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5.3.6 Cumulative Analysis of Post-authorization Adverse Event Reports

5.3.6 CUMULATIVE ANALYSIS OF POST-AUTHORIZATION ADVERSE EVENT
REPORTS OF PF-07302048 (BNT162B2) RECEIVED THROUGH 28-FEB-2021

Report Prepared by:
Worldwide Safety
Pfizer

The information contained in this document is proprietary and confidential. Any disclosure, reproduction,
distribution, or other dissemination of this information outside of Pfizer, its Affiliates, its Licensees, or
Regulatory Agencies is strictly prohibited. Except as may be otherwise agreed to in writing, by accepting or
reviewing these materials, you agree to hold such information in confidence and not to disclose it to others
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5.3.6 Cumulative Analysis of Post-authorization Adverse Event Reports

Table 1 below presents the main characteristics of the overall cases.

Table 1.  General Overview: Selected Characteristics of All Cases Received During
the Reporting Interval

Characteristics Relevant cases (N=42086)
Gender: Female 29914
Male 9182
No Data 2990
Age range (years): <17 175°
0.01 -107 years 18-30 4953
Mean = 50.9 years 31-50 13886
n = 34952 51-64 7884
65-74 3098
>75 5214
Unknown 6876
Case outcome: Recovered/Recovering 19582
Recovered with sequelae 520
Not recovered at the time of report 11361
Fatal | 1223 |
Unknown 9400

a. in 46 cases reported age was <16-year-old and in 34 cases <12-year-old.

As shown in Figure 1, the System Organ Classes (SOCs) that contained the greatest number
(>2%) of events, in the overall dataset, were General disorders and administration site
conditions (51,335 AEs), Nervous system disorders (25,957), Musculoskeletal and
connective tissue disorders (17,283), Gastrointestinal disorders (14,096), Skin and
subcutaneous tissue disorders (8,476), Respiratory, thoracic and mediastinal disorders
(8,848), Infections and infestations (4,610), Injury, poisoning and procedural complications
(5,590), and Investigations (3,693).
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5.3.6 Cumulative Analysis of Post-authorization Adverse Event Reports

Table 6. Description of Missing Information
Topic Description
Missing Post Authorization Cases Evaluation (cumulative to 28 Feb 2021)
Information Total Number of Cases in the Reporting Period (N=42086)
Use in
Pregnancy .

and lactation

Number of cases: 4137 (0.98% of the total PM dataset); 84 serious and 329 non-serious;
Country of incidence: US (205), UK (64), Canada (31), Germany (30), Poland (13), Israel
(11); Ttaly (9), Portugal (8), Mexico (6), Estonia, Hungary and Ireland, (5 each), Romania (4),
Spain (3), Czech Republic and France (2 each), the remaining 10 cases were distributed among
10 other countries.

Pregnancy cases: 274 cases including:

e 270 mother cases and 4 foetus/baby cases representing 270 unique pregnancies (the 4
foetus/baby cases were linked to 3 mother cases; 1 mother case involved twins).

e P Y C for the 270 pr ies were reported as spontaneous abortion (23),
outcome pending (5), premature birth with neonatal death, spontaneous abortion with
intrauterine death (2 each), spontaneous abortion with neonatal death, and normal outcome (1
each). No outcome was provided for 238 pregnancies (note that 2 different outcomes were
reported for each twin, and both were counted).

e 146 non-serious mother cases reported exposure to vaccine in utero without the occurrence of
any clinical adverse event. The exposure PTs coded to the PTs Maternal exposure during
pregnancy (111), Exposure during pregnancy (29) and Maternal exposure timing unspecified
(6). Trimester of exposure was reported in 21 of these cases: Ist trimester (15 cases), 2nd
trimester (7), and 3rd trimester (2).

. 124 mother cases, 49 non-serious and 75 serious, reported clinical events, which occurred in
the vaccinated mothers. Pregnancy related events reported in these cases coded to the PTs
Abortion spontaneous (25), Uterine contraction during pregnancy, Premature rupture of
membranes, Abortion, Abortion missed, and Foetal death (1 each). Other clinical events which
occurred in more than 5 cases coded to the PTs Headache (33), Vaccination site pain (24),
Pain in extremity and Fatigue (22 each), Myalgia and Pyrexia (16 each), Chills (13) Nausea
(12), Pain (11), Arthralgia (9), Lymphadenopathy and Drug ineffective (7 each), Chest pain,
Dizziness and Asthenia (6 each), Malaise and COVID-19 (5 each). Trimester of exposure was
reported in 22 of these cases: 1st trimester (19 cases), 2nd trimester (1 case), 3rd trimester (2
cases).

e 4 serious foetus/baby cases reported the PTs Exposure during pregnancy, Foetal growth
restriction, Maternal exposure during pregnancy, Premature baby (2 each), and Death neonatal
(1). Trimester of exposure was reported for 2 cases (twins) as occurring during the 1st
trimester.

