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MRNA Vaccines

Facts About mRNA COVID-
19 Vaccines

mRNA COVID-19 vaccines cannot
give someone COVID-19 or other
llinesses.

mRNA vaccines do not use
any live virus.

MRNA vaccines cannot cause
infection with the virus that
causes COVID-19 or other
viruses.

They do not affect or interact with
our DNA.

mRNA from these vaccines do
not enter the nucleus of the
cell where our DNA (genetic
material) is located, so it
cannot change or influence
our genes,
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PANDEMIC STRATEGIES

* mRNA from these vaccines do
not enter the nucleus of the
cell where our DNA (genetic
material) is located, so it
cannot change or influence
our genes.

* mRNA from these vaccines do

not enter the nucleus of the
cell where our DNA (genetic
material) is located, so it
cannot change or influence
our genes.

The mRNA and the spike protein do
not last long in the body.

Our cells break down mRNA
from these vaccines and get
rid of it within a few days after
vaccination.

Scientists estimate that the
spike protein, like other
proteins our bodies create,
may stay in the body up to a
few weeks.

The mRNA and the spike protein do
not last long in the body.

Welcome to

* Qur cells break down mRNA
from these vaccines and get
rid of it within a few days after
vaccination.



ABSTRACT

The Moderna and Pfizer COVID-19 injectable products
utilize two novel technologies for introduction of foreign
genetic material (modified mMRA) as the coding
template for SARS-CoV-2 spike protein. The intention
behind this methodology involves utilization of the host's
cellular protein production machinery to synthesize spike
proteins from the modified mRNA templates. Due to the
presence of foreign spike proteins, a targeted immune
response against these proteins would ensue, aimed to
provide protective immunity against SARS-CoV-2 thus
preventing severe COVID-19 from developing. Both of
these novel technologies: the modified mRNA and the
lipid nanoparticle carriers, are novel in the context of
demographically  comprehensive  distribution and
administration, and in the context of viral pandemics.
These products were not safety tested for a sufficient
amount of time - having been rushed to EUA use on
accelerated timelines - to warrant deeming them safe
for global administration.

N

As we are forced into our 3rd year of COVID-19 life,
the efficacy profile of these injectable products has
proven deplorable, with the majority of COVID-19
cases now attributable to multiply-injected individuals.
With COVID-19 being one of the top reported adverse
events in the vaccine adverse events reporting system
(VAERS), it appears as though susceptibility to SARS-
CoV-2 and subsequent development of COVID-19,
increases with shot frequency. Terrible public health
decisions have been made with regard to COVID-19 -
involving even entirely by-passing safety monitoring
stop gaps, and it is estimated that millions of people
are suffering as a result. Recent reports of sudden
deaths and increases in all-cause mortality are not
being investigated, and the COVID-19 injections are not
being discussed as an etiology for these deaths, or the
thousands of other adverse event reports being made
around the world in the context of the COVID-19
injectable products. The way forward from this ongoing
tragedy is with tfransparency via admission, prosecution,
and aid for those who require it. Let's help doctors get
back to being doctors, put an end to censorship, and

reclaim our humanity. Together. Dr. Jessica Rose
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A WORD ON LESSONS

never rush through preliminary clinical trials especially when

testing novel technologies/products

never ignore the precautionary principle
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CONSEQUENCES

can lead to injury and death at the population level
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Presentation Notes
Risk: A measure of the probability of an adverse event or untoward outcome occurring and the severity of the resultant harm to health of individuals in a defined population associated with use of a medical technology applied for a given medical problem under specified conditions of use. 
Safety: A judgement of the acceptability of risk in a specified situation.
Efficacy: The probability of benefit to individuals in a defined population from a medical technology applied for a given medical problem under ideal conditions of use.

Preclinical testing of vaccine candidates typically starts in animal models, first in small mammals such as mice or rats and then non-human primates such as monkeys. Preclinical studies are important for eliminating potential vaccines that are either toxic or do not induce protective immune responses. But many vaccines that appear to be safe and induce protective immune responses in animals fail in human studies. Only vaccine candidates that are very promising in preclinical testing move forward into phase I clinical trials.
Phase I clinical trials are the first step in assessing vaccines in people. Typically involving one to several dozen healthy volunteers, phase I trials assess short-term safety (e.g., soreness at the site of injection, fever, muscle aches) and immune responses, often with different vaccine dosages. Only if a vaccine candidate is shown to be safe in phase I trials will it move to larger phase II trials.
Phase II clinical trials continue to assess safety and immune responses but in a larger number and more diverse group of volunteers, typically one to several hundred people. Phase II trials may include target populations of a specific age or sex, or those with underlying medical conditions. Vaccines for children start with adult volunteers and move to progressively younger groups of children. Different types of immune responses are often measured, including antibodies and cell-mediated immunity, but phase II trials do not assess how well a vaccine actually works. Only in phase III trials is vaccine efficacy assessed.
Phase III clinical trials are critical to understanding whether vaccines are safe and effective. Phase III trials often include tens of thousands of volunteers. Participants are chosen at random to receive the vaccine or a placebo. In Phase III, participants and most of the study investigators do not know who has received the vaccine and who received the placebo. Participants are then followed to see how many in each group get the disease. Assessing short- and long-term safety is also a major goal of phase 3 trials.
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Figure 1: Traditional Vaccine Development Timeline Compared To Potential Operation Warp Speed (OWS) Timeline

TRADITIONAL Large-scale FDA Review
VACCINE Exploratory Preclinical ———————— Clinical Trials* ——————————  Manufacturing®  and Licensure
TIMELINE —~

o |¢

RUSHED TRIALS — GENUINE SAFETY TEST

NG
IMPOSSIBLE

P
study completion date: January 31, 2023)
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* Included pregnancy, age requirements and
health-related associations

e ~42,086 participants in their ‘landmark’
trial

e Safety data did not look good™

MODERNA: https://clinicaltrials.gov/ct2 /show /NCT04470427

*https: / /www.nejm.org/doi/suppl/10.1056 /NEJMoa2113017 /suppl_file /nejmoa2113017_appendix.pdf

*https:/ /jessicar.substack.com/p /i-dont-know-what-to-say

l_)\i.m}[dlul y o
Preclinical

FDA Review
and Licensure

I Approximately 10 months (as of November 2020) __

Source: GAQO Analysis of Food and Drug Administration (FDA), Pharmaceutical Research and Manufacturers of America, and Operation Warp Speed Information. | GAO-21-319

PFIZER /BIONTECH: https://clinicaltrials.gov/ct2 /show /NCT043687 282term=nct04368728&draw=2&rank=1
https://www.documentcloud.org /documents/7212814-C4591001-Clinical-Protocol.html
*https://phmpt.org/wp-content /uploads/2022/03/125742_S1_M2_26_pharmkin-tabulated-summary.pdf
https://www.fda.gov/media/151710/download
https://jessicar.substack.com/p /exposure-during-pregnancy
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Presentation Notes
BACKGROUND: moderna clinical trial�nct04470427
Long Exclusion criteria list of Phase III Pfizer trial (NCT04368728 – estimated study completion date: December 29, 2022)
included pregnancy, age requirements (>19) and health-related associations
30,415 PARTICIPANTS IN THEIR phase III TRIAL
Safety data did not look good*
https://clinicaltrials.gov/ct2/show/NCT04470427
https://jessicar.substack.com/p/exposure-during-pregnancy
*https://www.nejm.org/doi/suppl/10.1056/NEJMoa2113017/suppl_file/nejmoa2113017_appendix.pdf
*https://jessicar.substack.com/p/i-dont-know-what-to-say
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Figure 1. Safety Monitoring Plan, Study C4591001

Vaccination period Follow-up period

The t

THE PLACEBO GROUP WAS INTENTIONALLY LOST |

phase lll trial was 6 months

Following 2 month follow up, participants were

unblinded and placebo participants injected — the

control group was lost

“Thank you for listening and for changing your

study protocol to allow for speedy vaccination of

your placebo arm,” Tovar wrote. “You have made
this New Year so much brighter for the 22,000

placebo volunteers that stepped up for this

vaccine.”*

*Unimaginable words from Michael Tovar.

ACLVE survernance

®
for potential COVID-19 symptoms ~
telehealth or in-person visit and nasal swab
— P Reactogenicity: at least 6000 subjects, at least 500 in each country
7 days post 7 days post
dose dose

$» Non-serious AE: all subjects
1 month post dose 2

P Serious AE: all subjects
6 months post dose 2

Deaths and related SAEs: all subjects >

2 years post dose 2 https://www.fda.gov/media/144245/download - page 15

https:/ /clinicaltrials.gov/ct2 /show /NCT043687282term=nct043687 28&draw=2&rank=1

https://coronavirus.jhu.edu/vaccines /timeline

https://www.documentcloud.org /documents/7212814-C4591001-Clinical-Protocol.html

https://www.statnews.com/2021 /01 /01 /pfizer-and-biontech-speed-up-timeline-for-offering-covid-19-to-placebo-volunteers/
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*https://www.nejm.org/doi/suppl/10.1056/NEJMoa2113017/suppl_file/nejmoa2113017_appendix.pdf
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WHAT CAN HAPPEN IF YOU ACCELERATE THE TESTING
AND EFFICACY TIMELINE OF BIOLOGICAL PRODUCTS?
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A WORD ON THE PRECAUTIONARY PRINCIPLE

The precautionary principle in its simplest form states: "when an activity
raises threats of harm to human health or the environment, precautionary
measures should be taken even if some cause-and-effect relationships are not

fully established scientifically".

