Exhibit 336

Horowitz: Confidential Pfizer document shows the
company observed 1.6 million adverse events covering
nearly every organ system

https://www.conservativereview.com/horowitz-confidential-pfizer-document-shows-the-company-
observed-1-6-million-adverse-events-covering-nearly-every-organ-system-2661316948.html

Periodic Safety Update Report #3 for COVID 19 mRNA
vaccine (nucleoside modified) (BNT162b2)

396 pages

https://tkp.at/wp-content/uploads/2023/03/3.PSUR-1.pdf




June 14, 2023
Horowitz: Confidential Pfizer

document shows the company
observed 1.6 million adverse
events covering nearly every
organ system

Daniel Horowitz

Over 10,000 categories of nearly 1.6 million adverse events — many of them serious and

debilitating — brought to you by Pfizer!

You might not have heard it in the news, but in recent months, Pfizer’s pharmacovigilance
documents requested by the European Union’s drug regulator, the European Medicines
Agency, have been released. They show that Pfizer knew about a sickening level of injury
early on. An August 2022 document shows that the company already had observed the

following scope of vaccine injury:

508,351 individual case reports of adverse events containing 1,597,673 events;
One-third of the AEs were classified as serious, well above the standard for safety
signals usually pegged at 15%;

Women reported AEs at three times the rate of men;

60% of cases were reported with either “outcome unknown” or “not recovered,” so

many of the injuries were not transient;



Highest number of cases occurred in the 31-50 year age group, and 92% did not have any
comorbidities, which makes it very likely it was the vaccine causing such widespread,

sudden injury.

These numbers alone suggest that all COVID shots should be defunded and Congress
must immediately remove liability protections from the manufacturers. But a more recent
document released by the Europeans is even more devastating, because it breaks down
the 1.6 million adverse events observed by Pfizer by category and subcategory of ailment

and injury.

The 393-page confidential Pfizer document, dated Aug. 19, 2022, shows that Pfizer
observed over 10,000 categories of diagnosis, many of them very severe and very rare.

For example:

. Pfizer was aware of 73,542 cases of 264 categories of vascular disorders from the
shots. Many of them are rare conditions.

- There were hundreds of categories of nervous system disorders, totaling 696,508
cases.

«  There were 61,518 AEs from well over 100 categories of eye disorders, which is
unusual for a vaccine injury.

. Likewise, there were over 47,000 ear disorders, including almost 16,000 cases of
tinnitus, which even Mayo Clinic researchers observed as a common but often
devastating side effect early on.

«  There were roughly 225,000 cases of skin and tissue disorders.

«  There were roughly 190,000 cases of respiratory disorders.

. Disturbingly, there were over 178,000 cases of reproductive or breast disorders,
including disorders you wouldn’t expect, such as 506 cases of erectile dysfunction
in men.

«  Very disturbingly, there were over 77,000 psychiatric disorders observed following
the shots, lending credence to Dr. Peter McCullough’s research observing case

studies showing psychosis correlating with vaccination.



« 3,711 cases of tumors — benign and malignant
«  Of course, there were almost 127,000 cardiac disorders, running the gamut of about
270 categories of heart damage, including many rare disorders, in addition to
myocarditis.
. There were over 100,000 blood and lymphatic disorders, for both of which there’s a
wealth of literature linking them to the spike protein.
When reading what Pfizer knew early on juxtaposed to independent studies, it’s clear that
nobody could have mistaken most of these AEs for mere incidental ailments. Here is a list
of 3,129 case studies chronicling vaccine injury in every organ system observed in this

Pfizer document.

What is so jarring is that there are hundreds of very rare neurological disorders that reflect
something so systemically wrong with the shots, a reality that was clearly of no concern to
the manufacturers and regulators alike. One of the infamous cases of vaccine injury was
Maddie de Garay, an Ohio teen who became disabled for life immediately after
participating in the Pfizer clinical trial. Her story is chronicled in chapter 16 of my book. |
checked this confidential document and found that they knew of 68 cases of her rare

diagnosis, chronic inflammatory demyelinating polyneuropathy.
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The broad scope of injuries affecting every single organ system is simply extraordinary. Yet
to this day, the FDA continues to criminally label the Pfizer shot as safe and effective. To
this day, the label indicates the shot is a fully protective vaccine and also fails to mention all

of these side effects, as required by law.

Recently, Peter Doshi, editor of the British Medical Journal, wrote a letter to the FDA
requesting that the agency update its labeling to reflect the reality of what we’ve learned
about the shots. Specifically, he asked that they include the following side effects on the
label: multisystem inflammatory syndrome in children, pulmonary embolism, sudden
cardiac death, neuropathic and autonomic disorders, decreased sperm concentration,
heavy menstrual bleeding, and detection of vaccine mRNA in breast milk. The causal
relationship of all these AEs to the vaccine is backed by substantial research, surveys, and

adverse event reporting systems.



Unfortunately, the FDA denied the causal relationship between any of these side effects
and the COVID shots. Even with regard to the request that officials clarify on the label that
the shots don’t stop transmission, the FDA replied, “We are not convinced that there is any

widespread misconception about this.”

“Product labeling should be informative and accurate, not promotional. The law requires it,
and following the law shouldn’t be optional,” bemoaned Doshi and the other authors in a

piece at TheHill.com.

The question is whether Republicans in the House will force the FDA to comply with the
law by using the leverage of the appropriations bills for the FDA and HHS. So far, there has
been no reckoning for their false marketing and the devastating human toll it has cost. Oh,

and that is just the short-term human toll.
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PERIODIC SAFETY UPDATE REPORT #3
for
ACTIVE SUBSTANCE: COVID 19 mRNA vaccine (nucleoside modified) (BNT162b2)!

ATC CODE: J07BX03?

AUTHORISATION PROCEDURE in the EU; Centralised
INTERNATIONAL BIRTH DATE (IBD)*: 19 DECEMBER 2020
EUROPEAN UNION REFERENCE DATE (EURD): 19 DECEMBER 2020
INTERVAL COVERED BY THIS REPORT:

19 DECEMBER 2021 through 18 JUNE 2022

DATE OF THIS REPORT: 18 AUGUST 2022

NAME AND CONTACT DETAILS OF THE QPPV:

telephone:
fax n .
email:

telephone: [N

fax number:
email:

EU Qualified Person
Barbara De Bemnardi, MD

EU Qualified Person Deputy

Marketing Authorisation Holder:
BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz

Germany

Please note that this report may contain unblinded clinical trial information.

The information contained in this document is proprietary and confidential. Any disclosure, reproduction, distribution, or
other dissemination of this information outside of Pfizer and BioNTech, 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 (except where required by applicable law), nor to use it
for unauthorized purposes.

! Change of the name of the active substance from COVID-19 mRNA Vaccine (nucleoside modified) to
Tozinameran in EU (EMEA/H/C/005735/X/0044/G).

2 Implementation as new ATC code starting from 01 January 2022,

3 Earliest conditional approval date,
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EXECUTIVE SUMMARY

This is the 3™ Periodic Safety Update Report (PSUR) for COVID-19 mRNA vaccine
(nucleoside modified) (Coronavirus disease 2019 [COVID-19] mRNA Vaccine,
COMIRNATY?®, also referred to as BNT162b2)*, covering the reporting interval

19 December 2021 through 18 June 2022.

A product description is provided in Table 1.

Table 1. Product Description®

Therapeutic The active substance of the COVID-19 mRNA vaccine is a highly purified single-
clasy stranded, 5’-capped mRNA produced using a cell-free in vitro transcription from the
corresponding DNA template, encoding the viral spike (S) protein of SARS-CoV-2.

Mechsanism of The nucleoside-modified mRNA is formulated in LNPs, which enable delivery of the
action RNA into host cells to allow expression of the SARS-CoV-2 S antigen. The vaccine
¢licits both neutralising antibody and cellular immune responses to the spike (S)
antigen, which may contribute to protection against COVID-19.

Indications Active immunisation to prevent COVID-19 caused by SARS-CoV-2 virus, in
individuals 5 years of age and older.