Breast feeding baby cases: 133, of which:

e 116 cases reported exposure to vaccine during breastfeeding (PT Exposure via breast milk)
without the occurrence of any clinical adverse events;

. 17 cases, 3 serious and 14 non-serious, reported the following clinical events that occurred in
the infant/child exposed to vaccine via breastfeeding: Pyrexia (5), Rash (4), Infant irritability
(3), Infantile vomiting, Diarrhoea, Insomnia, and Illness (2 each), Poor feeding infant,
Lethargy, Abdominal discomfort, Vomiting, Allergy to vaccine, Increased appetite, Anxiety,
Crying, Poor quality sleep, Eructation, Agitation, Pain and Urticaria (1 each).

Breast feeding mother cases (6):
e 1 serious case reported 3 clinical events that occurred in a mother during breast feeding (PT
Maternal exposure during breast feeding); these events coded to the PTs Chills, Malaise, and
Pyrexia
e 1 non-serious case reported with very limited information and without associated AEs.

CONFIDENTIAL
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PF-07302048 (BNT162 RNA-Based COVID-19 Vaccines)
Protocol C4591001
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DOSE-FINDING STUDY TO EVALUATE THE SAFETY, TOLERABILITY,
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Study Intervention Name: RNA-Based COVID-19 Vaccines
US IND Number: 19736
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Protocol Number: C4591001
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Short Title: A Phase 1/2/3 Study to Evaluate the Safety, Tolerability, Immunogenicity, and
Efficacy of RNA Vaccine Candidates Against COVID-19 in Healthy Individuals
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In general, follow-up information will include a description of the event in sufficient detail to
allow for a complete medical assessment of the case and independent determination of
possible causality. Any information relevant to the event, such as concomitant medications
and illnesses, must be provided. In the case of a participant death, a summary of available
autopsy findings must be submitted as soon as possible to Pfizer Safety.

Further information on follow-up procedures is given in Appendix 3.

8.3.4. Regulatory Reporting Requirements for SAEs

Prompt notification by the investigator to the sponsor of an SAE is essential so that legal
obligations and ethical responsibilities towards the safety of participants and the safety of a
study intervention under clinical investigation are met.

The sponsor has a legal responsibility to notify both the local regulatory authority and other
regulatory agencies about the safety of a study intervention under clinical investigation. The
sponsor will comply with country-specific regulatory requirements relating to safety
reporting to the regulatory authority, IRBs/ECs, and investigators.

Investigator safety reports must be prepared for SUSARs according to local regulatory
requirements and sponsor policy and forwarded to investigators as necessary.

An investigator who receives SUSARSs or other specific safety information (eg, summary or
listing of SAEs) from the sponsor will review and then file it along with the SRSD(s) for the
study and will notify the IRB/EC, if appropriate according to local requirements.

8.3.5. Exposure During Pregnancy or Breastfeeding, and Occupational Exposure

Exposure to the study intervention under study during pregnancy or breastfeeding and
occupational exposure are reportable to Pfizer Safety within 24 hours of investigator
awareness.

8.3.5.1. Exposure During Pregnancy
An EDP occurs if:

e A female participant is found to be pregnant while receiving or after discontinuing
study intervention.

e A male participant who is receiving or has discontinued study intervention exposes a
female partner prior to or around the time of conception.

e A female is found to be pregnant while being exposed or having been exposed to
study intervention due to environmental exposure. Below are examples of

environmental exposure during pregnancy:

e A female family member or healthcare provider reports that she is pregnant after
having been exposed to the study intervention by inhalation or skin contact.

Page 67
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e A male family member or healthcare provider who has been exposed to the study
intervention by inhalation or skin contact then exposes his female partner prior to
or around the time of conception.

The investigator must report EDP to Pfizer Safety within 24 hours of the investigator’s
awareness, irrespective of whether an SAE has occurred. The initial information submitted
should include the anticipated date of delivery (see below for information related to
termination of pregnancy).

e IfEDP occurs in a participant or a participant’s partner, the investigator must report
this information to Pfizer Safety on the Vaccine SAE Report Form and an EDP
Supplemental Form, regardless of whether an SAE has occurred. Details of the
pregnancy will be collected after the start of study intervention and until 6 months
after the last dose of study intervention.

e If EDP occurs in the setting of environmental exposure, the investigator must report
information to Pfizer Safety using the Vaccine SAE Report Form and EDP
Supplemental Form. Since the exposure information does not pertain to the
participant enrolled in the study, the information is not recorded on a CRF; however,
a copy of the completed Vaccine SAE Report Form is maintained in the investigator
site file.