Hayes AW. The precautionary principle. Archives of Industrial Hygiene and Toxicology. 2005 Jun;56(2):161-6. PMID: 15968832.
deFur PL, Kaszuba M. Implementing the precautionary principle. Sci Total Environ. 2002 Apr 8;288(1-2):155-65. doi: 10.1016/50048-9697(01)01107-x. PMID: 12013543.
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ecautionary principle
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4 faceted approach to
today’s talk

e LNPs

* mRNA

* spike

* clinical (well, VAERS data)
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We can'’t talk about
modified mRNA technology

without talking about the
LNPs.
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Cationic lipid used by Pfizer: ALC-0315
Cationic lipid used by Moderna: SM-102

MRNA LNP formulation

LN PS Cationic/ionizable _ “Stealth” PEG
lipids § lipids
e.g, DOTMA, DOTAP | : (Q\ iﬁ_éi)%iﬁ:pEG‘
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CATIONIC LIPIDS HAVE DOCUMENTED TOXICITY PROFILE
PEG HAS DOCUMENTED ALLERGENIC PROFILE

v |u|

< Non-bilayer forming
. DSPC, DP f
eg‘ DSPC D PC \‘\_\ _ lipids
e bilayer support . . e.g., DOPE
Cholesterol e endosome
' ‘ : destabilization
® ntegrity linid bil . inverted
e endosomal Ik DAY 3 hexagonal
release structure structure

Lv H, Zhang S, Wang B, Cui S, Yan J. Toxicity of cationic lipids and cationic polymers in gene delivery. J Control Release. 2006 Aug 10;114(1):100-9. doi: 10.1016/j.jconrel.2006.04.014. Epub 2006 May 13. PMID: 16831482.
Soenen SJ, Brisson AR, De Cuyper M. Addressing the problem of cationic lipid-mediated toxicity: the magnetoliposome model. Biomaterials. 2009 Aug;30(22):3691-701. doi: 10.1016/j.biomaterials.2009.03.040. Epub 2009 Apr 15.
PMID: 19371948.

Cui S, et al., Correlation of the cytotoxic effects of cationic lipids with their headgroups. Toxicol Res (Camb). 2018 Mar 22;7(3):473-479. doi: 10.1039/c8tx00005k. PMID: 30090597; PMCID: PMC6062336.

Wong-On-Wing A, et al., Severe Polyethylene Glycol Allergy Considerations for Perioperative Management: A Case Report. A A Pract. 2022 Oct 11;16(10):e01619. doi: 10.1213. PMID: 36219725.

McSweeney MD, Mohan M, Commins SP, Lai SK. Anaphylaxis to Pfizer/BioNTech mRNA COVID-19 Vaccine in a Patient With Clinically Confirmed PEG Allergy. Front Allergy. 2021 Sep 29;2:715844. doi: 10.3389 /falgy.2021.715844.
PMID: 35387046; PMCID: PMC8974707.
Wylon, K., Délle, S. & Worm, M. Polyethylene glycol as a cause of anaphylaxis. Allergy Asthma Clin Immunol 12, 67 (2016). https://doi.org/10.1186/s13223-016-0172-7.
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Cationic lipid used by Pfizer: ALC-0315
Cationic lipid used by Moderna: SM-102

2. Qualitative and quantitative composition

This is a multidose vial that contains 10 doses of 0.5 mL each or a maximum of 20 doses
of 0.25mL each.

L N P S One dose (0.5 mL) contains 100 micrograms of elasomeran, a COVID-19 mRMNA Vaccine
(embedded in SM-102 lipid nanoparticles).

One dose (0.25 mL) contains 50 micrograms of of elasomeran, a COVID-19 mRNA
Vaccine (embedded in SM-102 lipid nanoparticles).
mm—

SM-102 IS NOT FOR HUMAN OR VET USE

SM-102 GASOLINE ~ DIESEL ™™

Danger! Danger!
DBD® odDO _SID

arm, Dhe Boschelas 1081, 4081 HV, Amsberdam,

Abstract: Fhussnado
19 modified mENA
mBNA COVID-

Health = 2
Fire=0

\0/ Reactivity = 0

accines, further analysis on i
1 harm can be exclusi
RN,

ine previous shadies o 1
sible ctiological elements of harm

Keywards: COVID-19 vascination; mENA vaceines; Clinical Trials; Safety Assessment; Novel Tech-
mologies: Spike protein

* Trade name: SM-102 Ca):',r':n,_qp
*  Article number: 33474

Safety Data Sheet
* Application of the substance / the mixture Wit O

This product is for research use — Not for human or veterinary diagnostic or therapeutic use.

https://www.gov.uk/government/publications /regulatory-approval-of-covid-19-vaccine-moderna /information-for-healthcare-professionals-on-covid-19-vaccine-moderna
https://file.medchemexpress.com/batch_PDF/HY-134541/SM-102-SDS-MedChemExpress.pdf

https:/ /cdn.caymanchem.com/cdn/insert/3347 4.pdf

https://www.preprints.org /manuscript/202301.0133 /v1
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PEG may have a role in RBC agglutination
by lowering zeta potential

Unacceptable Jessica

Is the 0.05 mg PEG in a 0.3 ml Pfizer injection enough to lower RBC zeta potential
and potentially induce agglutination of RBCs? 2 We can do some calculating to

make an educated guess as to the ratio of PEG molecules per RBC, and then

PEG MIGHT ENHANCE HEMAGGLUTINATION

PEG molecules to RBCs since there are 5,000,000 RBCs in 1 cubic millimeter of

blood. 26 Assuming a concentration of molecules at the injection site, for example,

this ratio would be even higher.

MOLAR MASS (gfmol]) mass_per_injecti n (mol} Aol Molarity [concentration) - gfL N [mal) wolume of injection (ml} per 5 L blood
ALC-0315 766.29 0.00005 6.52494E-08 6.02E+23 1.30€-08 3.93E+16 03
SM-102 710.182 000005 7.04045E-08 6.02E+23 1.41E-08 A4.24E+16 05
Therefore, | have 3.93*10*16 meolecules of ALC-0315 in 5 L of blood. 1 mm*3 = 0.000001 L 0.000001 1000000000
And | have 4.24*10416 molecules of 5M-102 in 5 L of blood, RBCs 5000000
S0 now | need to figure out what concentration is able to disrupt 2eta potential. In 5 L of blood, | have 3.93*10418 molecues, o in 1000 L, multiply your number of molecules by 200.
How many molecules per m*3 (or 1000 L) of blood? 50 In 1000 L, there are 7.86E+18 molecules.
How many RBCs in blood? S0 in 1 mmA3 (0000001 L), there are 7.86E+09 molecules.
How many PEGs per blood cell? There are 7.86* 109 molecules of ALC-0315 in 1 mm*3 of blood,
There are 5,000,000 RECs per 1 mm*3 of blood,
=
|1M|u-fom there are 1571.77 molecules of ALC-0315 per RBC, I
Number of FEG3/LNP
There are 10,000,000,000 LNP particles in each dose of Pfizer product. 3.93E+06
There are 1572 molecules of ALC-0315 per RBC.

Scheim, D.E. A Deadly Embrace: Hemagglutination Mediated by SARS-CoV-2 Spike Protein at lts 22 N-Glycosylation Sites, Red Blood Cell Surface Sialoglycoproteins, and Antibody. Int. J. Mol. Sci. 2022, 23, 2558.

https:// doi.org/10.3390/ijms23052558.
The thrombotic bus: Are red blood cells agglutinating in injected people because of zeta potential disruption by spike? Is PEG in the COVID shots aiding and abetting agglutination?

https:/ /jessicar.substack.com/p /are-red-blood-cells-agglutinating
Effect of LNPs on RBCs to render them dysfunctional - is obvious. No need to for spike (but spike ain't good)!. hitps://jessicar.substack.com/p /effect-of-Inps-on-rbes-to-render
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PEG may also have role in AE frequency
based on homogeneity of coating

Working Group for COVID Vaccine Analysis

This summary is a preli ¥, C Iving p ion of our

L N P S research and findings on the so-called COVID-19 vaccines, as well as the

effects we found on the human body and the blood in particular. The SUMMARY OF PRELIMINARY FINDINGS

summary is intended for the public interest and to encourage further

PEG MIGHT NEED TO HOMOGENEOUSLY COAT THE
LNP FOR IT TO BIODISTRIBUTE

”'/# f’fm\\\ i

‘%ﬁﬂm \\\,-‘,

..c‘c::l = RIS n-%flf.b'-.'.»:-u-ia
QQ: b PEG in Comirnaty (BioNTech Pfizer)
""-\

Figure 6: Schematic structure of a defective nanolipid particle with mRNA inside. This shell cannot safely
protect the mRNA from decay. The mRNA is able to escape and is subsequently destroyed rapidly due to
its instability before it has penetrated into the interior of the body cell to modify cell function and induce
the production of the spike proteins which are suspected of being toxic, Inage source:

doi:10.3390 /vaccines?010065 and modified by our author.

