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FACT SHEET FOR HEALTHCARE PROVIDERS ADMINISTERING VACCINE
(VACCINATION PROVIDERS)

EMERGENCY USE AUTHORIZATION (EUA) OF
THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT CORONAVIRUS
DISEASE 2019 (COVID-19)

FOR 6 MONTHS THROUGH 4 YEARS OF AGE
DILUTE BEFORE USE

The U.S. Food and Drug Administration (FDA) has issued an Emergency Use
Authorization (EUA) to permit the emergency use of the unapproved product,
Pfizer-BioNTech COVID-19 Vaccine, for active immunization to prevent
COVID-19 in individuals 6 months of age and older.

This Fact Sheet pertains only to Pfizer-BioNTech COVID-19 Vaccine supplied
in a multiple dose vial with a maroon cap and a label with a maroon border,
which MUST BE DILUTED PRIOR TO USE.

The vial labels may state “Age 2y to < 5y” or “Age 6m to < 5y” and carton
labels may state “For age 2 years to < 5 years” or “For age 6 months to

< 5 years”. Vials with either printed age range can be used for individuals
6 months through 4 years of age.

Pfizer-BioNTech COVID-19 Vaccine supplied in a multiple dose vial with a
maroon cap and a label with a maroon border is authorized for use to provide
a 3-dose primary series to individuals 6 months through 4 years of age.

Pfizer-BioNTech COVID-19 Vaccine, which is supplied in a multiple dose vial
with a maroon cap and a label with a maroon border, should not be used in
individuals 5 years of age and older because of the potential for vaccine
administration errors, including dosing errors.’

SUMMARY OF INSTRUCTIONS FOR COVID-19 VACCINATION PROVIDERS

Vaccination providers enrolled in the federal COVID-19 Vaccination Program must
report all vaccine administration errors, all serious adverse events, cases of
myocarditis, cases of pericarditis, cases of Multisystem Inflammatory Syndrome
(MIS) in adults and children, and cases of COVID-19 that result in hospitalization or
death following administration of Pfizer-BioNTech COVID-19 Vaccine. See
‘MANDATORY REQUIREMENTS FOR PFIZER-BIONTECH COVID-19 VACCINE
ADMINISTRATION UNDER EMERGENCY USE AUTHORIZATION?” for reporting
requirements.

!'For vaccination of individuals 5 through 11 years of age and 12 years of age and older, refer to the
respective Pfizer-BioNTech COVID-19 Vaccine Fact Sheet for Healthcare Providers Administering
Vaccine.
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The Pfizer-BioNTech COVID-19 Vaccine is a suspension for intramuscular
injection.

The Pfizer-BioNTech COVID-19 Vaccine for individuals 6 months through 4 years
of age is supplied in a multiple dose vial with a maroon cap and a label with a
maroon border. The Pfizer-BioNTech COVID-19 Vaccine is administered, after
dilution, as a primary series of 3 doses (0.2 mL each). The initial 2 doses are
administered 3 weeks apart followed by a third dose administered at least 8 weeks
after the second dose in individuals 6 months through 4 years of age.

Individuals who will turn from 4 years to 5 years of age between any doses in the
primary series may receive:

e a 2-dose primary series with the Pfizer-BioNTech COVID-19 Vaccine
authorized for use in individuals 5 through 11 years of age (each 0.2 mL
dose containing 10 mcg modRNA, supplied in multiple dose vials with
orange caps and labels with orange borders)

OR

e a 3-dose primary series initiated with the Pfizer-BioNTech COVID-19
Vaccine authorized for use in individuals 6 months through 4 years of age
(each 0.2 mL dose containing 3 mcg modRNA, supplied in multiple dose
vials with maroon caps). Each of Doses 2 and 3 may be with:

o Pfizer-BioNTech COVID-19 Vaccine authorized for use in individuals
6 months through 4 years of age (supplied in multiple dose vials with
maroon caps), or

o Pfizer-BioNTech COVID-19 Vaccine authorized for use in individuals
5 years through 11 years of age (supplied in multiple dose vials with
orange caps and labels with orange borders).

See this Fact Sheet for instructions for preparation and administration. This Fact
Sheet may have been updated. For the most recent Fact Sheet, please see
www.cvdvaccine.com.

For information on clinical trials that are testing the use of the Pfizer-BioNTech
COVID-19 Vaccine for active immunization to prevent COVID-19, please see
www.clinicaltrials.gov.

DESCRIPTION OF COVID-19

Coronavirus disease 2019 (COVID-19) is an infectious disease caused by the
novel coronavirus, SARS-CoV-2, that appeared in late 2019. It is predominantly a
respiratory illness that can affect other organs. People with COVID-19 have
reported a wide range of symptoms, ranging from mild symptoms to severe illness.
Symptoms may appear 2 to 14 days after exposure to the virus. Symptoms may
include: fever or chills; cough; shortness of breath; fatigue; muscle or body aches;
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headache; new loss of taste or smell; sore throat; congestion or runny nose;
nausea or vomiting; diarrhea.

DOSAGE AND ADMINISTRATION

The storage, preparation, and administration information in this Fact Sheet apply to
the Pfizer-BioNTech COVID-19 Vaccine which is supplied in a multiple dose vial
with a maroon cap and a label with a maroon border and MUST BE DILUTED
before use.

Pfizer-BioNTech COVID-19 Vaccine, Multiple Dose Vial with Maroon Cap and
a Label with a Maroon Border

Doses Per
Vial After
Age Range Dilution Information Dilution Dose Volume
Dilute with 2.2 mL
6 months thzough sterile .0.9%.So§hum 10 02 mL
4 years Chloride Injection,
USP prior to use

* The vial labels may state “Age 2y to < 5y” or “Age 6m to < 5y” and carton labels
may state “For age 2 years to < 5 years” or “For age 6 months to < 5 years”. Vials
with either printed age range can be used for individuals 6 months through 4 years
of age.

Storage and Handling

During storage, minimize exposure to room light, and avoid exposure to direct
sunlight and ultraviolet light.

Do not refreeze thawed vials.

Vial Storage Prior to Use

Cartons of Pfizer-BioNTech COVID-19 Vaccine multiple dose vials with maroon
caps and labels with maroon borders may arrive frozen at ultra-cold conditions in
thermal containers with dry ice.

Once received, frozen vials may be immediately transferred to the refrigerator [2°C
to 8°C (35°F to 46°F)], thawed and stored for up to 10 weeks. The 10-week
refrigerated expiry date should be recorded on the carton at the time of transfer.

A carton of 10 vials may take up to 2 hours to thaw at this temperature.

Alternatively, frozen vials may be stored in an ultra-low temperature freezer

at -90°C to -60°C (-130°F to -76°F) for up to 12 months from the date of
manufacture. Do not store vials at -25°C to -15°C (-13°F to 5°F). Once vials are
thawed, they should not be refrozen.
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If cartons of Pfizer-BioNTech COVID-19 Vaccine multiple dose vials with maroon
caps and labels with maroon borders are received at 2°C to 8°C (35°F to 46°F),
they should be stored at 2°C to 8°C (35°F to 46°F). Check that the carton has been
updated to reflect the 10 week refrigerated expiry date.

Regardless of storage condition, the vaccine should not be used after 12 months
from the date of manufacture printed on the vial and cartons. Expiry dates based
on 12 months from the date of the manufacture are shown below.