Follow-up is conducted to obtain general information on the pregnancy and its outcome for
all EDP reports with an unknown outcome. The investigator will follow the pregnancy until
completion (or until pregnancy termination) and notify Pfizer Safety of the outcome as a
follow-up to the initial EDP Supplemental Form. In the case of a live birth, the structural
integrity of the neonate can be assessed at the time of birth. In the event of a termination, the
reason(s) for termination should be specified and, if clinically possible, the structural
integrity of the terminated fetus should be assessed by gross visual inspection (unless
preprocedure test findings are conclusive for a congenital anomaly and the findings are
reported).

Abnormal pregnancy outcomes are considered SAEs. If the outcome of the pregnancy meets
the criteria for an SAE (ie, ectopic pregnancy, spontaneous abortion, intrauterine fetal
demise, neonatal death, or congenital anomaly), the investigator should follow the procedures
for reporting SAEs. Additional information about pregnancy outcomes that are reported to
Pfizer Safety as SAEs follows:

e Spontaneous abortion including miscarriage and missed abortion;
e Neonatal deaths that occur within 1 month of birth should be reported, without regard
to causality, as SAEs. In addition, infant deaths after 1 month should be reported as

SAEs when the investigator assesses the infant death as related or possibly related to
exposure to the study intervention.
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A nosocomial outbreak of SARS-CoV-2 Delta vari-
ant infected 42 patients, staff and family members;
39 were fully vaccinated. The attack rate was 10.6%
(16/151) among exposed staff and reached 23.7%
(23/97) among exposed patients in a highly vaccinated
population, 16-26 weeks after vaccination (median:
25 weeks). All cases were linked and traced to one
patient. Several transmissions occurred between indi-
viduals wearing face masks. Fourteen of 23 patients
became severely sick or died, raising a question about
possible waning immunity.

Israel was one of the first countries to achieve a high
level of full vaccination with the Comirnaty (BNT162b2
mRNA, BioNTech-Pfizer, Mainz, Germany/New York,
United States (US)) vaccine against severe acute respir-
atory syndrome coronavirus 2 (SARS-CoV-2). From May
through mid-June 2021, with more than 55% of the pop-
ulation fully vaccinated, new cases decreased to less
than two cases per million, with no social restrictions,
indicative of very high vaccine effectiveness [1,2].
Since mid-June, a sharp increase in cases has been
observed, attributed to the SARS-CoV-2 Delta variant
(Phylogenetic Assignment of Named Global Outbreak
(Pango) lineage designation B.1.617.2 and AY.* sublin-
eages), which by mid-July constitutedmore thang9s%
of sequenced virus isolates in Israel [3]. This variant
was assessed to have higher transmissibility than the
Alpha variant (B.1.1.7 and Q.* sublineages) [4].

We present an investigation of a coronavirus disease
(COVID-19) outbreak that started from one unidentified
COVID-19 patient, with extensive, rapid nosocomial
spread among vaccinated, including individuals wear-
ing surgical masks.

www.eurosurveillance.org
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Setting

Meir Medical Center has 780 beds, most rooms accom-
modate three to four patients, 1 m apart with separa-
tion curtain partitions between beds. Starting in March
2020, patients have been encouraged to wear surgical
masks. Although use was inconsistent, it was enforced
during patient-staff encounters for both sides. On the
dedicated COVID-19 ward, dedicated staff members
worked with full personal protective equipment (PPE):
N-95 mask, face shield, gown, gloves and hair cover.

Outbreak investigation

Contact investigations were carried out by trained
infection control personnel and were initiated after
suspected nosocomial acquisition or COVID-19 diag-
nosis of a staff member confirmed by positive PCR for
SARS-CoV-2. All exposed individuals were PCR-tested
for SARS-CoV-2. All those testing positive were consid-
ered as a COVID-19 case. All data were collected in real
time and included all patients and personnel exposed
to a case, last negative SARS-CoV-2 test, presence of
symptoms, date of symptom onset, any sick family
member, and vaccination status and date. All exposed
individuals were PCR-tested for SARS-CoV-2. Whenever
more than one patient was identified as COVID-19
case, all staff and patients on the ward were screened
regardless of a known encounter with the positive
case. All exposed patients found negative in the first
screening, were cohorted and rescreened 7 days post
exposure. All identified cases were either transferred
to a dedicated COVID-19 unit or discharged as per clini-
cal status.

The index case was a fully vaccinated haemodialysis
patient in their 70s. They were admitted to Ward A in
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FIGURE

Whole genome-based phylogenetic tree of SARS-CoV-2
Delta isolates, nosocomial outbreak, Israel, July 2021
(n=12)
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The tree was constructed using Nextstrain’s Augur pipeline and
visualised with Auspice [8]. The numbers represent the Patient
numbering used in the manuscript text and Table.

mid-July with fever and cough and placed in a room
with three other patients. On admission day, the index
case was not tested for SARS-CoV-2, because their
symptoms were mistaken for possible bloodstream
infection exacerbating congestive heart failure. During
their stay, the index case and one roommate were dia-
lysed every other day in the dialysis unit. Four days
after admission, the index case was diagnosed with
COVID-19 by PCR for SARS-CoV-2 E gene with a quan-
titative cycle (Cq) value of 13.59; the case was there-
fore transferred to a COVID-19-dedicated unit of Ward
B. On the same day, all three of this case’s roommates
on Ward A were screened for SARS-CoV-2 and tested
positive and were transferred to the dedicated ward or
discharged.