Formulation and | The vaccine is a white to off-white frozen solution, is administered intramuscularly in

route of the deltoid muscle and is available in 3 presentations.
administration
Purple cap (for 12 years of | Grey cap (for 12 years of Orange cap (for age 5
age and older) age and older) vears to <12 years)
Concentrate for dispersion Dispersion for injection | Concentrate for dispersion
for injection for injection
30 micrograms/dose 30 micrograms/dose 10 micrograms/dose
Requires dilution Do not dilute Requires dilution
PBS/Sucrose presentation Tris/Sucrose presentation | Tris/Sucrose presentation
Posology Individuals aged 12 years and older

The 2 formulations (purple cap and grey cap) are administered as 30 pg/dose as a
primary series of 2 doses (0.3 mL each) at greater than or equal to 21 days (preferably 3
weeks) apart. A booster dose (third dose) may be administered approximately 6 months
after the second dose in individuals 16 years of age and older.

Individuals aged 5 through 11 vears
The Tris/Sucrose formulation (orange cap) is administered after dilution as a primary

series of 2 doses (0.2 mL) at greater than or equal to 21 days (preferably 3 weeks) apart.
A booster dose may be administered at least 6 months after the second dose.

a. As per information reported in the Core Data Sheet version 13.0 dated 10 May 2022, in effect at the end of the
reporting period. Since 17 June 2022, BNT162b2 is approved in individuals 6 months of age and older, as the paediatric
Tris/Sucrose presentation - maroon cap was approved in the United States. Please refer below for details on this new
formulation.

Abbreviations: COVID-19 = coronavirus disease 2019; DNA = deoxyribonucleic acid;, LNP = lipid nanoparticle; mRNA
= messenger ribonucleic acid; PBS = phosphate buffered saline; RNA = ribonucleic acid; S = spike; SARS-CoV-2 =
severe acute respiratory syndrome coronavirys 2,

4 Also referred to as Pfizer-BioNTech COVID-19 vaccine in other Company’s documents.

CONFIDENTIAL
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On 17 June 2022, an additional formulation was approved first in the United States (US): the
paediatric Tris/Sucrose presentation - maroon cap (3 micrograms/dose) for individuals aged
between 6 months and 4 years. This is a concentrate for dispersion for injection, to be
administered after dilution intramuscularly in the anterolateral aspect of the thigh (or in the
deltoid muscle in individuals 1 year of age and older) as a primary series of 3 doses (0.2 mL).
The initial 2 doses are administered 3 weeks apart followed by a third dose administered at
least 8 weeks after the second dose.

Cumulatively, it is estimated that 66,656° participants have received BNT162b2 in sponsor
initiated clinical trials worldwide, with 59,260 participants exposed to BNT162b2, 1836
participants exposed to clinical candidates developed as variant vaccines based on BNT162b2
(BNT162b2 [B.1.351], BNT162b2 [B.1.1.7 + B.1.617.2], BNT162b2 [B.1.617.2] and
BNT162b2 [B.1.1.7]) and 633 participants exposed to other early development candidates
(including BNT162al [30], BNT162b1 [411] to, BNT162b3 and BNT162¢2 [96 participants
each]). There were 7044 participants exposed to blinded therapy and 5871 to placebo.

There were 372 participants who received BNT162b2 as a study vaccine or as a comparator
in another Pfizer clinical development program (B747).

From the receipt of the first temporary authorisation for emergency supply on

01 December 2020° through 18 June 2022, approximately 3,555,998,805 doses of BNT162b2
were shipped from BioNTech and Pfizer worldwide, corresponding to 2,693,922,584
estimated administered doses.

During the current reporting interval (19 December 2021 through 18 June 2022),
approximately 1,115,282,160 doses of BNT162b2 were shipped from BioNTech and Pfizer
worldwide, corresponding to 843,724,061 estimated administered doses.”

Overall, through 18 June 2022, a total of 143,844,450 adult Tris/Sucrose doses and a total of
229,269,400 paediatric Tris/Sucrose doses were shipped worldwide.

Additionally, as per data provided by license partner (LP) in Hong Kong, Macau, and
Taiwan, 27,314,884 doses of BNT162b2 were administered cumulatively through 21 June
2022 and 12,126,713 dose were administered from 19 December 2021 through 21 June 2022.

3 Participants to more than one clinical trial (e.g., extension study) are counted once when receiving the
same treatment in the parent study.

¢ BNT162b2 received first temporary authorisation for emergency supply under Regulation 174 in the UK
on this date.

7 License Partner data are not included in the reported amount,

CONFIDENTIAL
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Details about BNT 162b2 marketing authorisation by type of formulation, and population
include:

¢ The PBS/Sucrose 30 pg formulation for individuals aged 16 years and older has
received approvals in 103 countries® including full (5), conditional (49), emergency use
authorisation (EUA) and other type of approvals (52).

¢ The PBS/Sucrose 30 pg formulation for individuals aged between 12 and 15 years has
received approvals in 81 countries® including full (2), conditional (46), EUA and other
type of approvals (34).

¢ The Tris/Sucrose 30 pg formulation for individuals aged 12 years and older has
received approvals in 73 countries'® including full (3), conditional (44), EUA and other
type of approvals (28).

¢ The Tris/Sucrose 10 pg formulation for individuals aged between S and 11 years has
received approvals in 79 countries® including full (2), conditional (43), EUA and other
type of approvals (35).

e The Tris/Sucrose 3 pg formulation for individuals aged between 6 months and 4 years
has received EUA approval in the US.

e The booster dose has received approvals in 83 countries'! including full (3), conditional
{46), EUA and other type of approvals (36).

The use of BNT162b2 in individuals aged 12 years and older is under EUA in Hong Kong
and under a special import permit in Macau and Taiwan. In Hong Kong only the
PBS/Sucrose — Purple cap formulation was approved.

The marketing authorisation holders (MAHs) of BNT162b2 are the following: BioNTech (56
countries); Pfizer (40 countries), the local Ministry of Health (MoH) and local Government (3
countries each), the LP Fosun Pharma (2 countries), and the LP Hemas (1 country).

In addition, World Health Organization (WHO) had approved the Emergency Use Listing
(EUL) of BNT162b2.

There were no marketing authorisation withdrawals for safety reasons during the reporting
interval.

8 For this population, both conditional and EUA approvals were granted in the United Kingdom (UK), full
and EUA approvals in Singapore and the US.

? Both conditional and EUA approvals for this population were granted in the UK.

19 For this population, both conditional and EUA approvals were granted in the UK, full and EUA
approvals in the US.

U For this population, both conditional and EUA approvals were granted in the UK, full and EUA
approvals in Singapore,

CONFIDENTIAL
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During the reporting period, no actions have been taken with respect to BNT162b2 for safety
reasons, either by a Health Authority (HA) or by the MAH. Although not considered by
definition a regulatory action taken for safety reasons because it does not significantly impact
the benefit risk balance of use of the product in authorised populations, due to the receipt of
spontaneous reports of Guillain-Barré syndrome (GBS) after vaccination with mRNA
COVID-19 vaccines including BNT162b2, Pharmaceuticals and Medical Devices Agency
(PMDA) in Japan has required class changes to include GBS in the important precautions
section of the Japan package insert'? and inclusion of GBS as an important potential risk in
the Japan Risk Management Plan (RMP)'3. It should be noted that based on PMDA
assessment, the frequency of reported cases of GBS was not significantly higher than the
background incidence in any gender or age group and a mechanism is not known.

The reference safety information (RSI) for this PSUR is the COVID 19 mRNA vaccine Core
Data Sheet (CDS) version 13.0 dated 10 May 2022, in effect at the end of the reporting
period.

Four {4) previous CDS versions {version 9.0 dated 02 December 2021'%, version 10.0 dated
21 December 2021, version 11.0 dated 14 January 2022 and version 12.0 dated 23 March
2022'%) were also in effect during the reporting period.

Safety-related changes included updates of the following sections: 4.2 Posology and method
of administration (CDS version 13.0), 4.8 Undesirable effects (CDS versions 10.0, 11.0 and
13.0), 5.1 Pharmacodynamic properties (CDS versions 10.0 and 11.0), Appendix A,
Appendix B (CDS version 10.0).