Printed Manufacturing Date 12-Month Expiry Date
01/2022 31-Dec-2022
02/2022 31-Jan-2023
03/2022 28-Feb-2023
04/2022 31-Mar-2023
05/2022 30-Apr-2023
06/2022 31-May-2023

Vial Storage During Use

If not previously thawed at 2°C to 8°C (35°F to 46°F), allow vials to thaw at room
temperature [up to 25°C (77°F)] for 30 minutes.

Pfizer-BioNTech COVID-19 Vaccine multiple dose vials with maroon caps and
labels with maroon borders may be stored at room temperature [8°C to 25°C (46°F
to 77°F)] for a total of 12 hours prior to dilution.

After dilution, the vial should be held between 2°C to 25°C (35°F to 77°F). Vials
should be discarded 12 hours after dilution, even though some vial and carton
labels may state that a vial should be discarded 6 hours after dilution. The
information in this Fact Sheet supersedes the information printed on vial labels and
cartons.

Transportation of Vials

If local redistribution is needed, undiluted vials may be transported at -90°C
to -60°C (-130°F to -76°F) or at 2°C to 8°C (35°F to 46°F).

Dosing and Schedule
The Pfizer-BioNTech COVID-19 Vaccine for individuals 6 months through 4 years
of age is supplied in multiple dose vials with maroon caps and labels with maroon

borders. The Pfizer-BioNTech COVID-19 Vaccine is administered intramuscularly
as a primary series of 3 doses (0.2 mL each) The initial 2 doses are administered
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3 weeks apart followed by a third dose administered at least 8 weeks after the
second dose in individuals 6 months through 4 years of age.

Individuals who will turn from 4 years to 5 years of age between any doses in the
primary series may receive:

e a 2-dose primary series with the Pfizer-BioNTech COVID-19 Vaccine
authorized for use in individuals 5 through 11 years of age (each 0.2 mL
dose containing 10 mcg modRNA, supplied in multiple dose vials with
orange caps and labels with orange borders)

OR

e a 3-dose primary series initiated with the Pfizer-BioNTech COVID-19
Vaccine authorized for use in individuals 6 months through 4 years of age
(each 0.2 mL dose containing 3 mcg modRNA, supplied in multiple dose
vials with maroon caps). Each of Doses 2 and 3 may be with:

o Pfizer-BioNTech COVID-19 Vaccine authorized for use in individuals
6 months through 4 years of age (supplied in multiple dose vials with
maroon caps), or

o Pfizer-BioNTech COVID-19 Vaccine authorized for use in individuals
5 years through 11 years of age (supplied in multiple dose vials with
orange caps and labels with orange borders).

Dose Preparation

Each vial MUST BE DILUTED before administering the vaccine.

Prior to Dilution

e The Pfizer-BioNTech COVID-19 Vaccine multiple dose vial with a maroon
cap and a label with a maroon border contains a volume of 0.4 mL, and is
supplied as a frozen suspension that does not contain preservative.

e Each vial must be thawed before dilution.
o Vials may be thawed in the refrigerator [2°C to 8°C (35°F to 46°F)] or at

room temperature [up to 25°C (77°F)].

o Refer to thawing instructions in the panels below.

Dilution
Dilute the vial contents using 2.2 mL of sterile 0.9% Sodium Chloride Injection,
USP (not provided) to form the Pfizer-BioNTech COVID-19 Vaccine.

ONLY use sterile 0.9% Sodium Chloride Injection, USP as the diluent. This diluent
is not packaged with the vaccine and must be sourced separately. Do not use
bacteriostatic 0.9% Sodium Chloride Injection or any other diluent. Do not add
more than 2.2 mL of diluent.

After dilution, 1 vial contains 10 doses of 0.2 mL.
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Dilution and Preparation Instructions

Maroon Border —
VIAL VERIFICATION

Pfizer-BioNTech COVID-19 Vaccine Vial with Maroon Cap and Label with

v" Maroon plastic cap and label with
maroon border.

Verify that the vial of
Pfizer-BioNTech COVID-19
Vaccine has a maroon plastic
cap and a label with a maroon
border.

Maroon Border —
THAWING PRIOR TO DILUTION

Pfizer-BioNTech COVID-19 Vaccine Vial with Maroon Cap and Label with

Store in the refrigerator for up to
10 weeks prior to use.

Thaw vial(s) of
Pfizer-BioNTech COVID-19
Vaccine before use either by:

o

©)

Allowing vial(s) to thaw in
the refrigerator [2°C to
8°C (35°F to 46°F)]. A
carton of 10 vials may
take up to 2 hours to
thaw, and thawed vials
can be stored in the
refrigerator for up to

10 weeks.

Allowing vial(s) to sit at
room temperature [up to
25°C (77°F)] for

30 minutes.

Vials may be stored at room
temperature [up to 25°C
(77°F)] for up to 12 hours prior
to use.
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Gently x 10

Before dilution, mix by
inverting vaccine vial gently
10 times.

Do not shake.

Inspect the liquid in the vial
prior to dilution. The liquid is a
white to off-white suspension
and may contain opaque
amorphous particles.

Do not use if liquid is
discolored or if other particles
are observed.

Maroon Border — DILUTION

Pfizer-BioNTech COVID-19 Vaccine Vial with Maroon Cap and Label with

¢
== Gl

. J

Add 2.2 mL of sterile 0.9% Sodium
Chloride Injection, USP.

Obtain sterile 0.9% Sodium
Chloride Injection, USP. Use
only this as the diluent.

Using aseptic technique,
withdraw 2.2 mL of diluent into
a transfer syringe (21-gauge or
narrower needle).

Cleanse the vaccine vial
stopper with a single-use
antiseptic swab.

Add 2.2 mL of sterile 0.9%
Sodium Chloride Injection,
USP into the vaccine vial.
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Pull back plunger to 2.2 mL to remove air
from vial.

Equalize vial pressure before
removing the needle from the
vial by withdrawing 2.2 mL air
into the empty diluent syringe.

Gently x 10

Gently invert the vial
containing the Pfizer-BioNTech
COVID-19 Vaccine 10 times to
mix.

Do not shake.

Inspect the vaccine in the vial.
The vaccine will be a white to
off-white suspension. Do not
use if vaccine is discolored or
contains particulate matter.
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" DILUTE BEFORE

Date / Time:

Record the date and time of dilution.
Use within 12 hours after dilution.

Record the date and time of
dilution on the vial label.
Store between 2°C to 25°C
(35°F to 77°F).

Discard any unused vaccine
12 hours after dilution.

Pfizer-BioNTech COVID-19 Vaccine Vial with Maroon Cap and Label with

Maroon Border -
WITHRAWAL OF INDIVIDUAL 0.2 mL DOSES

Withdraw 0.2 mL dose of vaccine.

Using aseptic technique,
cleanse the vial stopper with a
single-use antiseptic swab,
and withdraw 0.2 mL of the
Pfizer-BioNTech COVID-19
Vaccine preferentially using a
low dead-volume syringe
and/or needle.

Each dose must contain

0.2 mL of vaccine.

If the amount of vaccine
remaining in the vial cannot
provide a full dose of 0.2 mL,
discard the vial and any
excess volume.

Administer immediately.
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Administration

Visually inspect each dose in the dosing syringe prior to administration. The
vaccine will be a white to off-white suspension. During the visual inspection,
e verify the final dosing volume of 0.2 mL.
¢ confirm there are no particulates and that no discoloration is observed.
e do not administer if vaccine is discolored or contains particulate matter.