The contact investigation included Ward A, the dialysis
unit (contacts of the index case) and Ward C following a
1-day stay of Case 1. This investigation revealed a total
of 27 COVID-19 cases by SARS-CoV-2 PCR: 16 patients,
including the index case, nine staff and two family
members.

The COVID-19 diagnosed cases were transferred on the
day of their diagnosis to a COVID-19 unit on Ward B,
which operated as a mixed ward because of the small
number of COVID-19 patients in our hospital at the time.
Half the ward was dedicated to COVID-19 patients,
with dedicated staff in full PPE, while half remained a
regular ward. The index case was treated on transfer
day by a healthcare worker (HCW) who had recovered
from COVID-19 a year earlier, and was vaccinated once,
as per Israeli guidelines [5]. Three days after transfer
day, this HCW attended a room in the regular ward
with three patients of whom two developed symptoms
compatible with COVID-19 2 days later and tested posi-
tive for SARS-CoV-2. Contact investigation on Ward B

identified a total of 19 COVID-19 cases by SARS-CoV-2
PCR: 10 staff, including the aforementioned HCW, eight
patients, including the three above, and one family
member.

The calculated attack rate among all exposed patients
and staff was 10.6% (16/151) for staff and 23.7%
(23/97) for patients, in a population with 96.2% vacci-
nation rate (238 vaccinated/248 exposed individuals).

Sequencing and analysis

Sequence and patient data were obtained via the
Israel National Consortium of SARS-CoV-2 sequenc-
ing. FASTQ files underwent processing, mapping to the
reference genome (NC_o045512.2) and construction of
consensus FASTA sequences as previously described
[6]. All sequence data were deposited and are avail-
able in GISAID [7]. Phylogenetic trees were constructed
using NextStrain’s Augur pipeline and visualised with
auspice [8].

We conducted phylogenetic analysis on the whole-
genome SARS-CoV-2 sequences that were available
for 12 cases in this outbreak, including staff and
patients from Wards A, B and C and dialysis depart-
ments (Figure). All were infected with the Delta variant
and epidemiologically and phylogenetically connected
to the same outbreak except for Case 11 from Ward C.
Case 11 and three staff members identified on Ward C
were not considered as part of this outbreak. The three
staff members from Ward C were exposed to both Case
1and Case 11 and therefore the source of their infection
could not be verified.

Demographic and clinical information

Of the 42 cases diagnosed in this outbreak, 38 were
fully vaccinated with two doses of the Comirnaty vac-
cine, one was recovered with one vaccination and
three were unvaccinated. The median age was 55 years

i~

family members The median time from second vaccine
dose to breakthrough infection was 177 days (range
111-194). On the day of diagnosis, only 24 individuals
were symptomatic, but in the following days, 36 had
become symptomatic. All staff (median age: 33 years;
range: 22-48) remained asymptomatic or with mild
disease. Among the patients (median age: 77 years;
range: 42-93; median time from second vaccine dose
to infection: 176 days; range: 143-188), eight became
severely ill, six critically ill and five of the critically ill
died (Table). The patient population was considerably
older than staff and all patients had comorbidities: dia-
betes mellitus (n = 9), hypertension (n = 16), ischemic
heart disease (n = 12), congestive heart failure (n = 7),
dementia (n = 5), body mass index > 30 (n = 8), chronic
renal failure (n = 11) of whom six were on dialysis. Eight
patients were immunocompromised.

The median Cq values on diagnosis days were 19.9 (IQR:
17.8-25.1) and were lower for symptomatic individuals

www.eurosurveillance.org
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TABLE

Case data, nosocomial COVID-19 outbreak, Israel, July 2021 (n = 23)

Age group (years)

Gap (days) vaccine to diagnosis

COVID-19 maximal disease severity

Index 7079 169 13.6 Critical Yes
1 80-89 172 15 Critical Yes
2 50-59 175 18 Severe No
3 60-69 176 17.6 Severe No
4 80-89 181 20.5 Severe No
6 40-49 143 15 Moderate No
7 7079 182 16 Critical Yes
9 50-59 Not vaccinated 24 Mild No
10 80-89 171 28 Severe No
Na 60-69 168 18.5 Severe No
Na 7079 182 36 Mild No
Na 80-89 177 31.8 Severe No
Na 70-79 187 22 Critical No
Na 70-79 184 14 Severe No
Na 80-89 186 21 Asymptomatic No
Na 90-99 173 18 Critical Yes
Na 7079 174 38 Severe No
Na 7079 176 NA Mild No
Na 90-99 176 NA Critical Yes
Na 80-89 188 NA Mild No
Na 60-69 183 27 Asymptomatic No
Na 80-89 Not vaccinated NA Mild No
Na 50-59 152 213 Asymptomatic No

Na: not applicable; NA: not available.