PEG is formed from chains of different lengths and
affects the homogeneity of LNP coating

The Working Group for COVID Vaccine Analysis Contact: agimpfstoffeaufklaerung@protonmail.com. Summary of Preliminary Findings. 07.07.22
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LNPs traffic to many organs =[]
biodistribution and bioaccumulation

SARS-CoV-2 mRNA Vaccine (BNT162, PF-07302048) = A ¥ v EM - ¥
- HE i il e S Bl oy R EE S
2.6.5 EMEEREOBEESR Test Article: [ 3H]-Labelled LNP-

2.6.5.5B. PHARMACOKINETICS: ORGAN MRNA formulation containing

ALC-0315 and ALC-0159 Report

DISTRIBUTION CONTINUED Number: 185350
LNPs
Sample Total Lipid concentration (pg lipid equivalent/g [or mL])
taalesandfomalascembinad)

LNPS GO EVERYWHERE AND CROSS BLOOD BRAIN
BARRIER

tTeaes)

Accumulation of radiolabeled lipid marker in

Female organ accumulation of 08-A01-C01 Female organ accumulation of 08-A01-C01
containing a radiolabelled lipid marker - Ovaries containing a radiolabelled lipid marker - Ovaries

=14 =50

-2 Female s Female

B12 2

2 2140

> >

5 10 535

¢ g @ 30

0o 0o

= 225

c 6 c

S g20

Ea €15

S g 10

o 2 o

c c 5

o o

“o “ o

0.25 1 2 4 8 24 48 025 1 2 4 8 24 48 72 120

Source: FOIA-requested tabulated-summary.pdf /Analysis: Dr. Jessica Rose

Pfizer/Comirna’ry- 125742_31_M2_24_nonclinicqI-overview.pdf/] 25742_81_M2_26_phqrmkin-wrih‘en/’rqbulq’red-summary.pdf; Jan; Feb 2021
JAPANESE FOIA-requested study (Many thanks to Byram Bridle)
https://viralimmunologist.substack.com/p /inside-a-court-case2utm_source=post-email-title&publication_id=592214&post_id=96153963&isFreemail=true&utm_medium=email
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Accumulation of nanocarriers in the ovary: a
neglected toxicity risk?

* R R =
LNPs ~
2hoursq- i 1day ¥ 3days Y 5 days M 25 days¥

NANOPARTICLES TRAFFIC TO OVARIES IN MICE AND
WISTAR RATS

" ¥

batch NP177cn batch NP2 batch NP3 batch NC batch LE

¢ @ ¢ - ® @ ﬁ %
. .‘-’?

original image  grayscale jetcolor .. grayscale jetcolor ..

“Studies in different mouse species and wistar rats were
conducted and a high local accumulation of nanoparticles,
nanocapsules and nanoemulsions in specific locations of the
ovaries was found in all animals.”

Schadlich, A., Hoffmann, S., Mueller, T., Caysa, H., Rose, C., Gopferich, A.M,, Li, J., Kuntsche, J., & Mader, K. (2012). Accumulation of nanocarriers in the ovary: a neglected toxicity risk? Journal of controlled release:
official journal of the Controlled Release Society, February 2012.160 1,105-12.
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Handling: Multiple freeze-thaws can lead to LNP
degradation, aggregation and liberated mRNA

IMPROPER HANDLING CORRUPTS LNPS

U

— Unstressed
= Physically Stressed

1%10"2-

concentration (particles)

L] T L]
0 100 200 300
size (nm)

FIGURE 4 LNP physical degradation pathways. (a) Effects of
physical stress on the LNP highlighted by dye. A dye-stained

mRNA-LNP sample was sub'!ected to multiple freeze-thaws.

The resulting effects of this physical stress are evident,
revealing aggregation (righf), liberated mRNA (blue arrow),

Encapsulation state of
messenger RNA inside lipid
nanoparticles

Mark L. Brader, Sean J. Williams, Jessica M. Banks, Wong H. Hui, Z. Hong Zhou and Lin Jin . Encapsulation state of messenger RNA inside lipid nanoparticles . Biophysical Journal 120, 2766-2770, July 20, 2021
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| WILL RETURN TO ISSUE OF HANDLING AND %RNA
INTEGRITY
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Presentation Notes
Codon usage is organism-specific 

The mRNA that codes for the SARS-CoV-2 spike protein was codon-optimized to ensure high fidelity translation and expression levels of spike protein

Potential for frame shifting and ribosomal pausing very real with introduction of Ψs

All uridines replaced with pseudouridines: “We show that RNA signals through human TLR3, TLR7, and TLR8, but incorporation of pseudouridine ablates activity.”
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The humanized mRNA is like a stealth trojan
horse.

mRNA Structural Elements

UTR's
regulatory elements modulate the translation
efficiency with their length and structure

/ N
MRNA STABLE AND STEALTHY

5' cap ORF & pd{ A) ta]il B
capping efficiency, cap structure Codon optimization, sequence modifications elongation (length) impacts
innate sensing, protein synthesis increased protein expression stability and translational efficiency

STABILITY 4 PROTEIN EXPRESSION 4 STABILITY 4

mRNA structural elements and their effect of modifications

Structural Element Modification Effect

Untranslated regions (UTR’s) Length and structure Modulate translation efficiency
5' Capping Cap structure Increase protein synthesis, stability

Open reading frame (ORF) Codon optimization, sequence modification Enhance protein expression

Poly(A) tail Tail elongation Increase Stability, translational efficiency
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The mRNA that codes for the SARS-CoV-2 spike protein was codon-optimized to ensure high fidelity translation and expression levels of spike protein

Potential for frame shifting and ribosomal pausing very real with introduction of Ψs

All uridines replaced with pseudouridines: “We show that RNA signals through human TLR3, TLR7, and TLR8, but incorporation of pseudouridine ablates activity.”
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Potential for ribosomal pausing very real
with introduction of Ws

Modified nucleotides

il e e el e e e el

5 4 H Spike/RBD — L5
MRNA EVADES INNATE IMMUNE DETECTION N

* All of the uridines are replaced with 1-methyl-pseudouridine (m1W)
* The mRNA is incorporated into a lipid particle along with polyethylene glycol (PEG)

* A synthetic cationic (positively charged) lipid is added as an adjuvant — very toxic
to the cells

* The “humanized” mRNA is a stealth entry system for massive production of spike
protein

*S Seneff et al. Food and Chemical Toxicology 2022; 164: 113008.

“We show that RNA signals through human TLR3, TLR7, and TLR8, but
incorporation of pseudouridine ablates this activity.”

Seneff S, et al., Innate immune suppression by SARS-CoV-2 mRNA vaccinations: The role of G-quadruplexes, exosomes, and MicroRNAs. Food Chem Toxicol. 2022 Jun;164:113008.
Kariké K, et al.,. Suppression of RNA recognition by Toll-like receptors: the impact of nucleoside modification and the evolutionary origin of RNA. Immunity. 2005 Aug;23(2):165-75.
doi:10.1016/j.immuni.2005.06.008. PMID: 16111635.
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Codon usage is organism-specific 

The mRNA that codes for the SARS-CoV-2 spike protein was codon-optimized to ensure high fidelity translation and expression levels of spike protein

Potential for frame shifting and ribosomal pausing very real with introduction of Ψs

All uridines replaced with pseudouridines: “We show that RNA signals through human TLR3, TLR7, and TLR8, but incorporation of pseudouridine ablates activity.”

Because the mRNA vaccines involve getting a viral protein expressed inside of human cells, they codon optimized the mRNA sequence to use the three-letter sequences optimal for human cell protein production. It turns out that doing this kind of thing can affect how quickly the ribosome reads the mRNA and this can lead to errors and can lead to ribosomal pausing that can in turn, lead to protein misfolding.

Pseudouridines melt at higher temperatures and make the RNA very stable. RNAses can cut these guys. Translation fidelity is affected. Causing ribosomal pausing.
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Intracellular reverse transcription of Pfizer

BioNTech COVID-19 mRNA vaccine
BNT162b2 in vitro in human liver cell line

BNT162b2 (0.5 ug/mL) BNT162b2 (1 ug/mL) BNT162b2 (2 ug/mL)

— m

MRNA REVERSE TRANSCRIBES USING LINE-1

Hoecns‘m

b EEEE c d

N @ & W
e & 8 ¢

LINE-1 staining intensity

LINE-1 staining intensity
3

Line-1 is an endogenous RT implicated in reverse transcription of the mRNA to DNA
If Line-1 expression is altered during embryogenesis, the implications for the
embryo are bad

Aldén M, Olofsson Falla F, Yang D, et al. Intracellular Reverse Transcription of Pfizer BioNTech COVID-19 mRNA Vaccine BNT162b2 In Vitro in Human Liver Cell Line. Curr Issues Mol Biol 2022;44(3):1115-1126.
Published 2022 Feb 25. doi:10.3390/cimb44030073

https://epigenie.com/line-1-retrotransposons-keep-early-embryonic-chromatin-line /
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Fast uptake of BNT162b2 into human liver
cells leads to changes in Line-1 expression
and distribution

a TALE-L1-VP64
|

LINE-1 EXPRESSION LEVEL ALTERATIONS INDUCE

DEVELOPMENTAL ARREST

Time

0]

Relative LI}

R

“We found that too much or too little Line-1 expression caused development to
come to a halt. This means that the precise timing and level of retrotransposon
expression is critical for the development of the embryo.”

“Embryos with sustained Line-1 transcription display developmenial arrest.”

Jachowicz JW, Bing X, Pontabry J, Boskovi¢ A, Rando OJ, Torres-Padilla ME. LINE-1 activation after fertilization regulates global chromatin accessibility in the early mouse embryo. Nat Genet. 2017;49(10):1502-
1510. doi:10.1038/ng.3945
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Generation of Biologically Active Retro-
genes Upon Interaction of Mouse
Spermatozoa With Exogenous DNA

cDNA ~ DNA
Sperm can insert DNA (from RNA) into the
fertilized embryo and transfer it to offspring® i

COMA s o

* “We recently discovered a reverse transcriptase (RT) activity
[e.g., LINE-1] in mouse spermatozoa that can reverse-

TRANSFER TO OFFSPRING?

animals’ and passea on to their ojjspring!
* Sperm release DNA-containing plasmids that are taken up
by the fertilized egg

* Sperm-mediated “reverse” gene transfer happens
“when these cells are incubated with exogenous
RNA molecules”

**newly retrotranscribed cDNA (from RNA)...

“Here we have taken a step further and show that the RT-mediated
process is not only triggered when spermatozoa are exposed to
exogenous RNA molecules, but is also activated when they interact
with DNA molecules.”