Administer the Pfizer-BioNTech COVID-19 Vaccine intramuscularly.

After dilution, vials of Pfizer-BioNTech COVID-19 Vaccine with maroon caps and
labels with maroon borders contain 10 doses of 0.2 mL of vaccine. Low
dead-volume syringes and/or needles can be used to extract 10 doses from a
single vial. If standard syringes and needles are used, there may not be sufficient
volume to extract 10 doses from a single vial. Irrespective of the type of syringe
and needle:

e Each dose must contain 0.2 mL of vaccine.

e |f the amount of vaccine remaining in the vial cannot provide a full dose of
0.2 mL, discard the vial and content.

e Do not pool excess vaccine from multiple vials.

Contraindications

Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known
history of a severe allergic reaction (e.g., anaphylaxis) to any component of the
Pfizer-BioNTech COVID-19 Vaccine (see Full EUA Prescribing Information).

Warnings

Management of Acute Allergic Reactions

Appropriate medical treatment used to manage immediate allergic reactions must
be immediately available in the event an acute anaphylactic reaction occurs
following administration of Pfizer-BioNTech COVID-19 Vaccine.

Monitor Pfizer-BioNTech COVID-19 Vaccine recipients for the occurrence of
immediate adverse reactions according to the Centers for Disease Control and
Prevention (CDC) guidelines (https://www.cdc.gov/vaccines/covid-19/clinical-
considerations/managing-anaphylaxis.html).

Myocarditis and Pericarditis

Postmarketing data demonstrate increased risks of myocarditis and pericarditis,
particularly within 7 days following the second dose. The observed risk is highest
in males 12 through 17 years of age. Although some cases required intensive
care support, available data from short-term follow-up suggest that most
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individuals have had resolution of symptoms with conservative management.

Information is not yet available about potential long-term sequelae. The CDC has
published considerations related to myocarditis and pericarditis after vaccination,
including for vaccination of individuals with a history of myocarditis or pericarditis
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html).

Syncope

Syncope (fainting) may occur in association with administration of injectable
vaccines, in particular in adolescents. Procedures should be in place to avoid injury
from fainting.

Altered Immunocompetence

Immunocompromised persons, including individuals receiving immunosuppressant
therapy, may have a diminished immune response to the Pfizer-BioNTech
COVID-19 Vaccine.

Limitation of Effectiveness

Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients.
Adverse Reactions

Adverse Reactions in Clinical Trials

Adverse reactions in participants 6 through 23 months of age following
administration of the Pfizer-BioNTech COVID-19 Vaccine included irritability,
decreased appetite, tenderness at the injection site, injection site redness, fever,
injection site swelling, and lymphadenopathy (see Full EUA Prescribing
Information).

Adverse reactions in participants 2 through 4 years of age following administration
of the Pfizer-BioNTech COVID-19 Vaccine included pain at the injection site,
fatigue, injection site redness, fever, headache, injection site swelling, chills,
muscle pain, joint pain, and lymphadenopathy (see Full EUA Prescribing
Information).

Adverse Reactions in Post Authorization Experience

Severe allergic reactions, including anaphylaxis, and other hypersensitivity
reactions (e.g., rash, pruritus, urticaria, angioedema), diarrhea, vomiting, pain in
extremity (arm), and syncope have been reported following administration of the
Pfizer-BioNTech COVID-19 Vaccine.

Myocarditis and pericarditis have been reported following administration of the
Pfizer-BioNTech COVID-19 Vaccine.
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Additional adverse reactions, some of which may be serious, may become
apparent with more widespread use of the Pfizer-BioNTech COVID-19 Vaccine.

Use with Other Vaccines

There is no information on the co-administration of the Pfizer-BioNTech COVID-19
Vaccine with other vaccines.

INFORMATION TO PROVIDE TO VACCINE RECIPIENTS/CAREGIVERS

As the vaccination provider, you must communicate to the recipient or their
caregiver, information consistent with the “Fact Sheet for Recipients and
Caregivers” (and provide a copy or direct the individual to the website
www.cvdvaccine.com to obtain the Fact Sheet for Recipients and Caregivers) prior
to the individual receiving each dose of Pfizer-BioNTech COVID-19 Vaccine,
including:

e FDA has authorized the emergency use of the Pfizer-BioNTech COVID-19
Vaccine, which is not an FDA-approved vaccine.

e The recipient or their caregiver has the option to accept or refuse
Pfizer-BioNTech COVID-19 Vaccine.

e The significant known and potential risks and benefits of Pfizer-BioNTech
COVID-19 Vaccine, and the extent to which such risks and benefits are
unknown.

e Information about available alternative vaccines and the risks and benefits of
those alternatives.

For information on clinical trials that are testing the use of the Pfizer-BioNTech
COVID-19 Vaccine to prevent COVID-19, please see www.clinicaltrials.gov.

Provide a vaccination card to the recipient or their caregiver with the date when the
recipient needs to return for the second dose of Pfizer-BioNTech COVID-19
Vaccine.

Provide the v-safe information sheet to vaccine recipients/caregivers and
encourage vaccine recipients to participate in v-safe. V-safe is a new voluntary
smartphone-based tool that uses text messaging and web surveys to check in with
people who have been vaccinated to identify potential side effects after COVID-19
vaccination. V-safe asks questions that help CDC monitor the safety of COVID-19
vaccines. V-safe also provides second-dose reminders if needed and live
telephone follow-up by CDC if participants report a significant health impact
following COVID-19 vaccination. For more information, visit: www.cdc.gov/vsafe.
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MANDATORY REQUIREMENTS FOR PFIZER-BIONTECH COVID-19 VACCINE
ADMINISTRATION UNDER EMERGENCY USE AUTHORIZATION

In order to mitigate the risks of using this unapproved product under EUA and to
optimize the potential benefit of Pfizer-BioNTech COVID-19 Vaccine, the following
items are required. Use of unapproved Pfizer-BioNTech COVID-19 Vaccine for
active immunization to prevent COVID-19 under this EUA is limited to the following
(all requirements must be met):

1.

Pfizer-BioNTech COVID-19 Vaccine is authorized for use in individuals
6 months of age and older.

. The vaccination provider must communicate to the individual receiving the

Pfizer-BioNTech COVID-19 Vaccine or their caregiver, information
consistent with the “Fact Sheet for Recipients and Caregivers” prior to the
individual receiving Pfizer-BioNTech COVID-19 Vaccine.

The vaccination provider must include vaccination information in the
state/local jurisdiction’s Immunization Information System (11S) or other
designated system.

The vaccination provider is responsible for mandatory reporting of the
following to the Vaccine Adverse Event Reporting System (VAERS):

e vaccine administration errors whether or not associated with an
adverse event,
serious adverse events* (irrespective of attribution to vaccination),
cases of myocarditis,
cases of pericarditis,
cases of Multisystem Inflammatory Syndrome (MIS) in adults and
children, and
e cases of COVID-19 that result in hospitalization or death.

Complete and submit reports to VAERS online at
https://vaers.hhs.gov/reportevent.html. For further assistance with reporting
to VAERS call 1-800-822-7967. The reports should include the words
“Pfizer-BioNTech COVID-19 Vaccine EUA” in the description section of the
report.