During the reporting period, the following signals were addressed:

¢ Signals determined not to be risks: Appendicitis, Hemolytic anemia, Uveitis,
Exacerbation and/or flare of underlying autoimmune disease or inflammatory disorders,
Capillary leak syndrome (CLS), Corneal graft rejection, Vasculitis, Cerebral venous
sinus thrombosis (CVST), Lymphocytic colitis, Chronic urticaria, Polymyalgia
rheumatica (PMR), Subacute thyroiditis (SAT), Cerebrovascular accident
{(CV A)/stroke, Amenorrhea, Heavy menstrual bleeding, Loss of/altered taste and smell.

¢ Signal determined to be an identified risk (not important): Irritability.

12 The Japan package insert was updated by the MAH during the current reporting period, on 10 June
2022,

13 Guillain-Barré syndrome was added as important potential risk to the safety concerns in the Japan RMP
after Data Lock Point (DLP} of this PSUR, on 22 June 2022.

14 This version of the CDS did not include any safety-related changes.

CONFIDENTIAL
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e Signal determined to be an important identified risk: Myocarditis and pericarditis'®.

¢ Ongoing signal: Hearing loss.

Commitments to be addressed in this PSUR were received from European Medicines Agency
(EMA), World Health Organization (WHO) and Health Canada. The Pharmacovigilance Risk
Assessment Committee (PRAC) requests were included in the Assessment Reports (ARs) of
the Summary Safety Reports (SSRs), in the Final AR of PSUR #2 and in signals’ AR. The
WHO requests were included in the EUL Procedure. Topics covered in these commitments
are summarised in the table below.

HA

Commitment(s)

PRAC

Closely monitoring multisystem inflammatory syndrome in children and in adults (MIS-C/A)
and reporting of new cases of MIS.

Observed vs Expected (O/E) analyses using at least no risk window, 14-day risk window and
21-day risk window and sensitivity O/E analyses which include the processed cases plus the
backlog cases.

Assessment of the used study methods in not (yet) peer-reviewed retrieved relevant literature
to determine if the study results are valid or not.

More effort in presenting/evaluating the cases considered to be confounded and present the risk
factors for developing the respective conditions.

Use of follow-up questionnaires anaphylaxis and vaccine associated enhanced disease/vaccine
associated enhanced respiratory disease (VAED/VAERD).

Presentation of all relevant literature concerning the safety of Comirnaty (also besides the
database Medline and Embase) during the reporting period.

Safety evaluation of sudden sensorinenral hearing loss, tinnitus, glomemlonephritis and
nephrotic syndrome, autoimmune hepatitis, dizziness, acquired haemophilia, IgA nephropathy.

Continue to report on the number of processed cases downloaded from EudraVigilance.

Estimate of the exposure of “third doses” in European economic area (EEA) countries, per
country and by age group.

Handling and dosing errors ag result of different BNT162b2 formulations on the market.

WHO

Prepmancy outcome in clinical trials.

Data on low- and middle-income countries (LMICs) populations with HIV, malnutrition and
tuberculosis and other infectious diseases.

Health
Canada

Review on the new variant “Omicron™ and other variants.

Safety evaluation of tinnitus and hearing loss,

According to the European Risk Management Plan (EU-RMP) version 4.0 adopted on 26
November 2021, in effect at the beginning of the reporting period, safety concerns for
BNT162b2 are:

¢ Important identified risks: Anaphylaxis; Myocarditis and Pericarditis

¢ Important potential risk: Vaccine-associated enhanced disease (VAED) including
Vaccine-associated enhanced respiratory disease (VAERD)

s Missing information: Use in pregnancy and while breast feeding; Use in
immunocompromised patients; Use in frail patients with co-morbidities (eg, chronic

15 This refers to the company core list of safety concerns. Myocarditis and pericarditis were already
important identified risks in the EU-RMP, US-PVP and many country-level RMP addendums.
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obstructive pulmonary disease [COPD], diabetes, chronic neurological disease,
cardiovascular disorders); Use in patients with autoimmune or inflammatory disorders;

Interaction with other vaccines; Long term safety data.

A summary of the EU-RMP versions and associated procedures, submitted during the
reporting period and immediately after the PSUR DLP, are summarised in the table below.
Version number of the EU-RMPs was agreed with EMA.

Procedure description

Procedure number

Submitted
EU-RMP

Approval date

Reporting period

Consolidation of RMPs version
2.6 and 4.0.

EMEA/H/C/005735/T1/0087
and
EMEA/H/C/005735/X/0077

Version 5.0,
submitted on 10
March 2022

10 March 2022

After the PSUR DLP

Line extension for
COMIRNATY® 3 pg
Concentrate for dispersion for
injection for infants and children
between 6 months to 4 years of
age.

Remaval of the important
identified risk of anaphylaxis from
the list of safety concerns in
accordance with CHMP
recomumendation received on 10
March 2022 with the positive
opinion for the Type II Variation
87 (EMEA/H/C/005735/11/0087).

EMEA/H/C/005735/X/0138

Version 5.1,
submitted on 08
July 2022

Ongoing
procedure with
pending
approval.,

Varation 0140- To support the
extension of the indication to >12
years of age to receive an
additional booster (fourth) dose of
bivalent Omicron{BA.1)
modified vaccine.

EMEA/H/C/005735/11/0140

Version 6.0,
submitted on 19
July 2022

Ongoing
procedure, with
pending
assessment.

To support the extension of the
indication to introduce a first or
second booster dose of a bivalent
Omicron variant-modified
vaccine, (BNT162b2 15 pg +
BNT162b2 OMI BA 4/5 15 pg,
total 30 pg), given >3 months
afier the primary series or

>4 months after the third dose in
individuals 212 years of age.

EMEA/H/C/005735/11/0143

Version 7.0,
submitted on 15
August 2022

Ongoing
procedure, with
pending
assessment.

In line with the above-mentioned update to the list of safety concerns in the EU-RMP v. 5.1,
the MAH proposes to remove the important identified risk of anaphylaxis from the list of
safety concerns for the next PSUR reporting period, because anaphylaxis is a known risk of
vaccines that is understood by healthcare professionals who administer vaccines and patients
and does not considerably impact the benefit/risk profile of the vaccine. Product labeling and
standards of medical care during the vaccination procedure provide adequate risk mitigation,
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After the DLP, an updated CDS {(version 14.0) was made effective on 26 July 2022:

to extend the indication to individuals 6 months of age and older in section 4.1
Therapeutic indications;

to add the posology and method of administration for the Tris/Sucrose presentation 3
micrograms/dose in section 4.2 Posology and method of administration;

to add a statement regarding the reporting rates of myocarditis and pericarditis after
primary series and booster doses, based on accumulating data, in section 4.4 Special
warnings and precautions for use;

to add clinical data after 3 doses for children 2 through 4 years of age and for children
6 through 23 months of age, irritability and injection site tenderness as adverse drug
reactions (ADRs), and myocarditis and pericarditis as ADRs post-authorisation
experience in section 4.8 Undesirable effects;

to add efficacy and immunogenicity data in individuals 6 months through 5 years of
age in section 5.1 Pharmacodynamic properties;

to add myocarditis and pericarditis as ADRs in Appendices A and B.