Pittoggi C, et al., Generation of biologically active retro-genes upon interaction of mouse spermatozoa with exogenous DNA. Mol Reprod Dev. 2006 Oct;73(10):1239-46. doi: 10.1002/mrd.20550. PMID:
16850445.
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2020 BIONTECH

- = iINVESTIGATOR’S Nucl location of spike and soik
= N BROCHURE uclear translocation ot spike and spike

= === mRNAs

THIS WAS KNOWN - INTEGRATIONg EFFECTS ON
dsDNA REPAIR MECHANISMS?

ER

ifected
rol

They do not affect or interact with
our DNA.

* mRNA from these vaccines do
not enter the nucleus of the
cell where our DNA (genetic

material) is located, so it . . . . .

cannot change or influence “Indeed, S[pike] proteins translocate into the nucleus in SARS-CoV-2-infected cells.

our genes. . . . .
To our surprise, S mRNAs also translocate into the nucleus. S mRNA colocalizes with

S protein, aiding the nuclear translocation of S mRNA.”

Sarah Sattar, Juraj Kabat, Kailey Jerome, Friederike Feldmann, Kristina Bailey, Masfique Mehedi. Nuclear translocation of spike mRNA and protein is a novel pathogenic feature of SARS-CoV-2. bioRxiv preprint doi:
https://doi.org/10.1101/2022.09.27.509633

RETRACTED. Jiang, H.; Mei, Y.-F. SARS—CoV—2 Spike Impairs DNA Damage Repair and Inhibits V(D)J Recombination In Vitro. Viruses 2021, 13, 2056. https://doi.org/10.3390/v13102056.
https:/ /jessicar.substack.com/p /it-turns-out-that-the-prrarsv-motif

https://www.tga.gov.au/sites/default /files/foi-2183-09.pdf
FOIA-requested BionTech investigator’s brochure BNT162/pf-07302048. page 24. Aug 12, 2020. https://archive.org/details/biontech-investigator-brochure /page /24 /mode /2up
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Spike protein was made in the image of the

Wovuhan spike (Wuhan-Hu-1 (GenBank:
@ MN908947)) maintained in pre-fusion state
e SRR, s

SPIKE IS A FOREIGN SYNTHETIC PROTEIN NO MATTER
HOW YOU ‘CUT IT’

Insertions? =[] peptides (ie: the PRRAR site)
enhances infectiousness + 2 proline substitutions

ensures stability of spike

Dai, L., Gao, G.F. Viral targets for vaccines against COVID-19. Nat Rev Immunol 21, 73-82 (2021). https://doi.org/10.1038/s41577-020-00480-0.

Renee I. Hajnik et al., Dual spike and nucleocapsid mRNA vaccination confer protection against SARS-CoV-2 Omicron and Delta variants in preclinical models. Science translational medicine. 14 Sep 2022.
Vol 14, Issue 662. DOI: 10.1126/scitransimed.abq1945

Theoharides TC, Conti P. Be aware of SARS-CoV-2 spike protein: There is more than meets the eye. J Biol Regul Homeost Agents. 2021 May-Jun;35(3):833-838. doi: 10.23812. PMID: 34100279.


Presenter
Presentation Notes
This is brand new technology to humans
Poly A tail – increases stability of RNA
PEG is an allergen
Due to the overall positive charge of cationic liposomes, they interact with negatively charged cell membranes more readily than classic liposomes.
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Hemagglutination Mediated by SARS-CoV-2

Spike Protein - Thromboses
@ < =

—t

SPIKE CAUSES HEMAGGLUTINATION

/ Figure 2 Images of RBC rouleaux (clumps) from the blood of COVID-19 patients, obtained \
using light ((A) [112], (B) [113]) and electron microscopy ((C) [114]). The first study (A) found
huge rouleaux formation by RBCs in 85% of COVID-19 patients studied [112]; the second (B)

found these in 33% of patients [113]; and the third (C) found these prevalent in its series of 31
patients, all with mild COVID-19 [114]. Reproduced with permission from (A) SIMTIPRO Srl; (B)
K CC-BY 4.0; (C) Georg Thieme Verlag KG. /

“SARS-CoV-2 [spike protein] binds to RBCs in vitro and also in the blood of COVID-19
patients”
“SARS-CoV-2 [spike protein] initially attaches to sialic acid (SA) terminal moieties on [RBC]

host cell membranes via glycans”
Scheim, D.E. A Deadly Embrace: Hemagglutination Mediated by SARS-CoV-2 Spike Protein at lts 22 N-Glycosylation Sites, Red Blood Cell Surface Sialoglycoproteins, and Antibody. Int. J. Mol. Sci. 2022, 23, 2558.
https:// doi.org/10.3390/ijms23052558.
https://jessicar.substack.com/p/are-red-blood-cells-agglutinating
Stratton, F., Rawlinson, V. I., Gunson, H. H., & Phillips, P. K. (1973). The Role of Zeta Potential in Rh Agglutination. Vox Sanguinis, 24(3), 273-279. doi:10.1111/j.1423-0410.1973.tb02641.x
Boschi C, Scheim DE, Bancod A, Militello M, Bideau ML, Colson P, Fantini J, Scola BL. SARS-CoV-2 Spike Protein Induces Hemagglutination: Implications for COVID-19 Morbidities and Therapeutics and for Vaccine

Adverse Effects. International Journal of Molecular Sciences. 2022; 23(24):15480. https://doi.org/10.3390/ijms232415480


Presenter
Presentation Notes
Because the mRNA vaccines involve getting a viral protein expressed inside of human cells, they codon optimized the mRNA sequence to use the three-letter sequences optimal for human cell protein production. It turns out that doing this kind of thing can affect how quickly the ribosome reads the mRNA and this can lead to errors and can lead to ribosomal pausing that can in turn, lead to protein misfolding.

Pseudouridines melt at higher temperatures and make the RNA very stable. RNAses can cut these guys. Translation fidelity is affected. Causing ribosomal pausing.

This is brand new technology to humans
Poly A tail – increases stability of RNA
PEG is an allergen
Due to the overall positive charge of cationic liposomes, they interact with negatively charged cell membranes more readily than classic liposomes.
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Spike protein contains peptides that can

induce autoimmunity via molecular mimicry

Table 1. 3D-mimics found for SARS-CoV-2 Spike.

Motif Protein Species RMSD (A) Z-Score EpiScore = PDB_Chain
TQLPP Thrombopoietin Human 0.46 —-1.34 10.87 1VZN_X
QLPPA SMYD3 protein Human 0.38 —1.42 13.16 5CCL_A
KNLRE Toll-like receptor 8 Human 0.87 —0.92 5.75 6WML_D
FTVEKG  Pollen allergen Phl p2 Phleum pratense 0.76 —1.03 7.89 1WHP_A
GEVFN Integrin beta 1 Human 0.63 —1.16 7.94 7NWL_B

MOLECULAR MIMICRY IS A POSSIBLE MECHANISM OF
ACTION FOR SPIKE-INDUCED AUTOIMMUNITY

GNCDV Tryplophan-tNA Ngase Fuman 0.01 =0.
SFKEE Small subunit processome component Human 0.32 148
20 homolog
EELDK Kynureninase Human 0.22 —1.58
ELDKY Fusion glycoprotein FO ReSpitaiony 0.12 -1.68
syncytial virus
DKYFK Cytoplasmic FMR1-interacting protein 1 I-Elman 0.14 —1.66

15.62 7MQA_SP

2273 2HZP_A
41.67 6EAE_F
35.71 4N78_A

“Molecular mimicry between viral antigens and host proteins can produce cross-reacting
antibodies leading to autoimmunity.”

“Qur findings illuminate COVID-19 pathogenesis and highlight the importance of
considering autoimmune potential when developing therapeutic interventions to reduce

adverse reactions.”

Angileri F, Légaré S, et al.,. Is molecular mimicry the culprit in the autoimmune haemolytic anaemia affecting patients with COVID-192 Br J Haematol. 2020 Jul;190(2):e92-e93. doi: 10.1111 /bjh.16883. Epub 2020

Jun 8. PMID: 32453861; PMCID: PMC7283741.

Nunez-Castilla, J. et al. Potential Autoimmunity Resulting from Molecular Mimicry between SARS-CoV-2 Spike and Human Proteins. Viruses. 2022, 14, 1415. https://doi.org/10.3390/v14071415
https://jessicar.substack.com/p /molecular-mimicry-of-sars-ncov-2

Dotan A, Kanduc D, Muller S, Makatsariya A, Shoenfeld Y. Molecular mimicry between SARS-CoV-2 and the female reproductive system. Am J Reprod Immunology 2021 Dec;86(6):e13494. doi:
10.1111/qji.13494. Epub 2021 Sep 17. PMID: 34407240; PMCID: PMC8420155.


Presenter
Presentation Notes
Because the mRNA vaccines involve getting a viral protein expressed inside of human cells, they codon optimized the mRNA sequence to use the three-letter sequences optimal for human cell protein production. It turns out that doing this kind of thing can affect how quickly the ribosome reads the mRNA and this can lead to errors and can lead to ribosomal pausing that can in turn, lead to protein misfolding.

Pseudouridines melt at higher temperatures and make the RNA very stable. RNAses can cut these guys. Translation fidelity is affected. Causing ribosomal pausing.

This is brand new technology to humans
Poly A tail – increases stability of RNA
PEG is an allergen
Due to the overall positive charge of cationic liposomes, they interact with negatively charged cell membranes more readily than classic liposomes.
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Spike protein contains peptides that can

induce molecular mimicry
TABLE1 (Continued)
Shared Peptides® Human proteins and associated function(s)/pathologies™® Refs
PLVSS PAQRS. Membrane progestin receptor gamma. =7
Plasma membrane progesterone (P4) receptor coupled to G proteins and implicated in cocyte
maturation.
ITTD PCSKS5. Proprotein convertase subtilisin/kexin type 5 =8
Essential for the differentiation of uterine stromal fibroblasts into decidual cells (decidualization)

IMPLICATIONS FOR FERTILITY?