The vaccination provider is responsible for responding to FDA requests for
information about vaccine administration errors, adverse events, cases of
myocarditis, cases of pericarditis, cases of MIS in adults and children, and
cases of COVID-19 that result in hospitalization or death following
administration of Pfizer-BioNTech COVID-19 Vaccine to recipients.
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* Serious adverse events are defined as:

e Death;

e A life-threatening adverse event;
e Inpatient hospitalization or prolongation of existing hospitalization;
e A persistent or significant incapacity or substantial disruption of the ability to

conduct normal life functions;

A congenital anomaly/birth defect;

¢ An important medical event that based on appropriate medical judgement
may jeopardize the individual and may require medical or surgical
intervention to prevent 1 of the outcomes listed above.

OTHER ADVERSE EVENT REPORTING TO VAERS AND PFIZER INC.

Vaccination providers may report to VAERS other adverse events that are not
required to be reported using the contact information above.

To the extent feasible, report adverse events to Pfizer Inc. using the contact
information below or by providing a copy of the VAERS form to Pfizer Inc.

Website

Fax number Telephone number

www.pfizersafetyreporting.com

1-866-635-8337 1-800-438-1985

ADDITIONAL INFORMATION

For general questions, visit the website or call the telephone number provided

below.

To access the most recent Pfizer-BioNTech COVID-19 Vaccine Fact Sheets,
please scan the QR code provided below.

Global website

Telephone number

www.cvdvaccine.com

Okx:%40
r L

[=]

1-877-829-2619
(1-877-VAX-CO19)

AVAILABLE ALTERNATIVES

There may be clinical trials or availability under EUA of other COVID-19 vaccines.
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FEDERAL COVID-19 VACCINATION PROGRAM

This vaccine is being made available for emergency use exclusively through the
CDC COVID-19 Vaccination Program (the Vaccination Program). Healthcare
providers must enroll as providers in the Vaccination Program and comply with the
provider requirements. Vaccination providers may not charge any fee for the
vaccine and may not charge the vaccine recipient any out-of-pocket charge for
administration. However, vaccination providers may seek appropriate
reimbursement from a program or plan that covers COVID-19 vaccine
administration fees for the vaccine recipient (private insurance, Medicare,
Medicaid, Health Resources & Services Administration [HRSA] COVID-19
Uninsured Program for non-insured recipients). For information regarding provider
requirements and enroliment in the CDC COVID-19 Vaccination Program, see
https://www.cdc.gov/vaccines/covid-19/provider-enroliment.html.

Individuals becoming aware of any potential violations of the CDC COVID-19
Vaccination Program requirements are encouraged to report them to the Office of
the Inspector General, U.S. Department of Health and Human Services, at
1-800-HHS-TIPS or https://TIPS.HHS.GOV.

AUTHORITY FOR ISSUANCE OF THE EUA

The Secretary of Health and Human Services (HHS) has declared a public health
emergency that justifies the emergency use of drugs and biological products during
the COVID-19 pandemic. In response, FDA has issued an EUA for the unapproved
product, Pfizer-BioNTech COVID-19 Vaccine for active immunization to prevent
COVID-19.

FDA issued this EUA, based on Pfizer-BioNTech’s request and submitted data.

For the authorized uses, although limited scientific information is available, based
on the totality of the scientific evidence available to date, it is reasonable to believe
that the Pfizer-BioNTech COVID-19 Vaccine may be effective for the prevention of
COVID-19 in individuals as specified in the Full EUA Prescribing Information.

This EUA for the Pfizer-BioNTech COVID-19 Vaccine will end when the Secretary
of HHS determines that the circumstances justifying the EUA no longer exist or
when there is a change in the approval status of the product such that an EUA is
no longer needed.

For additional information about Emergency Use Authorization visit FDA at:
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-
and-policy-framework/emergency-use-authorization.

The Countermeasures Injury Compensation Program

The Countermeasures Injury Compensation Program (CICP) is a federal program
that has been created to help pay for related costs of medical care and other
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specific expenses to compensate people injured after use of certain medical
countermeasures. Medical countermeasures are specific vaccines, medications,
devices, or other items used to prevent, diagnose, or treat the public during a public
health emergency or a security threat. For more information about CICP regarding
the Pfizer-BioNTech COVID-19 Vaccine used to prevent COVID-19, visit
www.hrsa.gov/cicp, email cicp@hrsa.gov, or call: 1-855-266-2427.

SIONT=CH

Manufactured for

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz, Germany

= Pﬁzer
Manufactured by

Pfizer Inc., New York, NY 10017
LAB-1516-2.0
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FULL EMERGENCY USE AUTHORIZATION (EUA) PRESCRIBING INFORMATION
1 AUTHORIZED USE

Pfizer-BioNTech COVID-19 Vaccine is authorized for use under an Emergency Use Authorization (EUA) for
active immunization to prevent coronavirus disease 2019 (COVID-19) caused by severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) in individuals 6 months of age and older.

This EUA Prescribing Information pertains only to Pfizer-BioNTech COVID-19 Vaccine supplied in a multiple
dose vial with a maroon cap and a label with a maroon border, which is authorized for use in individuals

6 months through 4 years of age.

2 DOSAGE AND ADMINISTRATION

For intramuscular injection only.

The storage, preparation, and administration information in this Prescribing Information apply to the

Pfizer-BioNTech COVID-19 Vaccine, which is supplied in a multiple dose vial with a maroon cap and a label
with a maroon border.

Pfizer-BioNTech COVID-19 Vaccine, Multiple Dose Vial with Maroon Cap and a Label with a Maroon
Border

Doses Per Vial
Age Range Dilution Information After Dilution Dose Volume
Dilute with 2.2 mL sterile 0.9%
%
6 months through 4 years Sodium Chloride Injection, USP 10 0.2 mL
rior to use

* The vial labels may state “Age 2y to < 5y” or “Age 6m to < 5y” and carton labels may state “For age 2 years
to <5 years” or “For age 6 months to <5 years”. Vials with either printed age range can be used for individuals
6 months through 4 years of age.

2.1 Preparation for Administration
Each vial MUST BE DILUTED before administering the vaccine.

Prior to Dilution

e The Pfizer-BioNTech COVID-19 Vaccine multiple dose vial with a maroon cap and a label with a
maroon border contains a volume of 0.4 mL, and is supplied as a frozen suspension that does not contain
preservative.

e Each vial must be thawed before dilution.

e Vials may be thawed in the refrigerator [2°C to 8°C (35°F to 46°F)] or at room temperature [up to
25°C (77°F)].
e Refer to thawing instructions in the panels below.
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Dilution

¢ Dilute the vial contents using 2.2 mL of sterile 0.9% Sodium Chloride Injection, USP (not provided)
to form the Pfizer-BioNTech COVID-19 Vaccine.

e ONLY use sterile 0.9% Sodium Chloride Injection, USP as the diluent. This diluent is not packaged
with the vaccine and must be sourced separately. Do not use bacteriostatic 0.9% Sodium Chloride
Injection or any other diluent. Do not add more than 2.2 mL of diluent.

e After dilution, 1 vial contains 10 doses of 0.2 mL.

Dilution and Preparation Instructions

VIAL VERIFICATION

Pfizer-BioNTech COVID-19 Vaccine Vial with Maroon Cap and Label with Maroon Border —

v' Maroon plastic cap and label with maroon
border.

Verify that the vial of Pfizer-BioNTech COVID-19
Vaccine has a maroon plastic cap and a label with a
maroon border.