(median: 18.2; IQR: 15.7-21.7) than for asymptomatic
individuals (median: 22; IQR: 18-28), but the differ-
ence was not statistically significant.

Ethical statement

The clinical data of this work was from an outbreak
investigation; thus ethical approval was waived by the
Meir Medical Center Ethical committee. The bioinfor-
matics work was conducted according to the guidelines
of the Declaration of Helsinki and approved by the
Institutional Review Board of the Sheba Medical Center
institutional review board (7045-20-SMC). Patient
consent was waived because the study used remains
of clinical samples and the analysis used anonymous
clinical data.

Discussion

We have investigated a nosocomial COVID-19 outbreak
involving the SARS-CoV-2 Delta variant among a highly
vaccinated population. The attack rate among exposed
individuals reached 23.3% in patients and 10.3% in
staff, with 96.2% vaccination rate among exposed
individuals. Moreover, several transmissions probably
occurred between two individuals both wearing surgi-
cal masks, and in one instance using full PPE, including
N-95 mask, face shield, gown and gloves.

In a recent publication by Bernal et al., the effective-
ness of full vaccination with the Comirnaty vaccine

www.eurosurveillance.org
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against the Delta variant was high, although lower than
against the Alpha variant (88% vs 93.7%) [9]. This was
not the experience in Israel, with a rapid increase in
cases since June 2021 despite a high vaccination rate

[a].

Although reports of breakthrough infections are
increasing [10-12], this communication emphasises
several points. It challenges the assumption that high
universal vaccination rates will lead to herd immunity
and prevent COVID-19 outbreaks. This was probably
true for the wild-type SARS-CoV-2 virus, but in the out-
break described here, 96.2% of the exposed popula-
tion was vaccinated. Infection advanced rapidly (many
cases became symptomatic within 2 days of exposure),
and viral load was high. Another accepted view is that,
when facing a possible mismatch between the SARS-
CoV-2 variant and vaccine or waning immunity, the
combination of vaccine and face mask should provide
the necessary protection. Although some transmission
between staff members could have occurred without
masks, all transmissions between patients and staff
occurred between masked and vaccinated individuals,
as experienced in an outbreak from Finland [12]. We
cannot rule out that protection measures were not opti-
mally implemented, however, transmissibility in sum-
mer 2021 differs from our experiences in the previous
18 months. Whether this can be attributed to the low
Cq and high transmissibility of the Delta variant is not
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clear. Of note, in our cases, in particular case patients,
the time from vaccination was considerable. The short-
est interval was 142 days (5 months), and many of our
case patients advanced to severe disease. Data from
Israel imply that the main reason for the increase in
COVID-19 cases in summer is indeed waning immunity,
and a third vaccine dose, 5 months after the second
dose will possibly result in trend reversal [13,14].

Conclusion

This nosocomial outbreak exemplifies the high trans-
missibility of the SARS-CoV-2 Delta variant among
twice vaccinated and masked individuals. This sug-
gests some waning of immunity, albeit still provid-
ing protection for individuals without comorbidities.
However, a third vaccine dose may be needed, particu-
larly in individuals with risk factors for severe COVID-
19. Appropriate use of masks, especially in high-risk
settings is advised.
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12/9/2020 A novel mRNA modification may impact the human genetic code | Center for Cancer Research - National Cancer Institute

A novel mMRNA modification may impact the
human genetic code

Researchers at CCR
identified a novel
modification in human
messenger RNA (mRNA)
that dramatically impacts
gene expression. NAT10,
an enzyme, was found to
be responsible for the
maodification, which itself
has been implicated in
cancer and aging. This is
one of the first examples of
a unique chemical
modification to mRNA (a
key factor in deciphering
the genetic code) that
causes an increase in
protein production. The
The process of translation study, by Shalini
lllustration by Darryl Leja, NHGRI Oberdoerffer,

Ph.D., Investigator in

the Laboratory of Receptor

Biology and Gene Expression, and colleagues, appeared November 15, 2018, in Cell.

Deciphering the genetic code is a multi-step process that begins with transcribing information contained within DNA
to a messenger RNA,; the resulting mRNAs are then translated into proteins that comprise key components of the
cell. It is known that RNA can be uniquely modified following the transcription process as a means to regulate
function. This study provides a first example of a chemical modification to mRNA that enhances protein production.
The investigators suggest the modification alters the efficiency by which the genetic code is read within each strand
of mMRNA.