FGGFN, IVNNT SRC. Proto-oncogene tyrosine-protein kinase Src. 6344
Protein tyrosine kinase that plays a role during oocyte maturation and fertilization.

LSSTA SYCY2, Syncytin-2 precursor 6566
Participates in trophoblast fusion and the formation of a syncytium during placenta morphogenesis;

correlates with the risk of severe preeclampsia

TESNK TDRDé. Tudor domain-containing protein é. '-:"'
Transcription factor that balances sexually dimorphic gene expression in postnatal oocytes.

GDSSS VDR, Vitamin D3 receptor 67
Recurrent pregnancy loss

LEPLY, ANLAA YTDCZ. 3-5' RNA helicase YTHDCZ. L
Plays a key role in the male and female germline by promoting transition from mitotic to meiotic

divisions in stem cells

?Hexapeptides derived from overlapping pentapeptides given bold.
BHuman proteins given by Uniprot accession and name in italics.
“Functions and/or associated pathologies: data from Uniprot, Pubmed, and OMIM public databases .

Pentapeptide sharing between SARS-CoV-2 spike glycoprotein and 27 human proteins
linked to oogenesis, placentation, or decidualization*
Our findings suggest potential cross-reactivity between the homologous peptides that may
result in the development of autoantibodies and new-onset of related autoimmune
manifestations.”

Dotan A, Kanduc D, Muller S, Makatsariya A, Shoenfeld Y. Molecular mimicry between SARS-CoV-2 and the female reproductive system. Am J Reprod Immunol. 2021;86(6):e13494. doi:10.1111 /qiji.13494

Yan X, Wang L ,Yan C ,et al. Decreased expression of the vitamin D receptor in women with recurrent pregnancy loss. Arch Biochem Bio-phys. 2016;606:128-133.


Presenter
Presentation Notes
Decidualization is a process that results in significant changes to cells of the endometrium in preparation for, and during, pregnancy.
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HUMAN OVARIAN CELLS INFECTABLE BY SARS VIA
SPIKE/ACE-2

IMPLICATIONS FOR INJECTION PRODUCED SPIKE?

susceptibility of human ovarian cells GCs
to SARS-CoV-2 infection,
suggesting a potential detrimental
effect of COVID-19 infection on ccs

A granulosa cell or follicular
cell is a somatic cell of the

female human fertility
sex cord that is closely

associated with the
developing female gamete
(called an oocyte or egg) in
the ovary of mammals.

Particular granulosa (GCs) and
Cumulus

oophorus

. coordinates of
follicular

%' development
’ and oocyte

maturation

cumulus cells (CCs) are infectable
via ACE-2

Luongo, F.P. et al. SARS-CoV-2 Infection of Human Ovarian Cells: A Potential Negative Impact on Female Fertility. Cells 2022, 11, 1431. https://doi.org/10.3390/ cells11091431
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not last long in the body. Dr. Jessica Rose

Our cells break down mRNA
from these vaccines and get
rid of it within a few days after e’

BOTH MRNA AND SPIKE ARE PERSISTENT

« Scientists estimate that the
spike protein, like other

proteins our bodies create, Spike proteins in capillaries of the brain

may stay in the body up to a
few weeks.

T —
T s

3rd shot - matched rare multifocal necrotizing encephalitis
{10 known cases in context of flu) - viral-free spike 2
embedded in neural tissue - lymphocyte infiltrates

60 days post injection

l"- : .-,' .‘l; - _‘--. - I‘I - Spike pn;:l.;l::hl:ylo:ea::::‘vessola
. o . l ¢ -" - : ( of
* “mRNA vaccination stimulates robust 12 By ok € z
g 3 ¥ e >
SENe . R AL e
GCs containing vaccine mRNA and H *.-xjwf"'tw:tg
1 £ D il 600X
: : 21Ty T
spike antigen up to 8 weeks 12 (S S m—
. . . ” | & ..: FEVS - A.‘-lr }l;’-' l vessels allow Lt::na:::)::::ni::;issues to cause
postvaccination in some cases 12 e PR R RN
1= .{}-.‘i & [ - . - \_'\,—‘ ;"—1.\;:-;' Damage of the Myocardium

CAUA): red, CUG: Dioe, BCLE magenia, CLZ1: yelow

Figure 7A: Localization of SARS-CoV-2 proteins and vaccine mRNA in
LNs. DOI: 10.1016/j.cell.2022.01.018

Dead/dying myocytes - the red colored parts of heart
tissue are abnormally infiltrated with lymphocytes
and histiocytes revealing fibrosis

e
Roltgen K, et al., Immune imprinting, breadth of variant recognition, and germinal center response in human SARS\-dnfecﬁon and vaccingtion. Cell. 2022 Mard7;185(6):1025-1040.e1
u 10.101 6/i.cell.2022\0'| .018. Epub 2022 Jan 25.
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y BOTH MRNA AND SPIKE ARE PERSISTENT

e’
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possible covid-19 sneaky manifestation? e ol 7 pii - ” T ™
. . . . . . - :";‘~ ";{"‘i ‘ . ¥ - ‘:“ : - : . —‘:“b—:: I. ke ‘H‘ ‘..
* Histological findings of chronic immune- Gl TR R N Byt
mediated inflammation and i Y R
. . . . : % 3 ‘f-" R f‘.“ ‘_\% & ;
immunohistochemical evidence of SARS- &% - T :'*gs R e oo ——
. . . . \ : 4:1 . b . ‘éﬂ‘ ..‘t L \P ...:”:: % -
CoV-2 spike glycoproteins in endothelial \ 0 2L NS A e
. -~‘.": w.‘ﬂ.é‘" :#r-' L :.’l : o1
cells and eccrine sweat glands AL * o Ll
(b} eadidying myac: red colored parts of heart
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bro:

(a) Presence of viral spike proteins in the cytoplasm of epithelial cells of the secretory portion of eccrine sweat
glands (brown color). Immunostaining for SARS-CoV-2, spike proteins. Original magnification 200x%. (b) Presence

of viral spike proteins in the eccrine sweat glands (brown stain). Immunostaining for SARS-CoV-2, spike proteins.
Original magnification 400x.

Source: Better Way Conference Vienna — live attendance; Analysis: Dr. Jessica Rose

e
Ingravallo, Giuseppe & Mazzotta, Francesco & Resta, Leonardo & Sablone, Sara & Cazzato, Gerardo & Cimmino, Antoniettcuw, Roberta & Colagrande, Anna & FerrantegBeniamino & Troccoli, Teresa &
Bonifazi, Ernesto. (2021). Inflammatory Skin Lesions in Three SARS-CoV-2 Swab-Negative Adolescents: A Possible COVID-19 Sneaky Monifew Pediatric Reports. '|3 1(\3390/ped|atrlc] 3 025.



@ And they can also be released as free proteins

* Detection of RNA encoding the spike
protein within hepatocytes
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1.500 & ALT

E 2,DUU} & AST

]

* L

UL

1000

dose of the vaccine, suggesting that
previous exposure could enhance the
severity of hepatocyte targeting by
cytotoxic T lymphocytes”

e ‘. ..free spike antigen was detected in
the blood of adolescents and young
adults who developed post-mRNA
vaccine myocarditis, advancing insight

into its potential underlying cause.”™
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Days after SARS-Co\/-2 vaccine
Fig. 1. In situ SARS-CoV-2 mRNA m using q itative fluorescence and patient's biochemical tests. SARS-CoV-2 mRNA transcripts (yellow

channel) were detected using in situ hybridization in (A) the liver of an individual with hepatitis after the second dose of the Pfizer-BioNTech (BNT162b2) vaccine, (B) a
post-mortem liver tissue from an individual diagnosed with severe COVID-19 (as a positive control). (C and D) No SARS-CoV-2 mRNA transcripts were detected in the
liver tissues from individuals with autoimmune hepatitis unrelated to COVID-19. Nuclei are highlighted with blue. Scale bars represent 200 pm (A-D). (E) Patient's course
of AST, ALT, total bilirubin, ALP and GGT activity. ALP, alkaline phosphatase; ALT, alanine aminotransferase; AST, aspartate aminotransferase; GGT,
gamma glutamyltransferase.

Martin-Navarro L, de Andrea C, Sangro B, Argemi J. In situ detection of vaccine mRNA in the cytoplasm of hepatocytes during COVID-19 vaccine-related hepatitis. J Hepatol. 2023 Jan;78(1):e20-e22. doi:

10.1016/j.jhep.2022.08.039. Epub 2022 Sep 15. PMID: 36116717; PMCID: PMC9474959.

*Yonker LM, et al., Circulating Spike Protein Detected in Post-COVID-19 mRNA Vaccine Myocarditis. Circulation. 2023 Jan 4. doi: 10.1161 /CIRCULATION. AHA.122.061025. Epub ahead of print. PMID: 36597886.

Renin Angiotensin Aldosterone System. https://www.youtube.com/watch2v=AsmwQzl|YTho
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Presentation Notes
Because the mRNA vaccines involve getting a viral protein expressed inside of human cells, they codon optimized the mRNA sequence to use the three-letter sequences optimal for human cell protein production. It turns out that doing this kind of thing can affect how quickly the ribosome reads the mRNA and this can lead to errors and can lead to ribosomal pausing that can in turn, lead to protein misfolding.