Risks have been evaluated in the context of the benefits of the vaccine. Based on the
available safety and efficacy/effectiveness data from the reporting interval for BNT162b2, the
overall benefit-risk profile of BNT162b2 remains favourable. No further changes to the
BNT162b2 RSI or additional risk minimisation activities are warranted in addition to those
above mentioned.
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LIST OF ABBREVIATIONS
Abbreviation Term
ACIP Advisory Committee on Immunization Practices
ADEM acute disseminated encephalomyelitis
ADR adverse drug reaction
AE adverse event
AERP adverse event reporting proportion
AESI adverse event of special interest
AIHI autoimmune haemolytic anaemia
ALC-0315 (4-hydroxybutyl)azanediyl)bis(hexane-6, 1 -diyl)bis(2-hexyldecanoate)
ALC-0159 2-[(polyethylene glycol)-2000]-N,N-ditetradecylacetamide
AR assessment report
ARDS acute respiratory distress syndrome
AT Austria
ATC anatomical therapeutic chemical
BC Brighton Collaboration
BE Belgium
BG Bulgaria
BLA biologics license application
BMI body mass index
BoH Board of Health
BT blinded therapy
CDC Centres for Disease Control and Prevention
CDS core data sheet
CHMP Committee for Medicinal Products for Human Use
CI confidence interval
CLS capillary leak syndrome
CMI Charlson comorbidity index
COPD chronic obstructive pulmonary discase
COVAX COVID-19 Vaccines Global Access
COVID-19 coronavirus disease 2019
COVID-19 Spikevax COVID-19 Moderna vaccine
vaccine mRNA
(mRNA 1273)
CRP C-reactive protein
CSR clinical study report
CT clinical trial
CVA cerebrovascular accident
CVST cerebral venous sinus thrombosis
CY Cyprus
CZ Czechia
DE Germany
DK Denmark
DLP data lock point
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Abbreviation Term
DNA deoxyribonucleic acid
DSpPC 1,2-Distearoyl-sn-glycero-3-phosphocholine
EC European Commission
ECDC European Centre for Disease Prevention and Control
ECG electrocardiogram
ECMO extracorporeal membrane oxygenation
eCTD electronic common technical document
EE Estonia
EEA European economic area
EL Greece
EMA European Medicines Agency
EPITT Buropean pharmacovigilance issues tracking tool
ER estrogen receptor
ES Spain
ESR erythrocyte sedimentation rate
EU European Union
EUA emergency use authorization
EUL emergency use listing
EURD European Union reference dates
F female
FDA Food and Drug Administration
FFRNT fluorescent focus reduction neutralization test
FI Finland
FR France
GBS Guillain-Barre syndrome
GI gastrointestinal
GMC geometric mean concentration
GMFR geometric mean fold rise
GMR geometric mean ratio
GMT geometric mean titers
GVP Good pharmacovigilance practices
HA Health Authority
HCP healthcare professional
HBV hepatitis B virus
HCV hepatitis C virus
HER human epidermal growth factor receptor
HIV human immunodeficiency virus
HLGT high level group term
HLT high level term
HMB heavy menstrual bleeding
HPV human papilloma virus
HR Croatia
HU Hungary
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Abbreviation Term
IBD International Birth Date
IC immunocompromising condition
ICH Intemnational Council for Harmonisation; intracerebral haecmorrhage
ICU Intensive care unit
IE Ireland
Ig immunoglobulin
INR international normalised ratio
IR incident rate
IS Iceland
IT Italy
I\ intravenous
INJ Johnson & Johnson
JST Japan Standard Time
LI Liechtenstein
LLOQ lower limit of quantitation
LLT lower level term
LMIC low- and middle-income country
LNP lipid nanoparticles
LOE lack of efficacy
LP license partner
LT Lithuania
LU Luxembourg
LV Latvia
M male
MAA marketing authorisation application
MAH marketing authorisation holder
MC medically confirmed
ME myalgic encephalomyelitis
MedDRA Medical Dictionary for Regulatory Activities
MERS-CoV middle East respiratory syndrome coronavirus
MHRA Medicines and Healthcare products Regulatory Agency
MIS multisystem inflammatory syndrome
MIS-A multisystem inflammatory syndrome in adults
MIS-C multisystem inflammatory syndrome in children
mod modified
MoH ministry of health
mRNA messenger ribonucleic acid
MS multiple sclerosis
MSSR/SMSR summary monthly safety report
MT Malta
N/A not applicable
NAAT nucleic acid amplification test
NCMD National Child Mortality Database
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Abbreviation Term
NEC not elsewhere classified
NHBA Neisserial heparin binding antigen
NL Netherlands
NMC non-medically confirmed
NO Norway
NOS not otherwise specified
NTS0 50% neutralising titer
O/E observed versus expected
OMI Omicron
OMV outer membrane vesicles
OR odds ratio
PASS post-authorisation safety study
PBRER periodic benefit-risk evaluation report
PBS phosphate buffered saline
PC product complaint
PCR polymerase chain reaction
PI product information
PL Poland
PM post-marketing
PMDA Pharmaceuticals and Medical Devices Agency
PMR polymyalgia rheumatica
PBS phosphate buffered saline
PRAC Pharmmacovigilance Risk Assessment Committee
PSUR periodic safety update report
PSUSA periodic safety update report single assessment
PT Preferred Term, Portugal
PVFS post viral fatigue syndrome
PVP pharmacovigilance plan
QPPV qualified person for pharmacovigilance
RMP risk management plan
RO Romania
ROW rest of world
RNA ribonucleic acid
RSI reference safety information
RT-PCR reverse transcription-polymerase chain reaction
RVE relative vaccine efficacy
RWE real world evidence
S spike
SAE serious adverse event
SARS-CoV-2 severe acute respiratory syndrome coronavirus 2
SAT subacute thyroiditis
SBSR summary bimonthly safety report
SCLS systemic capillary leak syndrome
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Abbreviation Term
SE Sweden
SFDA Saudi Food and Drug Authority
SI Slovenia
STV seasonal inactivated influenza vaccine
SK Slovakia
SmPC Summary of Product Characteristics
SMQ standardised MedDRA Query
SOC system organ class
SPEAC Safety Platform for Emergency vACcines
SSNHL sudden sensorineural hearing loss
SSR summary safety report
TGA Therapeutic Goods Administration
TME targeted medical event
Tris tromethamine
U unknown
UK United Kingdom
UMC Uppsala Monitoring Centre
Unk Unknown
Us United States
USG United States Government
VACTERL vertebral defects, anal atresia, cardiac defects, tracheo-esophageal
fistula, renal anomalies, and limb abnormalities
VAED vaccine associated enhanced disease
VAERD vaccine associated enhanced respiratory disease
VAERS Vaccine Adverse Event Reporting System
VE vaccine efficacy
VLP virus-like particle
VOC variant of concern
WHO World Health Organization
CONFIDENTIAL

Page 24

Reporting Period
19 December 2021 through 18 June 2022




090177e19b0ebbeN\Approved\Approved On: 19-Aug-2022 10:22 (GMT)

COVID-19 mRNA vaccine (nucleoside modified) Reporting Period
Periodic Safety Update Report (PSUR) 3 19 December 2021 through 18 June 2022

1. INTRODUCTION

This is the 3" PSUR for the COVID-19 mRNA vaccine (nucleoside modified),
COMIRNATY?®, also referred to as BNT162b2,* covering the reporting interval
19 December 2021 through 18 June 2022.

The format and content of this PSUR is in accordance with the Guideline on GVP Module
VII—Periodic safety update report (EMA/816292/2011 [December 2013]), with ICH
Guideline E2C (R2) Periodic Benefit-Risk Evaluation Report [Step 5, January 2013]),
corePSUR 19 guidance (EMA/362988/2021 [08 July 20217), and Consideration on core
requirements for RMPs of COVID-19 vaccines - coreRMP19 guidance v. 3.0
(EMA/PRAC/73244/2022 [08 February 2022]).

BNT162b2 is highly purified single-stranded, 5’-capped mRNA produced using a cell-free
in vitro transcription from the corresponding DNA templates, encoding the viral S protein of
SARS-CoV-2. The nucleoside-modified mRNA is formulated in LNPs, which enable
delivery of the RNA into host cells to allow expression of the SARS-CoV-2 S antigen. The
vaccine elicits both neutralising antibody and cellular immune responses to the S antigen,
which may contribute to protection against COVID-19.

All the BNT162b2 formulations contain: ALC-0315, ALC-0159, DSPC, cholesterol, sucrose
and water for injections.

The PBS/Sucrose presentation includes additionally potassium chloride, potassium
dihydrogen phosphate, sodium chloride, disodium hydrogen phosphate dihydrate, as
excipients. The Tris/Sucrose presentation includes additionally tromethamine, tromethamine
hydrochloride as excipients.

BNT162b2 is indicated for active immunisation to prevent COVID-19 caused by
SARS-CoV-2 virus, in individuals 5 years of age and older. It is administered intramuscularly
in the deltoid muscle.

