The
differences include changes to the DMNA template used to transcribe the RNA and the purification phase, as
well as the manufacturing process of the lipid nanoparticles. Notably, ‘Process 2° batches were shown to
have substantially lower mRNA integrity.[4.5]

The protocol amendment states that "each lot of "Process 2-manufactured BNT162b2 would be
administered to approximately 250 participants 16 to 55 years of age”™ with comparative immunogenicity
and safety analyses conducted with 250 randomly selected "Process 1" batch recipients. To the best of our
knowledge. there Is no publicly available report on this comparison of Process 17 versus Process 2° doses.

Two documents obtained through a Freedom of Information Act (FOIA) request|) describe the vaccine
batches and lots supplied to each of the trial sites through November 19, 2020[7] and March 17, 2021,[8]
respectively. According to these documents, doses from Process 2 batch EES84937 are listed at four trial
sites prior to Movemnber 19, and four other sites are listed with "Process 2° batch EJ05532 in the updated
document. Both batches were also part of the emergency supply for public distribution. The CDC's Vaccine
Adverse Event Reporting System, known to be underreported.[9] lists 558 reports (169 serious, 2 deaths)
for lot EEB493(10] and 491 reports (138 serious. 21 deaths) fior lot E)0S53.011]

Furthermare, additional "Process 17 bateh EE3813 doses with distinet Plizer lot numbers were added to the
later bateh document|7] at aver TO% of trial sites, potentially supplied at a later stage to enable vaceination
of placebo patients with BNT162b2. The 6-month interim clinical study report[12] from the Comirnaty trial
notes that “the IR for ary AE and at least 1 related AE and severe AE for participants who originally received
placebo and then received BMT162b2 are greater (205.4 per 100 PY, 189.5 per 100 PY, 6.0 per 100 PY)
than the IRs (83.2 per 100 PY, §2.9 per 100 PY, 4.3 per 100 PY) for participants whao originally were
randomized to BNT162627 (p222). It is unclear whether there is a connection between the lots
administerad to the crossover placebo subjects and the elevated rate of AE's.

Fimally. a recent study found significant variability in the rate of serious adverse events (SAEs) across 52
different lots of Comirnaty marketed in Denmark]13] This finding underscores the importance of
understanding better the potential impact of variability in the production process of COVID-19 mRNA

waccines on efficacy and safety.

Evidence from existing research and trial documents highlights the importance of publicly disclosing the
analysis comparing reactogenicity and safety of process 1 and 2 batches as specified in the trial protocol,
and maore generally patient-level batch and lot data from the trial.

Jozsh Guetzkow
Retsef Levi



Independent lllumina sequencing
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Independent data on cancer mortality

O John Beaudoin, Sr. aka, The ...

=¥ TURBOCANCER!
I made a fast look-up tool to check on some codes before | spend
time generating large numbers of tables, statistics, and graphs

@ Ethical Skeptic ‘®- & I
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2K USA Cancer Treatment Expenditures Adjusted for Med Svc
Inflation/Pricing (Constant $)

Up 22.5% over old trend
$41.4 billion in new cancer treatment costs per year

Inflection date = June 2022
Old Trend = 0.22% CAGR (real growth)
Novel Trend = 2.6% CAGR (real growth)

Real Dollar Trend in Excess Cancer Treatment

arrived 14 months ofter peak of vaccine rollout

t 22.5% EOM Apr202

6.5% Ne

Death records show increase
in ICD10 codes for various

cancers

CDC data shows a Cancer wave

Example codes below

As bad as 2021 and 2022 are, 2023 and 2024 are certainly
anomalous and EXCESSIVE
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Cancer Treatments are up

US - Death Trends for Neoplasms ICD codes:
C00-D48, Ages 15-44  10.13140/RG 2216068 64645

C Alogria ' * and D. Wiseman ' and Y. Nunes
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CDC Wonder

Data to 2022

CDC age increments used

No age adjustment in 15-44 cohort

No age adjustment available for 10-year increments
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Gibo et al Excess mortality in Japan
Cancer up 5-7% and they are different cancers

Tsunami Vaccine  Tsunami Vaccine
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Figure 7 (A) Age-adjusted mortality rates (AMRs) over time: all causes. (B) Life expectancy in Japan [25]

(A) The predicted mortality rates and intervals from the pre-pandemic age-adjusted mortality (AMR) for all causes for
2010-2019, excluding 2011-2013, when the mortality rates were exceptionally high due to the major earthquake and
tsunami, were compared with the AMR during the pandemic, from 2020-2023. The AMR in 2020 was under the 99%
lower prediction interval (PI), but from 2021 it was above the 99% upper PI, with a further excess in 2022 and a slight
downward trend in 2023, but still significantly above the 99% PI.

(B) Before the pandemic, with the exception of 2011, the year of earthquake and tsunami, life expectancy grew steadily,
and the same was true in 2020, the first year of the pandemic. However, it began to turn downwards from 2021,
shortened further in 2022, and remained almost the same in 2023.

Even though 13% are taking 7™ shot, same
magnitude of excess mortality
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Prelab Post Jab
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Prostate
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Estrogen receptor related



They know something

S43 Billion S2.26 Billion
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Pfizer Completes Acquisition of Seagen

Thursday, December 14, 2023 - 07:39am
L B &

s Further establishes Pfizer as a leading oncology company poised to accelerate the next
generation of breakthrough treatments for people with cancer

* To address U.S. Federal Trade Commission concerns, Pfizer has chosen to irrevocably
donate the rights of royalties from sales of Bavencio® (avelumab) in the U.S. to the

American Association for Cancer Research (AACR)

NEW YORK--(BUSINESS WIRE)-- Pfizer Inc. (NYSE: PFE) today announced the successful
completion of its acquisition of Seagen Inc. (NASDAQ: SGEN), a global biotechnology
company that discovers, develops and commercializes transformative cancer medicines.
Pfizer completed its acquisition of all outstanding common stock of Seagen for $229 in cash

per share, for a total enterprise value of approximately $43 billion.

N J U J U J

Pfizer to Acquire Trillium Therapeutics Inc.

Monday, August 23,2021 - 06:45am
L R B

Proposed acquisition strengthens Pfizer’s category leadership in Oncology with addition

of next-generation, investigational inmuno-therapeutics for hematological malignancies
Expands innovative pipeline, potentially enhancing growth in 2026-2030 and beyond

Pfizer to host analyst and investor call at 10:00 a.m. ET today with Pfizer Oncology

executives

NEW YORK & CAMBRIDGE, Mass.--(BUSINESS WIRE)-- Pfizer Inc. (NYSE: PFE) and Trillium
Therapeutics Inc. (NASDAQ/TSX: TRIL) today announced that the companies have entered
into a definitive agreement under which Pfizer will acquire Trillium, a clinical stage immuno-
oncology company developing innovative therapies for the treatment of cancer. Under the
terms of the agreement, Pfizer will acquire all outstanding shares of Trillium not already
owned by Pfizer for an implied equity value of $2.26 billion, or $18.50 per share, in cash. This

represents a 118% premium to the 60-day weighted average price for Trillium.
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