The researchers focused on a specific chemical modification to mMRNA, N4-acetylcytidine (ac4C). They first mapped
the presence of ac4C to thousands of human mRNAs. In the lab the scientists next determined that the presence of
ac4C within mRNAs powerfully enhanced their ability to be translated into protein. They further demonstrated that
ac4C impacted cell proliferation, a hallmark of cancer cells.

“We hope to one day harness this discovery to specifically direct the modification to key mRNAs, thereby creating
novel therapeutics,” said Dr. Oberdoerffer.

The researchers’ next steps are to map out how the modification specifically functions to alter gene expression as
well as to determine if misregulation is a root cause of certain diseases.

Summary Posted: Thu, 11/01/2018

cancer. i |-mRNA. ificati impact-the-ht -geneti de?fbli 3dYfBvgZ5bzFg7MYhwnnY6VIIAZEh...  1/1
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Physicians Declaration Il - Updated
Global Covid Summit

International Alliance of Physicians and Medical Scientists

-QI-'
%
GlobalCovidSummit.org

October 29, 2021
VIEW ORIGINAL DECLARATION

WE, THE PHYSICIANS OF THE WORLD, united and loyal to the Hippocratic
Oath, recognizing the imminent threat to humanity brought forth by current
Covid-19 policies, are compelled to declare the following:

WHEREAS, after 20 months of research, millions of patients treated, hundreds
of clinical trials performed and scientific data shared, we have demonstrated and
documented our success and understanding in combating COVID-19;

WHEREAS, in considering the risks vs. benefits of major policy decisions,
thousands of physicians and medical scientists worldwide have reached consensus
on three foundational principles;

NOW THEREFORE, IT IS:

RESOLVED, THAT HEALTHY CHILDREN SHALL NOT BE SUBJECT TO
FORCED VACCINATION (view supporting evidence)

¢ Negligible clinical risks from SARS-CoV-2 infection exist for healthy children
under eighteen.

¢ long term safety of the current COVID vaccines in children cannot be determined
prior to instituting such policies. Without high-powered, reproducible, long term
safety data, risks to the long-term health status of children remain too high to
support use in healthy children.

tps://doctorsandscientistsdeclaration.org
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e Children risk severe, adverse events from receiving the vaccine. Permanent
physical damage to the brain, heart, immune and reproductive system associated
with SARS-CoV-2 spike protein-based genetic vaccines has been demonstrated in
children.

e Healthy, unvaccinated children are critical to achieving herd immunity. Natural
immunity is proven to tolerate infection, benefiting community protection while
there is insufficient data to assess whether Covid vaccines assist herd immunity.

RESOLVED, THAT NATURALLY IMMUNE PERSONS RECOVERED FROM
SARS-CoV-2 SHALL NOT BE SUBJECT TO ANY RESTRICTIONS OR VACCINE
MANDATES (view supporting evidence)

e Natural immunity is the most protective, and longest-lasting solution against the
development of COVID-19 disease and its more serious outcomes.

e Naturally immune persons are at the lowest risk of transmission, thus should not
be subject to travel, professional, medical or social restrictions.

¢ Natural immunity provides the best source of herd immunity, a condition
necessary for eradicating the Covid virus.

RESOLVED, THAT ALL HEALTH AGENCIES AND INSTITUTIONS SHALL
CEASE INTERFERING WITH PHYSICIANS TREATING INDIVIDUAL PATIENTS
(view supporting evidence)

e Early intervention with numerous, available agents has proven to be safe and
effective, and has saved hundreds of thousands of lives.

¢ No medicine already given regulatory approval shall be restricted from “off-label”
use, particularly during this global humanitarian crisis caused by a rapidly
mutating virus, which requires quick to adopt treatment strategies.

e Health agencies shall be prohibited from interfering with physicians prescribing
evidence-based treatments they deem necessary, and insurance companies must
cease blocking payments for life-saving medicine prescribed by doctors.

RECOMMENDED LEGISLATIVE OR EXECUTIVE ACTION:

We believe that violating any of these three principles unnecessarily and directly
risks death to our citizens. We hereby recommend the leaders of states, provinces
and nations legislate or take executive action to prohibit the three practices

described above.

IN WITNESS WHEREOF, the undersigned has signed this Declaration.

tps://doctorsandscientistsdeclaration.org 2/
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Sign the Declaration Il
"+" indicates required fields
Prefix *

Dr. v

First Name *

Last Name *

Country *

United States v

Signing as a *

Physician v

Organization or Affiliation (may be self) *

0 of 50 max characters

Professional profile page or website *

0 of 50 max characters

Email *

Consent *

(J I agree to the privacy policy.