For individuals aged 12 years and older, the 2 presentations (PBS/Sucrose and Tris/Sucrose)
are administered as 30 pg/dose intramuscularly as a primary series of 2 doses (0.3 mL each)
at greater than or equal to 21 days (preferably 3 weeks) apart. A booster dose (third dose)
may be administered intramuscularly approximately 6 months after the second dose in
individuals 16 years of age and older.

— PBS/Sucrose presentation — Purple cap: dilute before use.

— Tris/Sucrose presentation — Grey cap: do not dilute before use.
For individuals aged 5 through 11 vears, the Tris/Sucrose presentation — Orange cap - is
administered intramuscularly after dilution as a primary series of 2 doses (0.2 mL) at greater

than or equal to 21 days (preferably 3 weeks) apart. A booster dose may be administered
mtramuscularly at least 6 months after the second dose.

On 17 June 2022, an additional formulation was approved first in the US: the paediatric
Tris/Sucrose presentation - maroon cap (3 micrograms/dose) for individuals aged between 6
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months and 4 years. This is a concentrate for dispersion for injection, to be administered after
dilution intramuscularly in the anterolateral aspect of the thigh (or in the deltoid muscle in
individuals 1 year of age and older) as a primary series of 3 doses (0.2 mL), The initial 2
doses are administered 3 weeks apart followed by a third dose administered at least 8 weeks
after the second dose.

The list of the PSURs prepared for BNT162b2 is presented in Table 2.

Table2. List of PSURs

PSUR Number Reporting Period
1 19 December 2020 through 18 June 2021
2 19 June 2021 through 18 December 2021

Pfizer is responsible for the preparation of the PSUR on behalf of license partners according
to the Pharmacovigilance Agreement(s) in place. Data from respective license partner(s) are
included in the report when applicable.

2. WORLDWIDE MARKETING APPROVAL STATUS

BNT162b2 received first temporary authorisation for emergency supply under Regulation
174 in the UK on 01 December 2020.

BNT162b2 received first regulatory conditional marketing authorisation approval for use in
individuals 16 years and older in Switzerland on 19 December 2020. In the European Union,
conditional marketing authorisation was granted on 21 December 2021.

BNT162b2 is authorised for the following formulations:

PBS/Sucrose — Purple cap 30 pg formulation:

— inindividuals aged 16 years and older in 103 countries® including full (5),
conditional!” (49), EUA and other type of approvals’® (52).

— inindividuals aged between 12 and 15 years in 81 countries’ including full (2),
conditional (46), EUA and other type of approvals (34).

Tris/Sucrose formulation:

18 On 01 January 2021, conditional marketing authorisation approval was also granted in the UK and the
approval is currently active.

17 Including temporary authorisations,
18 Including special import licenses.,
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— Grey cap: at the dosage of 30 pg formulation in individuals aged 12 years and older in
73 countries'® including full (3), conditional (44), EUA and other type of approvals

(28).

— Orange cap: at the dosage of 10 pg formulation in individuals aged between 5 and 11
years in 79 countries® including full (2), conditional (43), EUA and other type of

approvals (35).

— Maroon cap: at the dosage of 3 pug formulation in individuals aged between 6 months
and 4 years in the US with EUAY".

— The booster dose has received approvals in 83 countries!! including full (3),
conditional (46), EUA and other type of approvals (36).

Overall BNT162b2 is authorised in 104 countries/regions; in Table 3 the MAHs and the
number of countries where the different MAHs hold the authorisation are presented.

Table 3. Marketing Authorisation Holders of BNT162b2

Marketing Authorisation Holder Number of Countries/Regions Where the Marketing
Anuthorisation is Held

BioNTech 56

Pfizer 40

Fosun Pharma 2

Local MoH 3

Local Government 3

Hemas (LP) 1

Countries Where BNT162b2 is Authorised 104¢

a. The sum of the number of the countries where the authorisation is held does not coincide with the total
number of countries where BNT162b2 is authorised, because in the UK there are 2 different authorisations:
the UK Government is the MAH of the EUA and BioNTech is the MAH of the conditional authorisation.

In addition, WHO had approved the EUL of BNT162b2.

The use of BNT162b2 in individuals aged 12 years and older 1s under EUA in Hong Kong
and under a special import permit in Macau and Taiwan. In Hong Kong only the
PBS/Sucrose — Purple cap formulation was approved.

There were no marketing authorisation withdrawals for safety reasons during the reporting

interval.

1% On 17 June 2022, the paediatric Tris/Sucrose formulation for age 6 months through 4 years was

approved first in the US.
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3. ACTIONS TAKEN IN THE REPORTING INTERVAL FOR SAFETY REASONS

During the reporting period, no actions have been taken with respect to BNT162b2 for safety
reasons, either by a HA or by the MAH.

Although not considered by definition a regulatory action taken for safety reasons because it
does not significantly impact the benefit risk balance of use of the product in authorised
populations, due to the receipt of spontaneous reports of Guillain-Barré syndrome (GBS)
after vaccination with mRNA COVID-19 vaccines including BNT162b2, PMDA in Japan has
required class changes to include GBS in the important precautions section of the Japan
package insert?® and inclusion of GBS as an important potential risk in the Japan RMP?!, It
should be noted that based on PMDA assessment, the frequency of reported cases of GBS
was not significantly higher than the background incidence in any gender or age group and a
mechanism i8 not known.

4, CHANGES TO REFERENCE SAFETY INFORMATION

The RSI for this PSUR is the COVID 19 mRNA vaccine CDS version 13.0 dated 10 May
2022, in effect at the end of the reporting period and included in Appendix 1.

The 4 previous CDS versions (version 9.0 dated 02 December 202122, version 10.0 dated 21
December 2021, version 11.0 dated 14 January 2022 and version 12.0 dated 23 March
2022?%), which were also in effect during the reporting period, are included in Appendix 1.2
through Appendix 1.5.

Safety-related changes included updates of the following sections:

* 4.2 Posology and method of administration (version 13.0),
o 4.8 Undesirable effects (versions 10.0, 11.0 and 13.0),

o 5.1 Pharmacodynamic properties (versions 10.0 and 11.0),
¢ Appendix A and Appendix B (version 10.0).

Safety-related changes to the RSI are presented in Appendix 1.1.

After the DLP, an updated CDS (version 14.0) was made effective on 26 July 2022; the
safety-related changes are summarised in Table 4.

2 The Japan package insert was updated by the MAH during the current reporting period, on 10 June
2022.

2! Guillain-Barré syndrome was added as important potential risk to the safety concerns in the Japan RMP
after DLP of this report on 22 June 2022.

22 This version of the CDS did not include any safety-related changes.
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Table4, Safety-Related Changes Made to the RSI After the DLP

Version 14.0 dated 26 July 2022
Section Revision Type Revision

4.1 Therapeutic indications Update Indication was updated to individuals 6 months of age and

older.

4.2 Posology and method of | Addition Posology and method of administration for the Tris/Sucrose

administration presentation 3 micrograms/dose.

4.4 Special warnings and Addition Statement regarding the reporting rates of myocarditis and

precautions for use pericarditis after primary series and booster doses, based on

accumnlating data,

4.8 Undesirable effects Addition o  Clinical data after 3 doses for children 2 through 4
years of age and for children 6 through 23 months of
age

e Irritability and injection site tenderness as ADRs
Myocarditis and pericarditis as ADRs post-
authorisation experience.

5.1 Pharmacodynamic Addition Efficacy and immunogenicity data in individuals 6 months

properiies through 5 years of age.

Appendices A and B Addition Myocarditis and pericarditis as ADRs.

5. ESTIMATED EXPOSURE AND USE PATTERNS
5.1. Cumulative Subject Exposure in Clinical Trials

Cumulatively, 66,656° participants have participated in the BNT162b2 clinical development
program comprising several clinical candidates, as outlined below:

BNT162b2: 59,260 participants of which
— 33,096 had received BNT162b2;
— 25,205 had received BNT162b2 post-unblinding and had received placebo before;
— 959 had received BNT162b2/placebo.

Variant vaccines based on BNT162b2: 1836 participants of which
— 747 had received BNT162b2 (B.1.351)%;
— 372% had received BNT162b2 (B.1.617.2);
— 697 had received BNT162b2 (B.1.1.7 + B.1.617.2);
— 20 had received BNT162b2 (B.1.1.7).