THAWING PRIOR TO DILUTION

Pfizer-BioNTech COVID-19 Vaccine Vial with Maroon Cap and Label with Maroon Border —

Store in the refrigerator for up to 10 weeks
prior to use.

Thaw vial(s) of Pfizer-BioNTech COVID-19
Vaccine before use either by:
o Allowing vial(s) to thaw in the refrigerator
[2°C to 8°C (35°F to 46°F)]. A carton of
10 vials may take up to 2 hours to thaw, and
thawed vials can be stored in the refrigerator
for up to 10 weeks.
o Allowing vial(s) to sit at room temperature [up
to 25°C (77°F)] for 30 minutes.
Vials may be stored at room temperature [up to
25°C (77°F)] for up to 12 hours prior to use.
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Gently x 10

Before dilution, mix by inverting vaccine vial gently
10 times.

Do not shake.

Inspect the liquid in the vial prior to dilution. The
liquid is a white to off-white suspension and may
contain opaque amorphous particles.

Do not use if liquid is discolored or if other particles
are observed.

DILUTION

Pfizer-BioNTech COVID-19 Vaccine Vial with Maroon Cap and Label with Maroon Border —

g J
N
Add 2.2 mL of sterile 0.9% Sodium Chloride
Injection, USP.

Obtain sterile 0.9% Sodium Chloride Injection,
USP. Use only this as the diluent.

Using aseptic technique, withdraw 2.2 mL of diluent
into a transfer syringe (21-gauge or narrower
needle).

Cleanse the vaccine vial stopper with a single-use
antiseptic swab.

Add 2.2 mL of sterile 0.9% Sodium Chloride
Injection, USP into the vaccine vial.
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Pull back plunger to 2.2 mL to remove air from
vial.

Equalize vial pressure before removing the needle
from the vial by withdrawing 2.2 mL air into the
empty diluent syringe.

if

Gently x 10

Gently invert the vial containing the
Pfizer-BioNTech COVID-19 Vaccine 10 times to
mix.

Do not shake.

Inspect the vaccine in the vial.

The vaccine will be a white to off-white suspension.

Do not use if vaccine is discolored or contains
particulate matter.
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e Record the date and time of dilution on the vial
label.

e Store between 2°C to 25°C (35°F to 77°F).
e Discard any unused vaccine 12 hours after dilution.

} ,
" DILUTE BEFOREJ

Date / Time:

Record the date and time of dilution.
Use within 12 hours after dilution.

Pfizer-BioNTech COVID-19 Vaccine Vial with Maroon Cap and Label with Maroon Border -
WITHRAWAL OF INDIVIDUAL 0.2 mL. DOSES

] ) e Using aseptic technique, cleanse the vial stopper

with a single-use antiseptic swab, and withdraw

, 0.2 mL of the Pfizer-BioNTech COVID-19 Vaccine

, preferentially using a low dead-volume syringe

3 and/or needle.

e Each dose must contain 0.2 mL of vaccine.

e [f the amount of vaccine remaining in the vial
cannot provide a full dose of 0.2 mL, discard the
vial and any excess volume.

e Administer immediately.

Withdraw 0.2 mL dose of vaccine.

2.2 Administration Information

Visually inspect each dose in the dosing syringe prior to administration. The vaccine will be a white to
off-white suspension. During the visual inspection,

e verify the final dosing volume of 0.2 mL.

e confirm there are no particulates and that no discoloration is observed.

e do not administer if vaccine is discolored or contains particulate matter.
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Administer the Pfizer-BioNTech COVID-19 Vaccine intramuscularly.

After dilution, vials of Pfizer-BioNTech COVID-19 Vaccine with maroon caps and labels with maroon borders
contain 10 doses of 0.2 mL of vaccine. Low dead-volume syringes and/or needles can be used to extract
10 doses from a single vial. If standard syringes and needles are used, there may not be sufficient volume to
extract 10 doses from a single vial. Irrespective of the type of syringe and needle:

e Each dose must contain 0.2 mL of vaccine.

e Ifthe amount of vaccine remaining in the vial cannot provide a full dose of 0.2 mL, discard the vial and

content.
¢ Do not pool excess vaccine from multiple vials.

2.3 Vaccination Schedule

The Pfizer-BioNTech COVID-19 Vaccine is administered intramuscularly as a primary series of 3 doses
(0.2 mL each) in individuals 6 months through 4 years of age. The initial 2 doses are administered 3 weeks apart
followed by a third dose administered at least 8 weeks after the second dose.

Individuals who will turn from 4 years to 5 years of age between any doses in the primary series may receive:
e a2-dose primary series with the Pfizer-BioNTech COVID-19 Vaccine authorized for use in individuals
5 through 11 years of age (each 0.2 mL dose containing 10 mcg modRNA, supplied in multiple dose
vials with orange caps and labels with orange borders).

OR

e a3-dose primary series initiated with the Pfizer-BioNTech COVID-19 Vaccine authorized for use in
individuals 6 months through 4 years of age (each 0.2 mL dose containing 3 mcg modRNA, supplied in
multiple dose vials with maroon caps). Each of Doses 2 and 3 may be with:

o Pfizer-BioNTech COVID-19 Vaccine authorized for use in individuals 6 months through 4 years
of age (supplied in multiple dose vials with maroon caps), or

o Pfizer-BioNTech COVID-19 Vaccine authorized for use in individuals 5 years through 11 years
of age (supplied in multiple dose vials with orange caps and labels with orange borders).

3 DOSAGE FORMS AND STRENGTHS

Pfizer-BioNTech COVID-19 Vaccine is a suspension for injection.

After preparation, each dose of the Pfizer-BioNTech COVID-19 Vaccine supplied in multiple dose vials with
maroon caps and labels with maroon borders is 0.2 mL for individuals 6 months through 4 years of age /see

Dosage and Administration (2.1)].

4 CONTRAINDICATIONS

Do not administer Pfizer-BioNTech COVID-19 Vaccine to individuals with known history of a severe allergic
reaction (e.g., anaphylaxis) to any component of the Pfizer-BioNTech COVID-19 Vaccine [see Description

(13)].
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5 WARNINGS AND PRECAUTIONS
5.1 Management of Acute Allergic Reactions

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in
the event an acute anaphylactic reaction occurs following administration of Pfizer-BioNTech COVID-19
Vaccine.

Monitor Pfizer-BioNTech COVID-19 Vaccine recipients for the occurrence of immediate adverse reactions
according to the Centers for Disease Control and Prevention (CDC) guidelines
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.html).

5.2 Myocarditis and Pericarditis

Postmarketing data demonstrate increased risks of myocarditis and pericarditis, particularly within 7 days
following the second dose. The observed risk is highest in males 12 through 17 years of age. Although some
cases required intensive care support, available data from short-term follow-up suggest that most individuals
have had resolution of symptoms with conservative management. Information is not yet available about
potential long-term sequelae. The CDC has published considerations related to myocarditis and pericarditis
after vaccination, including for vaccination of individuals with a history of myocarditis or pericarditis
(https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html).

53 Syncope

Syncope (fainting) may occur in association with administration of injectable vaccines, in particular in
adolescents. Procedures should be in place to avoid injury from fainting.

5.4  Altered Immunocompetence

Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a
diminished immune response to the Pfizer-BioNTech COVID-19 Vaccine.