Please read the statement before signing. By submitting this form, you agree that your submitted
information will be stored and displayed on the website. The only publicly displayed personal
information will be name, country, and organization/affiliation information (if included). All other
transmitted personal data are protected and will not be passed on. Removal requests from the email
used to sign will be completed within 30 days.

tps://doctorsandscientistsdeclaration.org
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Sign

Co-Signers

Physicians and Medical Scientists

Dr. Ira Bernstein, co-founder, Canadian Covid Care Alliance; lecturer, Dept. of
Family and Community Medicine, University of Toronto

Dr. Paul E. Alexander, clinical epidemiologist, former WHO-PAHO and US
HHS consultant/senior Covid Pandemic advisor

tps://doctorsandscientistsdeclaration.org
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Dr. Pierre Kory, critical care and pulmonary medicine specialist, former Chief of
Critical Care Service and Medical Director of Trauma and Life Support Center at
University of Wisconsin

Dr. Héctor Carvallo, former professor of Internal Medicine, Universidad de
Buenos Aires, former Director Ezeiza Hospital, Buenos Aires, Argentina

Dr. Mobeen Syed, physician, computer scientist, CEO of DrBeen Corp (US),
clinical consultant (Pakistan)

Dr. Paul E. Marik, professor of medicine and Chief of Pulmonary and Critical
Care Medicine, Eastern Virginia Medical School

tps://doctorsandscientistsdeclaration.org 5/
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Dr. Flavio Cadegiani, endocrinologist & visiting professor, faculty of Floriano
(FAESF); ad hoc consultant, Brazilian Health Regulatory Agency (Anvisa);
consultant for National Commission for Incorporation of New Technologies,
Devices and Drugs, Brazil

Dr. Marc G. Wathelet, molecular biologist, innate immunology and coronavirus
expert, consultant, Belgium

Dr. Tess Lawrie, Director, The Evidence-Based Medicine Consultancy Ltd;
founder, British Ivermectin Recommendation Development; CEO of non-profit
Ebmcsquared CiC

tps: ienti ion.org
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Dr. Eivind H. Vinjevoll, senior consultant of anesthesiology and intensive care
medicine, chief medical advisor of emergency medicine, Volda, Norway

Dr. Heather Gessling, family medicine doctor in Columbia, Missouri

Dr. Mark McDonald, double board-certified child and adolescent psychiatrist,
Los Angeles, California

tps:// ienti ion.org 71
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Dr. Olufemi Emmanuel Babalola, professor of ophthalmology, IP HOD
Surgery, Bingham University, Jos/Karu, Nigeria

Dr. Richard Urso, scientist, sole inventor of an FDA-approved wound healing
drug, former Chief of Orbital Oncology at MD Anderson Cancer Center

Dr. John Littell, family physician, with practices in Kissimmee and Ocala,
Florida

Dr. Ryan Cole, board-certified pathologist, CEO of Cole Diagnostics, Boise,
Idaho

tps://doctorsandscientistsdeclaration.org 8/
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Dr. Brian Tyson, family medicine doctor, Urgent Care Covid Clinic, Imperial
Valley, California

Prof. Andrea G. Stramezzi, Italy

Dr. Zsuszanna Rago, specialist in coronavirus, primary care; IVERCOV project
leader, University of Debrecen, Hungary

tps: ienti ion.org
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Dr. Robert W. Malone, gene therapy, bio-defense, vaccines and immunology;
discoverer of in-vitro and in-vivo RNA transfection and architect of mRNA vaccine
platform

Dr. Wong Ang Peng, Malaysian Alliance for Effective Covid Control (MAECC)

tps://doctorsandscientistsdeclaration.org
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Dr. Peter McCullough, clinical cardiologist, preventive cardiology and
advanced lipidology, former vice chief of internal medicine at Baylor University
Medical Center

Dr. Jose Iglesias, associate professor, Hackensack Meridian School of Medicine
at Seton Hall

Dr. Geert Vanden Bossche, virology, vaccine R&D, former Sr Ebola Program
Manager, Global Alliance for Vaccines & Immunization (GAVI), former Head of
Vaccine Development Office, German Center for Infection Research

tps://doctorsandscientistsdeclaration.org
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Dr. Li-Meng Yan, independent virologist, former researcher, Hong Kong
University

Dr. Yoav Yehezkelli, lecturer, Tel Aviv University; former director of research
and primary care medicine, Meuhedet Health Services; co-founder of Israeli
epidemic management team

Dr. Catherine L. Lawson, research professor, Institute for Quantitative
Biomedicine, Rutgers University, Piscataway, New Jersey

Dr. Barton Lane, emeritus professor of diagnostic radiology, Stanford
University Medical Center, Palo Alto, California

Dr. Domingo Luis Caceres Ortiz, family medicine specialist, president of the
Medical Foundation of the College of Surgeons of Puerto Rico

Dr. Grace Lu-Yao, professor and vice-chair, Department of Medical Oncology,
Thomas Jefferson University, Philadelphia, Pennsylvania