2 BNT162b2 (B.1.351), which is also referred as BNT162b2s01 and BNT162b2s4.

% The number of participants exposed to variant vaccine B.1.617.2 is lower compared to the number
reported in the 2" PSUR, since the participants, who were administered an incorrect dose according to trial

specific protocol, are not included.
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Early development candidates: 633 participants of which
— 30 had received BNT162al;
— 411 had received BNT162b1;
— 96 had received BNT162b3;
— 96 had received BNT162¢2.

Blinded therapy: 7044 participants.
Placebo: 5871 participants.

Participant demographics data (¢.g., age, gender, race) for *C459° CTs is presented by
treatment group in Appendix 2.3. Cumulative CT exposures with demographic data from
BioNTech and Fosun CTs is presented in Appendix 2.3B and Appendix 2.3C.

Of note, BNT162b2 is also being utilised in another Pfizer clinical development program
(B747): 372 participants received BNT162b2 as a study vaccine or as a comparator in the
clinical study B7471026%. Participant demographics data (e.g., age, gender, race) by
treatment groups are presented in Appendix 2.3.1.

5.2, Cumulative and Interval Patient Exposure from Marketing Experience

In the current PSUR, the following regulatory requests about the exposure and number of
third doses administered are addressed:

EMEA/H/C/005735/MEA/002.8 (9" SMSR), “The MAH should provide an estimate of the
exposure of “third doses” in future PSURs separately (reporting period and cumulatively), if
applicable.”, and

EMEA/H/C/005735/MEA/002.10 (111 SMSR), “2. The MAH is requested to report the total
number of administered Comirnaty dose 3 in the EU/EEA, per country, and by age group.”

Response

It is not possible to determine with certainty the number of subjects who received BNT162b2
during the period of this review, and this applies also to the “third doses”.

The total number of the BNT162b2 third doses administered, downloaded from the HA’s
websites (EMA, PMDA and FDA) is provided in Table 9 through Table 13. Details for the
cumulative number of third doses administered by age group and during the interval period
in the EU/EEA countries are shown in Table 9 and in Table 13.

% A phase 3, randomized, double blind trial to describe the safety and immunogenicity of 20 valent
poneumococcal conjugate vaceine when co-administered with a booster dose of BNT162b2 in adults 65 years of
age and older.
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Cumulative exposure — MAH and LP Data

The wotldwide number of shipped doses may serve as a reasonable indicator of subject
exposure, considering that approximately 76% of the shipped doses were administered. This
ratio represents the proportion of doses cumulatively administered (as per public available
data for the EEA?® countries, the US?, and Japan®®) out of those cumulatively shipped (based
on MAH data, according to the shipment tracker [Order Book]®).

With these caveats in mind, it is estimated that:

Approximately 3,555,998,805 doses of BNT162b2 were shipped worldwide from the receipt
of the first temporary authorisation for emergency supply on 01 December 2020 through 18
June 2022, corresponding to 2,693,922,584 estimated administered doses.>°

Overall, through 18 June 2022, a total of 143,844,450 adult Tris/Sucrose doses were shipped
worldwide.

Overall, through 18 June 2022, a total of 229,269,400 paediatric Tris/Sucrose doses were
shipped worldwide.*!

Cumulative worldwide estimated exposure by dose and region based on or extrapolated from
internal data (number of shipped doses) is displayed in Table 5.

% Approximately 73% of the doses shipped in the EU-EEA countries were administered; this proportion
has been calculated considering, out of total number of vaccine doses distributed in the EU-EEA countries, the
total number of vaccine doses administered as per report on
hitps://qap.ecdc.europa.eu/public/extensions/COVID-19/vaccine-tracker. html#distribution-tab,
as of 16 June 2022.

27 Approximately 77% of the doses shipped in the US were administered; this proportion has been
calculated considering, out of total number of vaccine doses distributed in the US, the total number of vaccine
doses administered as per report on https://covid.cdc.gov/covid-data-tracker/#vaccinations
17 June 2022.

3 Approximately 81% of the doses shipped in Japan were administered; this proportion this proportion has
been calculated considering, out of total number of vaccine doses distributed in the US, the total number of
vaccine doses administered as per report on hitps://www.kantei.go.jp/jp/headline/kansensho/vaccine html, as of
20 June 2022.

% The Order Book is the most accurate tracker of shipment used as data source for all the Regions and
Countries; US shipment data not available in the Order Book were taken from the Order Management
Dashboard and data for Hong Kong, Macau and Taiwan were provided by BioNTech.

¥ License Partner data are not included in the reported amount.

31 This total does not include 285,800 doses shipped to US at the DLP of 18 June 2022; on 17 June 2022,
FDA approved the Tris/Sucrose presentation - maroon cap (3 micregrams/dose) for individuals aged between
6 months and 4 years,
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TableS. Cumulative Estimated Shipped and Administered Doses of BNT162b2 by

Region Worldwide
Region/Country % of Doses Total Number of Tetal Number of
Shipped Doses Administered Doses
Europe 333 1184790735 873840606
European Union (27) 24.6 874223640 638183257
European Economic Area Countries (3) 0.4 12454785 9091993
Switzerland 0.3 10501650 7981254
UK 34 121752585 92531965
Other Countries® 3.6 126651915 96255455
Commonwealth of Independent States 1.1 39206160 29796682
North America 14.7 523868135 402657330
Us 12.7 451754755 347851161
Canada 2.0 72113380 54806169
Central and South America® 144 510365375 387877685
Asia 29.6 1051292420 812428536
Japan 1.6 268925940 217830011
Other Countries® 22.0 782366480 594598525
Oceania 23 81140220 61666567
Australia/New Zealand 2.3 80243250 60984870
Other Countries? 0.0 896970 681697
Africa® 3.8 204541920 155451859
Total 100.0 3555998805° 2693922584

a.  Includes the non-EU countries {Albania, Andorra, Bosnia, Kosovo, Montenegro, North Macedonia,
Serbia, Turkey and Vatican City) and the Commonwealth of Independent States (Armenia, Azerbaijan,
Georgia, Kazakhstan, Kyrgyzstan, Moldova, Tajikistan, Ukraine and Uzbekistan).

b. Includes Antigua & Barbuda, Argentina, Bahamas, Barbados, Belize, Bolivia, Brazil, Chile, Colombia,
Costa Rica, Dominica, Dominican Republic, Ecuador, El Salvador, Grenada, Guatemala, Guyana, Haiti,
Honduras, Jamaica, Mexico, Nicaragua, Panama, Paraguay, Peru, St Kitts & Nevis, Saint. Lucia, Saint Vincent
& the Grenadine, Suriname, Trinidad & Tobago and Uruguay.

¢. Includes Bahrain, Bangladesh, Bhutan, Brunei, Cambodia, Indenesia, Iraq, Israel, Jordan, Korea, Kuwait,
Laos, Lebanon, Malaysia, Maldives, Mongolia, Nepal, Oman, Pakistan, Palestine, Philippines, Qatar, Saudi
Arabia, Singapore, Sri Lanka, Thailand, Timor-Leste, United Arab Emirates and Viemam.

d. Includes Fiji, Nauru, Samoa, Solomon Islands, Tuvalu.

€. Includes Angola, Benin, Botswana, Burkina Faso, Cabo Verde, Cameroon, Central Africa Republic,
Chad, Comoros, Congo, Djibouti, Democratic Republic of Congo, Egypt, Eswatini, Ethiopia, Gabon, Gambia,
Ghana, Guinea, Ivory Coast, Kenya, Kiribati, Lesotho, Liberia, Libya, Madagascar, Malawi, Mali, Mauritania,
Mauritius, Morocco, Namibia, Niger, Nigeria, Rwanda, Senegal, Seychelles, Sierra Leone, Somalia, South
Africa, Sudan, Tanzania, Togo, Tunisia, Uganda and Zambia.

f.  Out of these shipped doses, 35,240,400 doses were shipped for COVAX, 377,151,030 doses were shipped
for USG Donation program and 41,807,550 doses were shipped for EC Donation program.

Out of the cumulative estimated shipped and administered doses, 1,948,639,685 and
1,480,966,161 respectively, were shipped to ROW (Non--EEA countries, Canada, Central
and South America, Asian countries [excluding Japan], Oceania and Africa).