5.5 Limitation of Effectiveness
The Pfizer-BioNTech COVID-19 Vaccine may not protect all vaccine recipients.
6 OVERALL SAFETY SUMMARY

It is MANDATORY for vaccination providers to report to the Vaccine Adverse Event Reporting System
(VAERS) all vaccine administration errors, all serious adverse events, cases of myocarditis, cases of
pericarditis, cases of Multisystem Inflammatory Syndrome (MIS) in adults and children, and
hospitalized or fatal cases of COVID-19 following vaccination with the Pfizer-BioNTech COVID-19
Vaccine. To the extent feasible, provide a copy of the VAERS form to Pfizer Inc. Please see the
REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS AND VACCINE
ADMINISTRATION ERRORS section for details on reporting to VAERS and Pfizer Inc.

In a clinical study (Study 3) in participants 6 through 23 months of age who received Pfizer-BioNTech

COVID-19 Vaccine containing 3 mcg of a nucleoside-modified messenger RNA encoding the viral spike (S)
glycoprotein of SARS-CoV-2 (3 mcg modRNA), adverse reactions following administration of any dose
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included irritability (68.4%), decreased appetite (38.6%), tenderness at the injection site (26.4%), injection site
redness (17.8%), fever (14.4%), injection site swelling (7.3%), and lymphadenopathy (0.2%).

In a clinical study (Study 3) in participants 2 through 4 years of age who received Pfizer-BioNTech COVID-19
Vaccine (3 mcg modRNA), adverse reactions following administration of any dose included pain at the
injection site (47.0%), fatigue (44.8%), injection site redness (18.9%), fever (10.5%), headache (8.7%),
injection site swelling (8.4%), chills (5.7%), muscle pain (5.0%), joint pain (2.4%), and

lymphadenopathy (0.1%).

Post Authorization Experience

Severe allergic reactions, including anaphylaxis, have been reported following administration of the
Pfizer-BioNTech COVID-19 Vaccine.

Myocarditis and pericarditis have been reported following administration of the Pfizer-BioNTech COVID-19
Vaccine.

6.1 Clinical Trials Experience

Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the
clinical trials of a drug cannot be directly compared to rates in the clinical trials of another drug and may not
reflect the rates observed in practice.

The safety of the primary series Pfizer-BioNTech COVID-19 Vaccine was evaluated in participants 6 months of
age and older in 3 clinical studies conducted in the United States, Europe, Turkey, South Africa, and South
America.

Study BNT162-01 (Study 1) was a Phase 1/2, 2-part, dose-escalation trial that enrolled 60 participants,

18 through 55 years of age. Study C4591001 (Study 2) is a Phase 1/2/3, multicenter, multinational, randomized,
saline placebo-controlled, observer-blind, dose-finding, vaccine candidate-selection (Phase 1) and efficacy
(Phase 2/3) study that has enrolled approximately 46,000 participants, 12 years of age or older. Of these,
approximately 43,448 participants [21,720 Pfizer-BioNTech COVID-19 Vaccine (30 mcg modRNA);

21,728 placebo] in Phase 2/3 are 16 years of age or older (including 138 and 145 participants 16 and 17 years of
age in the vaccine and placebo groups, respectively) and 2,260 participants are 12 through 15 years of age
(1,131 and 1,129 in the vaccine and placebo groups, respectively). Study C4591007 (Study 3) is a Phase 1/2/3
multicenter, randomized, dose-finding, open-label (Phase 1) and multinational, saline placebo-controlled,
observer-blind, immunogenicity and efficacy (Phase 2/3) study that has enrolled 4,695 participants 5 through

11 years of age, of whom 3,109 participants received Pfizer-BioNTech COVID-19 Vaccine (10 mcg modRNA)
and 1,538 participants received placebo in Phase 2/3. Study 3 also enrolled 1,776 participants 6 through

23 months of age, of whom 1,178 participants were in the Pfizer-BioNTech COVID-19 Vaccine (3 mcg
modRNA) group and 598 participants in the placebo group; and also enrolled 2,750 participants 2 through

4 years of age, of whom 1,835 participants were in the Pfizer-BioNTech COVID-19 Vaccine group

and 915 participants in the placebo group in Phase 2/3.

In Study 2 and Study 3, all participants 6 months through 4 years of age, 5 through 11 years of age, 12 through
15 years of age, and a subset of participants 16 years of age and older, were monitored for solicited local and
systemic reactions and use of antipyretic medication after each vaccination in an electronic diary. Participants
are being monitored for unsolicited adverse events, including serious adverse events, throughout the study [from
Dose 1 through 1 month after the last vaccination (all unsolicited adverse events) or 6 months (serious adverse
events) after the last vaccination]. Tables 1 through 4 present the frequency and severity of solicited local and
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systemic reactions, within 7 days following each dose of Pfizer-BioNTech COVID 19 Vaccine and placebo in
participants 6 months through 4 years of age.

Participants 6 Through 23 Months of Age (3-Dose Primary Series)

In an analysis of Study 3 (Phase 2/3), based on data in the blinded placebo-controlled follow-up period up to the
cutoff date of April 29, 2022, 570 participants 6 through 23 months of age who received a 3-dose primary series
[386 Pfizer-BioNTech COVID-19 Vaccine (3 mcg modRNA); 184 placebo] have been followed for a median of
1.3 months after the third dose.

Demographic characteristics in Study 3 were generally similar with regard to age, gender, race, and ethnicity
among participants 6 through 23 months of age who received Pfizer-BioNTech COVID-19 Vaccine and those
who received placebo. Among the 1,178 participants 6 through 23 months of age who received at least 1 dose of
the Pfizer-BioNTech COVID-19 Vaccine, 50.0% were male and 50.0% were female, 78.3% were White, 9.9%
were multi-racial, 13.7% were Hispanic/Latino, 7.7% were Asian, 3.6% were Black or African American, and
0.3% were American Indian/Alaska Native.

Solicited Local and Systemic Adverse Reactions

The mean duration of tenderness at the injection site after Dose 3 was 1.5 days (range 1 to 9 days), for redness
1.5 days (range 1 to 5 days), and for swelling 1.8 days (range 1 to 3 days) for participants 6 through 23 months
of age in the Pfizer-BioNTech COVID-19 Vaccine group in the blinded placebo-controlled follow-up period
(cutoff date of April 29, 2022).

Table 1: Study 3 — Frequency and Percentages of Participants With Solicited Local Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 6 Through 23 Months of
Age — Safety Population*

Pfizer-BioNTech Pfizer-BioNTech Pfizer-BioNTech
COVID-19 COVID-19 COVID-19
Vaccine* Placebo Vaccine® Placebo Vaccine* Placebo
Dose 1 Dose 1 Dose 2 Dose 2 Dose 3 Dose 3
N2=1159 to 1173 | N*=591 to 595 | N*=1137 to 1147 | N*=590 to 591 | N*=362 to 365 | N*=170
n® (%) n® (%) n® (%) n® (%) n® (%) n® (%)
Redness®
Any 124 (10.6) 44 (7.4) 107 (9.3) 39 (6.6) 26 (7.1) 9(5.3)
(>0.5 cm)
Mild 114 (9.7) 41 (6.9) 97 (8.5) 36 (6.1) 17 (4.7) 8 (4.7)
Moderate 10 (0.9) 3(0.5) 10 (0.9) 3(0.5) 8(2.2) 1(0.6)
Severe 0 0 0 0 1(0.3) 0
Swelling®

Any 46 (3.9) 15(2.5) 45 (3.9) 9(1.5) 10 (2.7) 3(1.8)

(>0.5 cm)

Mild 40 3.4 13 (2.2) 39 (3.4) 8(1.4) 7 (1.9) 3(L.8)

Moderate 6 (0.5) 2(0.3) 6 (0.5) 1(0.2) 3(0.8) 0

Severe 0 0 0 0 0 0
Tenderness at the injection site!