Dr. Claudio Saliba de Avelar, medical coordinator, Espaco Mulher, Pardini
Institute, Belo Horizonte, Brazil

Dr. Claudia Chaufan, professor, Health Policy and Global Health, York
University, Toronto

Dr. Gregory Dembo, director of Transplant Anesthesia, University of
Washington Medical Center, Seattle, Washington

Dr. Paul Carter, orthopedic surgeon, Los Angeles County-USC Medical Center,
California
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Dr. Panayiotis A. Ellinas, family medicine, former US Army Lt Colonel and
Army Surgeon General Subject Matter Expert in preventive medicine

Dr. Mark Dunphy, nuclear medicine physician, Memorial Sloan Kettering
Cancer Center, New York, New York

Dr. Brian J. Koos, maternal and fetal medicine, UCLA Medical Center, Los
Angeles, California

Dr. Vladimir Algarin, general practitioner, Carolina, Puerto Rico
Dr. Sandra Bezares, internal medicine specialist, Caguas, Puerto Rico

Dr. Alberto Pupi, professor of clinical pathophysiology, University of Florence
Medical College, Italy

Dr. Thomas A. Johnson, internal medicine, Ascension Medical Group,
Brookfield, Wisconsin

Dr. Orest Stecyk, family medicine, UH Cleveland Medical Center, Cleveland,
Ohio

Dr. Peter Parry, associate professor, child & adolescent psychiatry, The
University of Queensland, Brisbane, Australia

Dr. Giovanni Frajese, endocrinology and cancer research; associate professor,
Applied Medical Technical Sciences, University of Rome “Foro Italico”, Rome,

Ttaly

Dr. Eric Wargotz, Clinical Professor of Pathology & Laboratory Medicine, the
George Washington University School of Medicine, Washington, DC

Dr. Phillip Sirota, Veterans Affairs Health Care System, Phoenix, Arizona
Dr. Donald W. Miller, retired Professor Emeritus of Surgery, former Chief of
Division of Cardiothoracic Surgery, University of Washington School of Medicine,

Seattle, Washington

Dr. Xiaoxu Lin, former microbiologist, Walter Reed Army Institute of Research,
Viral Diseases Branch, former in-theater infectious diseases surveillance lab head,

tps://doctorsandscientistsdeclaration.org
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US Army

Dr. R. Duane Cook, thoracic and cardiovascular surgeon, University of Florida
Health

Dr. Sylvia Monserrate Nunez Fidalgo, general practitioner, San Juan, Puerto
Rico

Dr. Ming Chu Wang, Department of Anesthesia, National Taiwan University
Hospital, Taipei, Taiwan

Dr. Ondrej Halgas, biomedical researcher, University of Toronto, Canada

Dr. Mark Kreimer, board certified emergency medicine physician, Brooklyn,
New York

Dr. Ram Duriseti, clinical associate professor, Stanford University Division of
Emergency Medicine, Palo Alto, California

Dr. Kraig Lage, diagnostic radiology, University Of Missouri HealthCare,
Columbia, Missouri

Dr. Annie L. Emmick, board certified pediatric specialist, Northwestern
Medicine, Illinois

Dr. Mario Beauregard, neuroscientist, Department of Psychology, University of
Arizona

Dr. Brent Stewart, Emeritus Professor, Diagnostic Physics, University of
Washington School of Medicine, Seattle, Washington

Dr. Andrei N. Tchernitchin, director of Laboratory of Experimental
Endocrinology and Environmental Pathology ICBM, Faculty of Medicine,
University of Chile

Dr Simon J Thornley, public health physician, lecturer and researcher in
epidemiology and biostatistics, University of Auckland, New Zealand

Dr. Spiro P. Pantazatos, Assistant Professor of Clinical Neurobiology
(Psychiatry) at Columbia University, research scientist at New York State
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Psychiatric Institute

Dr. Marialuisa Partisani, deputy head, general medicine, HIV infection care
center, Hopitaux Universitaires de Strasbourg, France

Professor Fernando Nobre, Médical School University of Lisbon; founder and
President of AMI (International Medical Assistance Foundation); recipient of the
Légion d'Honneur

Dr. Allesandro Santin, professor of obstetrics, gynecology, and reproductive
sciences, Yale School of Medicine; Disease Aligned Research team leader, Yale
Cancer Center

Dr. James Geiger, surgical critical care and pediatric surgery, University of
Michigan Health System; Director of Pediatric Trauma and Associate Director for
Surgical Services, Pediatric Intensive Care Unit at St. Vincent Medical Center

Dr. Marie Kuffner, former professor of clinical anesthesiology and former chief

of staff, UCLA Medical Center; past president of the California Medical Association

And thousands more physicians, medical scientists and researchers from around
the globe.

Global Covid Summit

tps://doctorsandscientistsdeclaration.org
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