Cumulative LP (Fosun) data on the number of BNT162b2 doses administered in Hong Kong,
Macau and Taiwan is provided in Table 6.
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Table6. Cumulative Administered Doses of BNT162b2 — License Partner Data

Region/Country Total Number of Administered Doses
Asia 27314884
Hong Kong™® 10314451
Macau®? 256403
Taiwan®? 16744030
a.  Cumulative through 18 June 2022.

b. Conditional Authorisation under legislation 599K.
¢, Special Import Permit,
d. Cumulative through 21 June 2022

Interval exposure — MAH and LP Data

Approximately 1,115,282,160 doses of BNT162b2 were shipped worldwide during the
cutrent reporting interval from 19 December 2021 through 18 June 2022, cotresponding to
843,724,061 estimated administered doses. 32

During the current reporting interval, a total of 143,844,450 adult Tris/Sucrose doses were
shipped worldwide (this number coincides with the total doses shipped worldwide in the
cumulative period). *3

During the current reporting interval, a total of 182,231,200 paediatric Tris/Sucrose doses
were shipped worldwide.

Interval worldwide estimated exposure by dose, and region based on or extrapolated from
internal data (number of shipped doses) is displayed in Table 7.

32 The same assumptions done for the ratio between the number of the doses shipped and the administered
ones for cumulative data are applied also for interval data.

3 First shipment of Adult Tris/Sucrose was in the US on 27 December 2021,
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Table7. Interval Estimated Shipped and Administered Doses of BNT162b2 by

Region Worldwide
Region/Country % of Daoses Total Number of Teotal Number of
Shipped Doses Administered Doses
Europe 30.0 334826010 246162526
European Union (27) 24.5 273061770 199335092
European Economic Area Countries (3) 0.3 3779610 2759115
Switzerland 04 4978080 3783341
UK 2.2 24785520 18836995
Other Countries® 1.5 16756740 12735122
Commonwealth of Independent States 1.0 11464290 8712860
North America 9.7 103011360 82997986
us 82 90935210 70020112
Canada 1.5 17076150 12977874
Central and South America® 13.5 150188600 114143336
Asia 36.0 401417480 308582794
Japan 6.3 7011018¢ 56789246
Other Countries® 29.7 331307300 251793548
Oceania 3.0 32918880 25018349
Australia/New Zealand 29 32122530 24413123
Other Countries? 0.1 796350 605226
Africa® 7.9 87919830 66819071
Total 100.0 1115282160° 843724061

a,

o

Includes the non-EU countries (Albania, Bosnia, Kosovo, North Macedonia, Turkey and Vatican City)
and the Commonwealth of Independent States (Armenia, Azerbaijan, Georgia, Kazakhstan, Kyrgyzstan,
Moldova, Tajikistan, Ukraine and Uzbekistan).

Includes Antigua & Barbuda, Argentina, Bahamas, Barbados, Belize, Bolivia, Brazil, Chile, Colombia,
Costa Rica, Dominican Republic, Ecuador, El Salvador, Guatemala, Haiti, Honduras, Jamaica, Mexico,
Panama, Paraguay, Peru, Saint Kitts & Nevis, Saint. Lucia, Saint Vincent & Grenadine, Suriname,
Trinidad & Tobago and Uruguay.

Includes Bahrain, Bangladesh, Bhutan, Brunei, Cambodia, Indonesia, Iraq, Israel, Jordan, Korea, Kuwait,
Laos, Lebanon, Malaysia, Maldives, Mongolia, Nepal, Oman, Pakistan, Palestine, Philippines, Qatar,
Saudi Arabia, Singapore, Sri Lanka, Thailand, Timor-Leste, United Arab Emirates and Vietnam,
Includes Fiji, Nauru, Samoa, Tonga, Tuvalu.

Includes Angola, Benin, Botswana, Burkina Faso, Cabe Verde, Camercon, Central Africa Republic,
Chad, Comoros, Congo, Djibouti, Democratic Republic of Congo, Egypt, Eswatini, Ethiopia, Gabon,
Gambia, Ghana, Guinea, Ivory Coast, Kenya, Kiribati, Lesotho, Liberia, Libya, Madagascar, Malawi,
Mali, Mauritania, Mauritius, Morocco, Namibia, Niger, Nigeria, Rwanda, Senegal, Seychelles, Sierra
Leone, Somalia, South Africa, Sudan, Tanzania, Togo, Tunisia, Uganda and Zambia.

Out of these shipped doses, 8,168,940 doses were shipped for COVAX, 186,024,630 doses were shipped
for USG Donation program and 34,387,410 doses were shipped for EC Donation program.

During the reporting interval, out of the estimated shipped and administered doses,
677,395,390 and 514,820,496 respectively, were shipped and administered to the ROW.

Interval LP (Fosun) data on the number of BNT162b2 doses administered in Hong Kong,
Macau and Taiwan is provided in Table 8 below.
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Table 8. Interval Administered Doses of BNT162b2 — License Partner Data

Region/Country Total Number of Administered | Total Number of Administered
Doses Doses
{30 pg for 12 years and older) (10 ng for 5-11 years)
Asia 11259174 867539
Hong Kong*® 4202582 N/A
Macau ¢ 88514
Taiwan ° 6968078 [ 867539

a. 19 December 2021 through 18 June 2022.

b. Conditional Authorisation under legislation 599K.

¢. Special Import Permit. Only sum of COMIRNATY™ COVID-19 mRNA Vaccine (BNT162b2) 30 meg
and 10 meg was announced by Macau Government.

d. 22 December 2021 through 21 June 2022

€. 15 December 2021 through 20 June 2022

Cumulative exposure — Health Authority Public Data

Cumulative data about the number of COMIRNATY® doses administered are published for
EEA, Japan, and US in the respective Health Authorities’ websites; these data are provided in
Table 9 through Table 12.

Table 9 displays the EEA published data with number of doses administered for each age
group and by dose number.

CONFIDENTIAL
Page 35



22 (GMT)

19-Aug-2022 10:

090177e19b0ecb6be\Approved\Approved On

COVID-19 mRNA vaccine (nucleoside modified)
Periodic Safety Update Report (PSUR) 3

Reporting Period

19 December 2021 through 18 June 2022

Table 9. EU/EEA — Cumulative Number of BNT162b2 Administered Doses by Age

Group and Dose Number

Age Group 1* Dose 2 Dose Unll)mos:wn 3" Dose® 4" Dose®

< L8 years® 13636393 11718536 982 1885318 1839
0 — 4 years? 6570 5512 0 123 0
5 —9 years® 2400265 1552704 101 1101 0
10 — 14 years® 4509303 4075582 420 199566 107
15 - 17 years® 3551465 3307482 704 410503 258
18 — 24 years8 11371811 10563808 4035 5272098 13263
25 — 49 vears® 51444284 49059427 36983 25414999 112807
50 — 59 years® 23719359 23084094 25646 14917699 115305
60 — 69 years? 16347236 16155340 28333 16472372 508401
70 — 79 years® 15638054 15485654 21790 15020989 843612
= 80 years® 12162934 11939294 9463 10747352 935314
| Age Unknown® 80136 65263 28 18179 59
EEA — Allt 224378211 223231140 126250 151603079 9331517

FeRme po o

Indicated as Dose Additional 1 in the ECDC webpage.
Indicated as Dose Additional 2 in the ECDC webpage.
Data from 19 countries.
Data from 13 countries.
Data from 17 countries.
Data from 18 countries.
Data from 27 countries.
Data from 30 countries.