Any 192 (16.6) 66 (11.2) 171 (15.0) 50 (8.5) 58 (16.0) 20 (11.8)
Mild 181 (15.6) 61 (10.3) 154 (13.5) 42 (7.1) 51 (14.1) 17 (10.0)
Moderate 11 (0.9) 5(0.8) 16 (1.4) 8(1.4) 7(1.9) 3(L8)
Severe 0 0 1(0.1) 0 0 0

* Randomized participants who received at least 1 dose of the study intervention.
+ Pfizer-BioNTech COVID-19 Vaccine (3 mcg modRNA).
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Note: Reactions were collected in an electronic diary (e-diary) from Day 1 to Day 7 after vaccination.

a. N = Number of participants reporting at least 1 yes or no response for the specified reaction after the specified dose.
b. n=Number of participants with the specified reaction.
c. Mild: >0.5 to <2.0 cm; Moderate: >2.0 to <7.0 cm; Severe: >7.0 cm.
d. Mild: hurts if gently touched; Moderate: hurts if gently touched with crying; Severe: causes limitation of limb movement.

Table 2: Study 3 — Frequency and Percentages of Participants with Solicited Systemic Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 6 Through 23 Months of
Age — Safety Population*
Pfizer-BioNTech Pfizer-BioNTech Pfizer-BioNTech
COVID-19 COVID-19 COVID-19
Vaccine* Placebo Vaccine* Placebo Vaccine* Placebo
Dose 1 Dose 1 Dose 2 Dose 2 Dose 3 Dose 3
N*=1159 to 1173 | N*=591 to 595 | N*=1137 to 1147 | N*=590 to 591 | N*=362 to 365 | N*=170
n" (%) n® (%) n® (%) n® (%) n" (%) n® (%)
Fever
>38.0°C 85(7.2) 43 (7.2) 85(7.4) 36 (6.1) 25 (6.8) 10 (5.9)
>38.0°C to
38.4°C 42 (3.6) 22 (3.7) 41 (3.6) 18 (3.0) 14 (3.8) 7(4.1)
>38.4°C to
38.9°C 23 (2.0) 14 (24) 20 (1.7) 11(1.9) 5.4 2(1.2)
>38.9°C to
40.0°C 19 (1.6) 6 (1.0 23 (2.0) 7(.2) 51.4) 1 (0.6)
>40.0°C 1(0.1) 1(0.2) 1(0.1) 0 1(0.3) 0
Decreased appetite®

Any 257 (22.2) 125 (21.2) 252 (22.2) 106 (18.0) 73 (20.2) 23 (13.5)
Mild 138 (11.9) 73 (12.4) 157 (13.8) 63 (10.7) 42 (11.6) 13 (7.6)
Moderate 116 (10.0) 51 (8.6) 91 (8.0) 42 (7.1) 27(7.5) 10 (5.9)
Severe 3(0.3) 1(0.2) 4(0.4) 1(0.2) 4 (1.1) 0

Drowsiness?

Any 313 (27.0) 173 (29.3) 271 (23.8) 125 (21.2) 72 (19.9) 22 (12.9)
Mild 251 (21.7) 130 (22.0) 201 (17.7) 98 (16.6) 50 (13.8) 15 (8.8)
Moderate 60 (5.2) 41 (6.9) 66 (5.8) 26 (4.4) 21(5.8) 6 (3.9
Severe 2(0.2) 2 (0.3) 4(0.4) 1(0.2) 1(0.3) 1 (0.6)

Irritability®

Any 593 (51.2) 279 (47.2) 539 (47.4) 240 (40.7) 158 (43.6) |64 (37.6)
Mild 245 (21.1) 106 (17.9) 213 (18.7) 89 (15.1) 56 (15.5) 27 (15.9)
Moderate 341 (29.4) 173 (29.3) 319 (28.1) 146 (24.7) 101 (27.9) |37 (21.8)
Severe 7 (0.6) 0 7 (0.6) 5(0.8) 1(0.3) 0

Use of

antipyretic or

pain

medication® 281 (24.0) 117 (19.7) 243 (21.2) 111 (18.8) 70 (19.2) 28 (16.5)
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* Randomized participants who received at least 1 dose of the study intervention.

+ Pfizer-BioNTech COVID-19 Vaccine (3 mcg modRNA).

Note: Events and use of antipyretic or pain medication were collected in an electronic diary (e-diary) from Day 1 to Day 7 after
each dose.

a. N = Number of participants reporting at least 1 yes or no response for the specified event after the specified dose.

b. n = Number of participants with the specified reaction.

c. Mild: decreased interest in eating; Moderate: decreased oral intake; Severe: refusal to feed.

d. Mild: increased or prolonged sleeping bouts; Moderate: slightly subdued interfering with daily activity; Severe: disabling; not
interested in usual daily activity.

Mild: easily consolable; Moderate: requiring increased attention; Severe: inconsolable; crying cannot be comforted.
Severity was not collected for use of antipyretic or pain medication.

o

Unsolicited Adverse Events

In the following analyses of Study 3 in participants 6 through 23 months of age (386 of whom received
Pfizer-BioNTech COVID-19 Vaccine and 184 of whom received placebo), 83.7% of participants had at least
30 days of follow-up after Dose 3.

Serious Adverse Events
Serious adverse events from Dose 1 through 1 month after Dose 3, with an overall median of 1.3 months

follow-up after Dose 3 were reported by 1.4% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 2.3%

of placebo recipients. No serious adverse events were reported that were considered related to vaccination.

Non-Serious Adverse Events
Non-serious adverse events from Dose 1 through up to 1 month after Dose 3, in ongoing follow-up were
reported by 29.1% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 26.3% of placebo recipients.

From Dose 1 through 30 days after Dose 3, lymphadenopathy was reported in 2 (0.2%) participants in the
Pfizer-BioNTech COVID-19 Vaccine group vs. 0 (0%) in the placebo group. There were no other notable
patterns between treatment groups for specific categories of non-serious adverse events that would suggest a
causal relationship to Pfizer-BioNTech COVID-19 Vaccine.

Participants 2 Through 4 Years of Age (3-Dose Primary Series)

In an analysis of Study 3 (Phase 2/3), based on data in the blinded placebo-controlled follow-up period up to the

cutoff date of April 29, 2022, 886 participants 2 through 4 years of age who received a 3-dose primary series
[606 Pfizer-BioNTech COVID-19 Vaccine (3 mcg modRNA); 280 placebo] were have been followed a media
of 1.4 months after the third dose.

Demographic characteristics in Study 3 were generally similar with regard to age, gender, race, and ethnicity
among participants 2 through 4 years of age who received Pfizer-BioNTech COVID-19 Vaccine and those wh
received placebo. Among the 1,835 participants 2 through 4 years of age who received at least 1 dose of the
Pfizer-BioNTech COVID-19 Vaccine, 49.1% were male and 50.9% were female, 80.1% were White, 14.4%
were Hispanic/Latino, 7.1% were multi-racial, 6.9% were Asian, 5.1% were Black or African American, and
0.2% were American Indian/Alaska Native.