Pseudouridines melt at higher temperatures and make the RNA very stable. RNAses can cut these guys. Translation fidelity is affected. Causing ribosomal pausing.
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PROBLEMS RELATING TO TRANSLATION OF MRNA TO
‘SPIKE’ PROTEIN

Are we being injected with full-length spike?
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THE RISK OF TRANSLATING /TRANSLATED PROTEINS /PEPTIDES
OTHER THAN THE INTENDED SPIKE PROTEIN IS UNKNOWN

TRANSLATION: WE HAVE NO IDEA WHAT PEOPLE’S
CELLS ARE MAKING OR THE EFFECTS ON HUMAN  [*

of
PHYSIOLOGY for
mRNA of the COVID-19 Impact: The potential implications of this RNA integrity loss in commercial batches
oo compared to clinical ones in terms of both safety and efficacy are yet to be defined.
|n|ec’rqb|e prOdUCTS was Whether or not the observed comparability issues could be a blocking point will depend on
assessed by the EMA the relevance of these observations to safety and efficacy and the company will be
requested to fully justify the lower %RNA integrity (and other differences noted).

(European Medicines
Agency)

Tinari Serena. The EMA COVID-19 data leak, and what it tells us about mRNA instability BMJ 2021; 372 :n627 doi:10.1136/bmj.n627
https://www.ema.europa.eu/en/documents/assessment-report /comirnaty-epar-public-assessment-report_en.pdf
https://jessicar.substack.com /p/evidence-of-connection-between-severe

Crommelin DJA, Anchordoquy TJ, Volkin DB, Jiskoot W, Mastrobattista E. Addressing the Cold Reality of mRNA Vaccine Stability. J Pharm Sci. 2021
Mar;110(3):997-1001. doi: 10.1016/j.xphs.2020.12.006. Epub 2020 Dec 13. PMID: 33321139; PMCID: PMC7834447.
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EMA QUALITY OFFICE CMC OBSERVATIONS OF
BIONTECH COVID-19 MRNA INJECTABLE PRODUCTS

OLDNIA intamrityv vve FiinArinnalikyg

JENCY

THE STUFF FOR USE IN HUMANS IS LOWER QUALITY

THAN TESTED STUFF =
b
y T0- e o ST ROy Tl
77% average BCV40620-D Clinical batches [71 comparabiity) 52
. . . BCV40720-A 63 (comparability) 45
Is 1 8°A) lower ln’reg I'Ify N L ED3938 50 (comparability) ?
. (o] EE3813 . 62 (comparability) ?
commercial batches 597 average eess02 | Commercial batches [ elease) ?
EE8493 56; 65 (comparability; release) 21(1)

‘sufficient’

EMA

Credit: BNT CMC Peer Reviewers Ton der Stappen and Brian Dooley
https://www.ema.europa.eu/en/documents/assessment-report /comirnaty-epar-public-assessment-report_en.pdf

BioNTech COVID19 mRNA vaccine (nucleoside modified) EMA Quality Office CMC observations. BWP 24™ November. Ton van der Stappen and Brian Dooley
COVID-19 Vaccine (BNT162, PF-07302048) R.1 BNT162b2 Comparability Overview. hitps://files.catbox.moe /egahOn.pdf



1/22/23
Dr. Jessica Rose

PFIZER ADMITS THAT EFFICACY OF PRODUCT IS
DEPENDENT ON %MRNA INTEGRITY

*  What'’s concerning is that the \-Pﬁzer

INTACT MRNA IS REQUIRED FOR TRANSLATION OF
APPROPRIATE PROTEIN
expression of the delivered

RNA, which requires Tl’a ﬁSpa rency

a sufficiently intact RNA

~— v

” Every clinical trial is built on trust. We honor that trust by sharing our policies and
molecule. ensuring every clinical trial is planned, conducted, and reviewed according to the

. Sufficiently? /

highest scientific, ethical, and clinical standards.

https:/ /www.pfizer.com/science /clinical-trials /integrity-and-transparency
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THEY LOWERED THE THRESHOLD FOR ACCEPTABLE %RNA
INTEGRITY FOR EU COMMERCIAL PRODUCTS TO GET AROUND

THE LOW %RNA INTEGRITY ISSUE

Batch Analyses L

EUROPEAN MEDICINES AGENCY

Batch Analyses for Nonclinical and Clinical BNT162b2 Drug Product Lots

d The Sthf being inieCTed in‘ro people Qualiry Analytical Acceprance Lot Number
R . . Ar o Sy BCV40420-A | BCV40620-A | BCVH0620-B | BCvaee20-c | BOV40620.D | BCV40620-E
likely has ~50% RNA integrity | ‘ o I
RNA integnity Capillary gel = 600" 75 85 86 83 77 835
| electrophoresis | |
IF IT DOESN'T PASS, JUST LOWER THE THRESHOLD
’
T P o 71 69 — 82 [63 I
T . L ' K ' N |~ |
o — 0
* “However, when present in the cell >=60%
) - Batch Analyses for Emergency Supply BNT162b2 Drug Product Lots
ihere Is q posslbllliy ihat aberrant Qualiry Aroibure Aualyvtical Procedure Acceptance Crireria® Lot Number
a . . EES402 | EES403
proteins will be expressed with - S B - f""‘l"‘_'f
A integnity apillary gel electrophoresis ‘u:?::}:;l:dl,:ﬁu ;nm: _—— 55 55
possibilities for unwanted >=50%

immunological events.”*

*BioNTech COVID19 mRNA vaccine (nucleoside modified) EMA Quality Office CMC observations. BWP 24™ November. Ton van der Stappen and Brian Dooley

Credit: BNT CMC Peer Reviewers Ton der Stappen and Brian Dooley™

https://childrenshealthdefense.eu/eu-issues/a-further-investigation-into-the-leaked-ema-emails-confidential-pfizer-biontech-covid-19-vaccine-related-docs/
https://www.ema.europa.eu/en/documents/assessment-report,/comirnaty-epar-public-assessment-report_en.pdf

Crommelin DJA, et al., Addressing the Cold Reality of mRNA Vaccine Stability. J Pharm Sci. 2021 Mar;110(3):997-1001. doi: 10.1016/j.xphs.2020.12.006. Epub 2020 Dec 13. PMID: 33321139; PMCID: PMC7834447
COVID-19 Vaccine (BNT162, PF-07302048) R.1 BNT162b2 Comparability Overview. https://files.catbox.moe /egahOn.pdf



WHAT KINDS OF UNWANTED (IMMUNOLOGICAL)
EVENTS, YOU ASK?
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AMYLOID FIBRIN MICROCLOTS ASSOCIATED WITH SARS-_
COV-2

AMYLOID PRODUCTION /FIBRINOLYSIS DEFECTS APPEAR TO
BE A PROBLEM ASSOCIATED WITH THE SHOTS

= T K’_F)wa
FXII T
FXIl
Fibrin clot Fibrin clot

(loose network) (compact network)
T TAFI 1 TAFI

t-PA TT1PA

T PAI-1 T PAI-1

\ Delayed fibrinolysis j Insufficient fibrinolysis

%,
%
4,
Fibrinogen —_—
Mh—"
Spike protein

o ! |

. - .\eb é\g
©
Amyloid fibrin
microclots

Return to
health

o/

Malgorzata Wygrecka, et al., Altered fibrin clot structure and dysregulated fibrinolysis contribute to thrombosis risk in severe COVID-19. Blood Adv 2022; 6 (3): 1074-1087.

o~ !
Douglas B. Kell, Gert Jacobus Laubscher, Etheresia Pretorius; A central role for amyloid fibrin microclots in long COVID/PASC: origMeropeuﬁc

doi: https://doi.org/10.1182 /bloodadvances.2021004816
implicaﬁ?ns. Biochem J 25 Feb#bary 2022; 479 (4): 537~559.

doi: https://doi.org/10.1042 /BCJ20 016.
\


Presenter
Presentation Notes
D-dimer is one of those fibrin degradation products.
c("Cardiac amyloidosis", "Postural hypotension", "Syncope", "AL amyloidosis", "Autonomic dysfunction", "Transthoracic echocardiograph", "High ejection fraction", "Increased left ventricular wall thickness", "thickening", "Late gadolinium enhancement", "late gadolinium enhancement", "electrical impulse conduction abnormalities", "low-voltage QRS complex", "Fibrin D dimer", "positron emission tomography", "abdominal fat biopsy", "Abdominal fat biopsy", "extracellular amorphous eosinophilic material", "Congo red")
c("Amyloidosis", "amyloid", "fibrin", "fibrils", "Fibrils", "amyloidosis", "prion", "Creutzfeld", "prion-like", "Prion-like", "light-chain amyloidosis", "transthyretin", "Transthyretin", "ATTR", "Amyloid cardiomyopathy", "D dimer", "GDF-15", "Growth differentiation factor-15", "Gal-3", "galectin-3", "von Willebrand factor", "willebrand", "ECV", "Extracellular volume", "urokinase-type plasminogen receptor", "Urokinase", "Osteopontin")
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THE MOST SERIOUS PATHOLOGY TO ME IS o
- MISFOLDING OF PROTEINS

S’

* “COVID mRNA vaccine sequences contain g-
glycine

quadruplexes that can interact with

1 AMYLOIDOGENIC PEPTIDES HAVE BEEN SHOWN TO BE
- PRESENT IN SARS-COV-2 SPIKE

$ Stabilization

regulatory body has assessed this risk.”

* “Our data propose a molecular mechanism
for potential amyloidogenesis of SARS-CoV-
2 S-protein in humans.”

3 FXla
Capture/ l
inactivation |

vWF Fv FXa TF

FVilla
COAGULATION IMPAIRMENT

[. Am. Chem. Soc. 2022, 144, 20, 8945-8950

Nystrém S, Hammarstrém P. Amyloidogenesis of SARS-CoV-2 Spike Protein. Journal of the American Chemical Society. 2022 May 25;144(20):8945-8950. doi: 10.1021 /jacs.2c03925. Epub 2022 May,17. PMID:
35579205; PMCID: PMC9136918.