Cumulative period up to 2022 week 24 (up to 19 June 2022) - Downloaded on 18 June 2022
https://www.ecde.europa.eu/en/publications-date/data-COVID-19-vaccination-eu-cea

Table 10 provides, as per EMEA/H/C/005735/MEA/002.8 (9 SMSR) and

EMEA/H/C/005735/MEA/002.10 (11™ SMSR) commitments, the cumulative total number of
administered Comirnaty dose 3 (Dose additional 1 in the ECDC webpage) in EU/EEA, per
country, and by age group. The table contains also data about Dose 4 (reported as Dose

Additional 2).
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Table 10. EU/EEA — Cumulative Number of BNT162b2 Administered 3™ and 4® Doses by Age Group and Country

Age Age
Group by <18 years 18-24 25— 49 years 50— 59 years 60 — 69 years 70 — 79 years 280 years Unknown ALL

Dose Dose |Dose| Dose | Dose | Dose Dose Dose | Dose | Dose | Dose | Dose | Dose | Dose | Dose | Dose |Dose | Dose Dose

- 3 4 3 4 3 4 3 4 3 4 3 4 3 4 3 4 3 4
Countries
J
AT 149818 0 [383699| 0O | 1824532 0 1019240, 0O 850592 Q 623022 0 444947 0 5146032 0
BE 217445 | 1397 | 555191 | 5714 | 2488143 | 43055 1306086| 48807 |1195270| 65338 | 851861 | 78443 | 545700 |159222| 0 0 | 6942251 | 400579
BG 829 0 17099 0 178925 0 131340 0 194564 0 179688 0 55025 0 0 0 756641 0
CY 31491 7 197248 249 80079 280 79136 | 4576 | 61714 | 10237 | 29782 | 7704 Q 0 4790447 | 23053
CZ 64536 0 161043 | O |[1291474 0 717228 0 847562 0 806828 0 332451 0 4156586 [}
DE 49731767 | 5235439
DK 307330 | O |[1167386 0 699366 0 625579 0 556738 0 283294 0 3639689 0
EE 4138 93 | 24080 | 888 | 150508 | 5234 78706 | 2627 | 88436 | 2604 | 70437 | 1617 | 44183 | 1240 | 29 0 456349 | 14210
EL 3553 3 | 340741 | 121 | 1965277 | 3965 1068942| 7582 [1021888| 74550 | 825051 | 124918 | 569454 | 103558 O Q 5791353 | 314694
ES 32057 | 462 | 1023148 | 4138 | 7624682 | 42758 5275741 | 43739 (4926491 | 44635 |3728992| 32368 [2629889[ 13964 | O 0 [25208943| 181602
F1 14406 0 [138920| © 879444 0 5269386 0 593869 0 5293840 0 293322 0 0 0 | 2962381 0
FR 843623 | 2588 |3552493 22873 (13638089 | 102484 7004761 | 168825 | 6646559 | 4487965174638 | 707112 3173427888811 0 0 [39185859)|2338345
HR 989 0 18115 6 184374 72 153973 | 80 | 24568% | 220 | 202042 | 375 | 93999 | 740 17 0 898192 | 1493
HU 53637 32 [ 192630 | 1757 | 1233409 | 24567 626328 | 20945 | 806512 | 82280 | 650482 | 118480| 282857 | 51769 Q 0 | 3791047 | 299799
1E 94838 67 [ 225371 | 307 | 1121029 | 3452 529084 | 4380 | 453880 | 88757 | 339642 | 146411 180834 | 80664 7 0 2849844 | 323971
IS 27048 3 108751 87 39375 | 119 | 35091 | 316 | 23288 | 581 11973 | 3159 0 0 245303 | 4265
IT 1311889 | 0 2718431 O 12156326 O 7477957 O |6376845| 0 5332414 O [4474910( © 38536883 0
LI 1189 0 5678 0 3767 0 3388 0 2800 0 1338 0 18160 0
LT 1508 0 55113 0 289113 0 154543 0 178306 0 136029 0 76310 0 3 0 889414 0
LU 25976 | 906 | 142820 | 2056 69656 | 1456 | 51839 | 1009 | 32283 | 375 | 22084 | 10006 344658 | 15808
LV 2346 1 30415 6 189279 20 90226 10 100272 20 75486 15 41919 9 Q 0 527597 80
MT 226 11 | 26118 | 30 159816 | 463 52197 | 367 | 56607 | 7033 | 37911 | 17200 | 17796 | 11487 | 3 0 349450 | 36582
INL 27940 0 9266117 (2081682
NO 0 0 | 215907 0 1000979 0 574971 0 523458 0 425389 0 213127 0 2053831 0
PL 496732 0 3735728 0 1923529 0 2824743 0 2008675 0 850156 0 19605 0 |11839563 0
PT 377941 | 225 | 2093355 | 2150 1257166 2171 |1237816| 4028 | 994533 | 9632 | 657389 |299802| 36 | 165 | 6618200 | 318008
RO 13719 2 97364 | 66 | 618683 | 1098 346623 | 800 | 371174 | 1900 | 223183 | 2148 | 73778 | 927 1730805 | 6939
SE 309765 | 1126 | 1726197 | 15753 985476 | 18848 | 940600 (373461 | 934431 |706835| 520569 (428102 5417038 | 1544125
SI 1198 Q 25237 0 157671 0 119298 0 152731 Q 122890 0 $9999 0 647826 0
SK 76362 | 366 | 532569 | 1694 261509 | 560 | 391338 | 692 | 278826 | 404 | 104807 | 150 0 0 | 1645411 | 3866
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Table 11 below shows the cumulative number of BNT162b2 dose administered in Japan.

Table 11. Japan - Cumulative Number of BNT162b2 Administered Doses

Dose Number
1* Dose 2" Dose 3" Dose 4 Dose
General population® 80859379 30263661 45024154 78384
Elderly 32248732 32160764 20349603 53808
Child® (5 to < 12 years) 1334886 1185593 N/A N/A
Medical workers? 6378205 5709228 N/A N/A
All 87237584 85977889 45024154 78384

a. Including elderly and children for all doses. Starting from the 3rd dose, also includes medical workers.

b. Vaccinations for medical workers (1™ and 29 dose) was completed as of 30 July 202 1. From the 3% dose,
medical workers are included in the general population,

¢. Booster dose in children 5 to < 12 years is not approved in Japan.

Source: Government’s website where this data was downloaded:

https://www kantei.go.jp/jp/headline/kansensho/vaccine. html Download Date: June 20, 2022, 05:00 p.m.
[IST]

Table 12 shows the cumulative number of BNT162b2 doses administered in the US.

Table 12. US - Cumulative Number of BNT162b2 Administered Doses

Population No. of Doses

All 349460399

Fully vaccinated (2 doses) 127603112

With a 1® booster dose 58521335

— 1% Booster dose with BNT162b2 after primary series with BNT162b2 49297112
(Homologous Dose Schedule)

— 1* Booster dose with BNT162b2 after primary series with Moderna 3156484
(Heterologous Dose Schedule)

— 1% Booster dose with BNT162b2 after primary series with J&J 2024045
(Heterologous Dos¢ Schedule)

— 1* Booster dose with BNT162b2 afier primary series with other 51232
COVID-19 vaccines (Heterologous Dose Schedule)®

— 1* Booster dose with BNT162b2 after primary series with unknown 3992462
COVID-19 vaccines (Heterologous Dose Schedule)

With a 2™ booster dose 8756788

a.  Not BNT162b2, Modema or J&J vaccine.

Source https://covid.cde.govicovid-data-tracker/#vaccinations, ag of 18 June 2022.

Interval exposure — Health Authority Public Data

Interval data about the number of COMIRNATY® doses administered are available only for
the EEA countries.

Table 13 displays, as per EMEA/H/C/005735/MEA/002.8 (9 SMSR) and
EMEA/H/C/005735/MEA/002.10 (11" SMSR) commitments, the interval data with number
of doses administered for each age group and by dose number in the EEA countries.
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Table 13. EU/EEA - Interval Number of BNT162b2 Administered Doses by Age

Group and Dose Number
Dose
Age Group 1% Dose 2" Dose Unknown 3" Dose* 4" Dose®
< 18 years® 4421971 4233201 611 1833167 1821
0 —4 years? 5374 5052 0 1190 0
5 — 9 years® 2033874 1534791 101 1055 0
10 — 14 years® 1262611 1665408 257 192672 101
15 — 17 yearst 160024 272676 290 383121 254
18 — 24 yearss 366151 599222 785 4410546 13009
25 — 49 years® 1067139 1916394 3954 17464295 110482
50 — 59 yearss 318635 580614 1763 8151219 113819
60 — 69 years® 262799 474033 1789 37777