Seneff S, Nigh G, Kyriakopoulos AM, McCullough PA. Innate immune suppression by SARS-CoV-2 mRNA vaccinations: The role of G-quadruplexes, exosomes, and MicroRNAs. Food Chem Toxicol. 2022
Jun;164:113008. doi: 10.1016/j.fct.2022.113008. Epub 2022 Apr 15. PMID: 35436552; PMCID: PMC9012513.

https://jessicar.substack.com/p/ is-the-spike-profein-oiting-qs-/

https://jessicar.substack.com/p /i-dont-think-its-myocardi ink

https://jessicar.substack.com/p /rsfiedllfnkv-are-we-looking-at-weaponized

V. ' https:/ /jessicar.substack.com/p /modified-spike-protein-rna-injection

hftgs: // ies?ca r.substack.com /p /is=éars-ncov-2-associated-systemic

https://je .subs’rack.com/p/q-paper\published-in-20 17-
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Clinical leaves rustling in the
wind — what is VAERS
saying?
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WHAT [S VAERS?

VACCINE ADVERSE EVENT REPORTING SYSTEM VAERS e e

* VAERS was created in 1990 by the Food and Drug Administration
(FDA) and Centers for Disease Control and Prevention (CDC) to '

receive reports of AEs that may be associated with vaccines.

* The primary purpose for maintaining the database is to serve as an

Reporting requirements for healthcare providers administering
COVID-19 vaccines

early warning or signaling system for adverse events not detected

during pre-market testing and clinical trials.

* |n spite of the fact that the National Childhood Vaccine Injury Act of
1986 (NCVIA) requires health care providers and vaccine
manufacturers to report to the DHHS specific AEs following the
administration of vaccines outlined in the Act, under-reporting is a

known imperfection of the VAERS system.
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NUMBER OF VAERS REPORTS FOR THE PAST 10 YEARS
COMPARED WITH 2021

RESPECTIVE SIZES OF VAERS ZIPPED FILES FROM 2011-2021 RESPECTIVE NUMBERS OF VAERS IDS FROM 2011-2021
1 ;
THERE IS A STRIKING INCREASE IN FILE SIZE and
4
ABSOLUTE COUNTS OF VAERS REPORTS FOR 2021
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g 120 1402% increase from 2020 to 2021_-': ‘2' 200000 1307 % increase from 2020 to 2021 ::
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VAERS AES: ABSOLUTE COUNTS AND NORMALIZED
DATA ACCORDING TO CDC AGE GROUP

INJURIES OCCURRING ACROSS ALL AGE GROUPS
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Data source: VAERS Domestic + Foreign Data/Analysis: Dr. Jessica Rose Data source: VAERS Domestic Dat alysis: Dr. Jes:
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Absolute number of VAERS IDs (N)
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COMPARISONS TO BACKGROUND RATES /HISTORICAL

VALUES (pomesTiC DATA AS OF JAN 13, 2023)

TOTAL DOMESTIC AEs PER YEAR TOTAL DOMESTIC DEATH AEs PER YEAR

NO COMPARISON TO THE PAST 10 YEARS OF VAERS |2
DATA FOR ALL VACCINES COMBINED

[T
(o]
| .
Q
0
€
=]
c
Q
]
=
[}
49,412 B
25408 26668 29,736 34340 agaz2 43706 38911 o3y OME < 3 16 129 149 177 120 166
aEnpeap—cey " B N B B B l 31 M , 20 163 183 '
2ot 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021-2023 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021-2023
Year _ _ _ Year
Data source: VAERS Domesitc Data/Analysis: Dr. Jessica Rose Data source: VAERS Domestic Data/Analysis: Dr. lessica Rose

Total number of people considered ‘vaccinated’ as of December, 2022 -> ~270,000,000.
Hannah Ritchie, Edouard Mathieu, Lucas Rodés-Guirao, Cameron Appel, Charlie Giattino, Esteban Ortiz-Ospina, Joe Hasell, Bobbie Macdonald, Diana Beltekian and Max Roser (2020) - "Coronavirus Pandemic
(COVID-19)". Published online at OurWorldInData.org. Retrieved from: 'https://ourworldindata.org /coronavirus' [Online Resource]
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THE NEW ‘BIVALENT’ SHOTS ARE ALREADY A DISASTER
WITH REGARD TO DEATH AND SAES

BIVALENT AEs as of Jan 13, 2023 Bivalent COVID19-2 shots - Bivalent SAEs and
|.||L|. adverse events by week Deaths

«| " BIVALENT SHOT AE REPORTS EXPONENTIALLY RISING
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WHY WERE BABIES AGES 0-4 BEING INJECTED PRIOR
TO DECEMBER 9, 20222 AS A FIRST DOSE AS WELL!

Bivalent shot reports: BABIES 0-4; Pre-EUA, Dec 9, 2022
What You NEEd to Know Updated Jan. 9, 2023
= Updated (bivalent) boosters became available on:

- September 2, 2022, for people aged 12 years and older

BDRAPT code)

WHY WERE BABIES BEING INJECTED WITH THE ‘BIVALENT’
SHOTS PRIOR TO EVEN EUA?

Number of reports (N)
Data source: VAERS Domestic Data/Analysis: Dr. Jessica Rose

* Can someone, like Walensky, _ —a—
explain why 0-4-year-olds
were /are being injected with this

crap as a first dose?

* Or at all? It was not even EUA
authorized prior to December 9,

2022!

Adverse Event Type (MedDRA PT code)
T

4 5

.

2 3
Number of reports (N)
Data source: VAERS Domestic Data/Analysis: Dr. Jessica Rose

https:/ /www.cdc.gov/coronavirus/2019-ncov/vaccines/vaccines-children-teens.html
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EVEN PAUL OFFIT IS SPEAKING OUT AGAINST THESE THINGS

“l believe we should stop trying to (5% The NEW ENGLAND "
©/ JOURNAL of MEDICINE -

prevent all symptomatic infections in
healthy, young people by boosting them
with vaccines containing mRNA from
strains that might disappear a few

months later.” Paul Offit . . .
Bivalent Covid-19 Vaccines — A

Cautionary Tale

Paul A. Offit, M.D.

January 11, 2023
DOI:10.1056/NEJMp2215780

Paul A. Offit, M.D., Bivalent Covid-19 Vaccines — A Cautionary Tale. January 11, 2023. NEJM. DOI: 10.1056 /NEJMp2215780. https://www.nejm.org/doi/full/10.1056 /NEJMp2215780
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OTHER STAND-ALONE ADVERSE EVENTS IN VAERS
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"
<~ AMYLOID/FIBRIN + SYNCOPE REPORTS IN VAERS
o’

- : -
CARDIAC AMYLOIDOSIS = MYOCARDITIS DIAGNOSES?
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Data source: VAERS Domestic + Foreign Data/Analysis: Dr. Jessica Rose Data source: VAERS Domestic + Foreign Data/Analysis: Dr. Jessica Rose
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“Amyloidosis is a group of disorders that can affect almost any organ due to the misfolding of
proteins with their subsequent deposition in various tissues, leading to various disease
manifestations based on the location.”

Nystrém S, Hammarstrém P. Amyloidogenesis of SARS-CoV-2 Spike Protein. Journal of the American Chemical Society. 2022 May 25;144(20):8945-8950. doi: 10.1021 /jacs.2c03925. Epub 2022 May 17. PMI?
35579205; PMCID: PMC
Douglas B. Kell, Gert Jacobus Laubscher, Etheresia Pretorius; A central role for amyloid fibrin microclots in long COVID/PASC: origins and therapeutic implications. Biochem J 25 February 2022; 479 (4): 537-559.
J ( doi: https://doi.org/10.1042/BCJ20220016
Pour-Ghaz |, Bath A, Kayali S, Alkhatib D, Yedlapati N, Rhea |, Khouzam RN, Jefferies JL, Nayyar M. A Review of Cardiac osis: Presentation, Diagnosis, and Treatmenid Curr Probl Cardiol. 202 Aug
20;47(12):101366. doi: 10.101 6/|.cw022.1 01366. Epub q‘heée of print. PMID: 35995246.


Presenter
Presentation Notes
D-dimer is one of those fibrin degradation products.
c("Cardiac amyloidosis", "Postural hypotension", "Syncope", "AL amyloidosis", "Autonomic dysfunction", "Transthoracic echocardiograph", "High ejection fraction", "Increased left ventricular wall thickness", "thickening", "Late gadolinium enhancement", "late gadolinium enhancement", "electrical impulse conduction abnormalities", "low-voltage QRS complex", "Fibrin D dimer", "positron emission tomography", "abdominal fat biopsy", "Abdominal fat biopsy", "extracellular amorphous eosinophilic material", "Congo red")
c("Amyloidosis", "amyloid", "fibrin", "fibrils", "Fibrils", "amyloidosis", "prion", "Creutzfeld", "prion-like", "Prion-like", "light-chain amyloidosis", "transthyretin", "Transthyretin", "ATTR", "Amyloid cardiomyopathy", "D dimer", "GDF-15", "Growth differentiation factor-15", "Gal-3", "galectin-3", "von Willebrand factor", "willebrand", "ECV", "Extracellular volume", "urokinase-type plasminogen receptor", "Urokinase", "Osteopontin")




— SN
YOUNG FOLKS REPORTING SYNCOPE — IS THIS
RELATED TO [CARDIAC] AMYLOIDOSIS?

S’
AMYLOID AE reports as of Jan 13, 2023 (normalized to Dose data - CDC) AMYLOID/FIBRIN/SYNCOPE AE reports as of Jan 13, 2023 (norm to Dose data - CDC)
10.0-
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Data source: VAERS Domestic Data/Analysis: Dr. Jessica Rose Data source: VAERS Domestic Data/Analysis: Dr. Jessica Rose

“When the heart is involved, amyloidosis can manifest with a multitude of presentations such as
heart failure, arrhythmias, orthostatic hypotension, syncope, and pre-syncope.”

Hoyer C, Angermann CE, Knop S, Ertl G, Stérk S. Kardiale Amyloidose [Cardiac amyloidosis]. Medizinische Klinik (Munich). 2008 Mar 15; 103(3) :153-60. German. doi: 10.1007 /s00063-008-1022-2. PMID:

"/ 18344065
Pour-Ghaz |, Bath A, Kayali S, Alkhatib D, Yedlapati N, Rhea |, Khouzam RN, Jefferies JL, Nayyar M. A Review of Cardiac osis: Presentation, Diagnosis, and Tr: eatmeniCurr Probl Cardiol. 202 Aug
20;47(12):101366. doi: 10.1016/j. CW022 101366. Epub ohea‘ofp int. PMID: 35995246.



MYOCARDITIS REPORTS FROM VAERS DOMESTIC
DATA REVEALS DOSE RESPONSE

Myocarditis in VAERS after mRNA injection by age and dose # as of Jan 13, 2023

* The absolute number of myocarditis 100-

ports

adverse events as per

1/22/23
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MYOCARDITIS IN YOUNG PEOPLE IS DOSE 2 RELATED

X_DOSE_SERIES

to dose 2 for domestic data 50-

25-

0 25
Age of reported patient, years
Data source: VAERS Domestic Data/Analysis: Dr. Jessica Rose

Absolute number of My(

100

1

.2

3

Jessica Rose PhD, MSc, BSc , Peter A. McCullough MD, MPH , A Report on Myocarditis Adverse Events in the U.S. Vaccine Adverse Events Reporting System (VAERS) in Association with COVID-19 Injectable Biological
Products, Current Problems in Cardiology (2021), doi: https://doi.org/10.1016/j.cpcardiol.2021.101011
https://www.jessicasuniverse.com/vaers-publications
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MYOCARDITIS REPORTS FROM VAERS FOREIGN DATA
REVEALED DOSE RESPONSE

Significant incidence of myocarditis after 3rd dose of

anti-COVID 19 messenger RNA vaccine L o
Myocarditis in VAERS after mRNA injection by age and dose # as of Oct 14, 2022

— 100-
CCF Member Author:
Guillaume Le Pessec
Member of the College of Cardiologists in Training COURAGEOUS
g DISCOURSE 2
Rouen =
B ‘751
Theo Pezel Reviewer: Albert Hagege Under the supervision of: 8
. . s,
. Théo Pezelﬂ N - . A.I‘bs’art Hagegg - . = i
Member of the College of Cardiologists in Training, President of the Editorial Committee of Cardio-online I .
Paris Nancy S | I I i
g 5o R &
Live from ESC Congress 2022 S | A1 | ‘ 5
= | AHFHA 1 1} 3

MYOCARDITIS IN MIDDLE-AGED PEOPLE IS DOSE 3 RELATED

HHNENN i u
| i 1|||r|
JERRRANRNRNE SERNEN 2N

Conclusion ‘ ‘ ‘ ‘

The 1 2 r B0 1 r .t

g b
yocardial le 0 } TPRF
occurs mainly in women unlike the usual viral myocarditis.

25 50 75 100
Age of reported patient, years

Data source: VAERS Foreign Data/Analysis: Dr. Jessica Rose

Guillaume Le Pessec, MD, et al, ESC 2022, study of hospital workers taking COVID-19 vaccine boosters
shows 800-fold increased risk of heart damage above baseline. Stunning result. More healthcare
workers declining vaccination for good reason-keep the heart healthy!

Peter McCullough
27.10.22 at 04:23




Absolute number of Myocarditis

FOREIGN DATA SET WAS RECENTLY PURGED -
DESTROYED DOSE 3 SIGNAL

Myocarditis in VAERS after mRNA injection by age and dose # as of Nov 11, 2022
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Data source: VAERS Foreign Data/Analysis: Dr. Jessica Rose
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VAX_DOSE_SERIES

Absolute number of Myocarditis

Myocarditis in VAERS after mRNA injection by age and dose # as of Dec 12, 2022

150-

100-

50-

0-

‘ 'm mmmlwwMﬂilmlllu.u.l..uml_ M

100
Age of reported patient, years
Data source: VAERS Foreign Data/Analysis: Dr. Jessica Rose

1/22/23

Dr. Jessica Rose

AFTER

VAX_DOSE_SERIES
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FROM NOVEMBER 11, 2022 =[] DECEMBER 12, 2022
1.4% INCREASE IN THE NUMBER OF PEOPLE
66.3% DECREASE IN FILE SIZE
59.9% DECREASE IN THE %AGE OF MYOCARDITIS REPORTS

Myocarditis in VAERS after mRNA injection by age and dose # as of Nov 11, 2022 Myocarditis in VAERS after mRNA injection by age and dose # as of Dec 12, 2022
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Q) LESSONS

NEVER RUSH THROUGH CLINICAL TRIALS TESTING
NOVEL TECHNOLOGIES/PRODUCTS

NEVER IGNORE THE PRECAUTIONARY PRINCIPL
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LESSONS LEARNED 3 YEARS LATER...

BIOLOGICAL PLAUSIBILITY =[] BIOLOGICAL EVIDENCE

TEMPORAL ASSOCIATIONS BETWEEN SHOTS AND INJURIES LEND CREDENCE TO CAUSAL EFFECT (AS DOES BIOLOGICAL
EVIDENCE)

POLICY MAKERS NEED TO GET UP-TO-DATE ON THE DATA AND SCIENCE BEHIND THE REAL MODUS OPERANS AND EFFECTS OF
THESE NOVEL GENE THERAPIES

LITIGATORS NEED TO LITIGATE
MEDICAL LICENSES NEED TO BE REINSTATED
JOURNAL ARTICLES NEED TO BE REINSTATED

CENSORSHIP OF SCIENCE NEEDS TO STOP

THE COVID ‘EXPERIENCE’ NEEDS TO BE INVESTIGATED TO THE
FULL EXTENT OF THE LAW.
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FIN
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%RNA INTEGRITY AND AUTOMATED WESTERN BLOTS

* Pfizer use an automated Western
Blotting method and it is highly

questionable

%RNA integrity vs functionality

EUROPEA

Drug Substance BNT162b2 Expressed Protein Size by Western Blot

RNA Integrity (%)

MW (kDa)

77% 80% 81% 62%
R427-P020.2-DS R438-P020.2-DS R443-P020.2-DS 20¥513C101
Concentration (ng/well)
150 75 375 188 94 150 75 375 188 94 0 150 75 375 188 94 O 150 75 375 188 94 O
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THEY LOWERED THE THRESHOLD FOR ACCEPTABLE %RNA
INTEGRITY FOR EU COMMERCIAL PRODUCTS TO GET AROUND
THE LOW %RNA INTEGRITY ISSUE

COVID-19 Vaccine (BNT162, PF-07302048)
R.1 BNT162b2 Comparability Overview

* The stuff being injected into people
likely has ~50% RNA integrity

Table R.1-1. BNT162b2 Drug Product Comparability of Release Test Results

[ Manufacturing Information

| 3 T | - |

IF IT DOESN'T PASS, JUST LOWER THE THRESHOLD

, Andover

DP Manufacturing Site Polymun Pfizer, Puurs Pfizer, Puurs Pfizer, Puurs Pfizer, Puurs Pfizer, Puurs Pfizer, Puurs Pfizer, Puurs
DP Fill/Finish DOM JApr -Jul 2020 Jiul 2020 5-Aug-2020 05-Aug-2020  [25-Sep-2020 05-Oct-2020 7-Oct-2020 16-Oct-2020
Drug Product Analytical Information

1] M

° H oweve r, W h e n p rese nt iNn th e cel I Release Test AE?]?:;?;CE Clinical Range Results
O of Ono RNA Integrity | >55% Intact 62-86 55 55 63 66 69 60

there is a possibility that aberrant RNA

Sacteral = 1 <5.0 <50 <5.0 <5.0 <5.0 <50
° ° ° Endotoxins EU/mL i ) - o ) )
pl'Oi'el ns wi I I be exp res Sed WIih Sterility No growth Steril No growth No growth No growth No growth No growth No growth
detected terile detected detected detected detected detected detected
o _oj°,° a. Clinical lots BCV40420-A, BCV40620-A, BCV40620-B, BCV40620-C, BCV40620-D, BCV40720-A, BCV40720-B, BCV40720-C

POssSI bilities for unwan Iled b. Clinical lots BCV40720-P and BCV40820-P
c. Datanot available (NA) at the time of filing.
d. Batch EE8493 also used in clinical trials.

immunological events.”*

*BioNTech COVID19 mRNA vaccine (nucleoside modified) EMA Quality Office CMC observations. BWP 24™ November. Ton van der Stappen and Brian Dooley
https://childrenshealthdefense.eu/eu-issues/a-further-investigation-into-the-leaked-ema-emails-confidential-pfizer-biontech-covid-19-vaccine-related-docs/
hﬂps://www.emd.europo.eu/en/documenfs/ossessmenf-report/comirnoty-epar-public-assessment-reporf_en.pdf

Crommelin DJA, et al., Addressing the Cold Reality of mRNA Vaccine Stability. J Pharm Sci. 2021 Mar;110(3):997-1001. doi: 10.1016/j.xphs.2020.12.006. Epub 2020 Dec 13. PMID: 33321139; PMCID: PMC7834447
COVID-19 Vaccine (BNT162, PF-07302048) R.1 BNT162b2 Comparability Overview. https://files.catbox.moe /egahOn.pdf
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