Solicited Local and Systemic Adverse Reactions

The mean duration of pain at the injection site after Dose 3 was 1.7 days (range 1 to 14 days), for redness
1.5 days (range 1 to 3 days), and for swelling 1.8 days (range 1 to 4 days) for participants 2 through 4 years of
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age in the Pfizer-BioNTech COVID-19 Vaccine group in the blinded placebo-controlled follow-up period
(cutoff date of April 29, 2022).

Table 3: Study 3 — Frequency and Percentages of Participants With Solicited Local Reactions, by
Maximum Severity, Within 7 Days After Each Dose — Participants 2 Through 4 Years of Age —
Safety Population®
Pfizer-BioNTech Pfizer-BioNTech Pfizer-BioNTech
COVID-19 COVID-19 COVID-19

Vaccine* Placebo Vaccine* Placebo Vaccine* Placebo

Dose 1 Dose 1 Dose 2 Dose 2 Dose 3 Dose 3

*=1814 to 1825 =905 to 909 *=1772 to 1779 =877 to 878 =547 to 552 =262

n® (%) n® (%) n® (%) n® (%) n® (%) n® (%)

Redness®

Any 160 (8.8) 77 (8.5) 202 (11.4) 50 (5.7) 60 (10.9) 934

(>0.5 cm)

Mild 137 (7.5) 67 (7.4) 170 (9.6) 43 (4.9) 53 (9.6) 7.7
Moderate 22 (1.2) 9 (1.0 31(1.7) 7(0.8) 7(1.3) 2 (0.8)
Severe 1(0.1) 1(0.1) 1(0.1) 0 0 0

Swelling®

Any 67 (3.7) 26 (2.9) 102 (5.7) 18 (2.1) 17 (3.1) 3(1.1)

(>0.5 cm)

Mild 59 (3.2) 21 (2.3) 81 (4.6) 16 (1.8) 16 (2.9) 3(L.D
Moderate 8(0.4) 5(0.6) 21(1.2) 2(0.2) 1(0.2) 0
Severe 0 0 0 0 0 0

Pain at the injection site?

Any 559 (30.8) 186 (20.6) 550 (31.0) 178 (20.3) 146 (26.7) 35134
Mild 522 (28.8) 178 (19.7) 514 (29.0) 169 (19.3) 130 (23.8) 33 (12.6)
Moderate 37 (2.0) 7(0.8) 36 (2.0) 8 (0.9 16 (2.9) 2(0.8)
Severe 0 1(0.1) 0 1(0.1) 0 0

* Randomized participants who received at least 1 dose of the study intervention.

+ Pfizer-BioNTech COVID-19 Vaccine (3 mcg modRNA).

Note: Reactions were collected in an electronic diary (e-diary) from Day 1 to Day 7 after vaccination.

a. N = Number of participants reporting at least 1 yes or no response for the specified reaction after the specified dose.

b. n=Number of participants with the specified reaction.

c. Mild: >0.5 to <2.0 cm; Moderate: >2.0 to <7.0 cm; Severe: >7.0 cm.

d. Mild: does not interfere with activity; Moderate: interferes with activity; Severe: prevents daily activity.

Revised: 31 August 2022 29



Table 4:

Study 3 — Frequency and Percentages of Participants with Solicited Systemic Reactions, by

Maximum Severity, Within 7 Days After Each Dose — Participants 2 Through 4 Years of Age —
Safety Population*

Pfizer-BioNTech Pfizer-BioNTech Pfizer-BioNTech
COVID-19 COVID-19 COVID-19
Vaccine* Placebo Vaccine* Placebo Vaccine* Placebo
Dose 1 Dose 1 Dose 2 Dose 2 Dose 3 Dose 3
2=1813 to 1824 2=905 to 909 2=1772 to 1779 2=877 to 878 2=547 to 552 2=262
n® (%) n® (%) n® (%) n® (%) n® (%) n® (%)
Fever
>38.0°C 95 (5.2) 48 (5.3) 88 (4.9) 46 (5.2) 28 (5.1) 11 (4.2)
>38.0°C to
38.4°C 57 (3.1) 24 (2.6) 41 (2.3) 17 (1.9) 16 (2.9) 4 (1.5)
>38.4°C to
38.9°C 24 (1.3) 16 (1.8) 26 (1.5) 21 (2.4) 8(1.4) 4(1.5)
>38.9°C to
40.0°C 13 (0.7) 8(0.9) 19 (1.1) 8 (0.9) 4 (0.7) 3(1.1)
>40.0°C 1(0.1) 0 2(0.1) 0 0 0
Fatigue®

Any 539 (29.7) 277 (30.6) 456 (25.7) 201 (22.9) 134 (24.5) 57 (21.8)
Mild 335 (18.5) 176 (19.4) 267 (15.1) 120 (13.7) 87 (15.9) 35134
Moderate 198 (10.9) 96 (10.6) 181 (10.2) 78 (8.9) 45 (8.2) 22 (8.4)
Severe 6(0.3) 5(0.6) 8 (0.5 3(0.3) 2(0.4) 0

Headache®

Any 81 (4.5) 44 (4.9 81 (4.6) 36 (4.1) 27 (4.9 11 (4.2)
Mild 63 (3.5) 35(3.9) 63 (3.6) 23 (2.6) 19 (3.5) 10 (3.8)
Moderate 18 (1.0) 8(0.9) 18 (1.0) 12 (1.4) 8 (1.5 1(0.4)
Severe 0 1(0.1) 0 1(0.1) 0 0

Chills®

Any 41 (2.3) 22 (24 53 (3.0) 23 (2.6) 18 (3.3) 7.7
Mild 28 (1.5) 16 (1.8) 35 (2.0) 17 (1.9) 14 (2.6) 7.7
Moderate 10 (0.6) 6 (0.7) 18 (1.0) 6(0.7) 3(0.5) 0
Severe 3(0.2) 0 0 0 1(0.2) 0

Vomiting?

Any 54 (3.0) 24 (2.7) 61 (3.4 29 (3.3) 9(1.6) 10 (3.8)
Mild 44 (2.4) 14 (1.5) 55(3.1) 26 (3.0) 7(1.3) 934
Moderate 10 (0.6) 10 (1.1) 6(0.3) 3(0.3) 2(0.4) 1(0.4)
Severe 0 0 0 0 0 0

Diarrhea®

Any 139 (7.7) 72 (8.0) 118 (6.7) 64 (7.3) 28 (5.1) 13 (5.0)
Mild 130 (7.2) 64 (7.1) 105 (5.9) 57 (6.5) 21 (3.8) 10 (3.8)
Moderate 9 (0.5 8 (0.9 12 (0.7) 7(0.8) 7(1.3) 3(1.1
Severe 0 0 1(0.1) 0 0 0

New or worsened muscle pain®

Any 43 (2.4) 15 (1.7) 46 (2.6) 21 (2.4) 11 (2.0) 4 (1.5)
Mild 33 (1.8) 13 (1.4) 33(1.9) 17 (1.9) 8 (1.5 4 (1.5)
Moderate 9(0.5) 2(0.2) 13 (0.7) 4(0.5) 3(0.5) 0
Severe 1(0.1) 0 0 0 0 0

New or worsened joint pain®

Any 14 (0.8) 18 (2.0) 24 (1.4) 9(1.0) 7(1.3) 2 (0.8)
Mild 12 (0.7) 13 (1.4) 18 (1.0) 6(0.7) 5(0.9) 2(0.8)
Moderate 2(0.1) 5(0.6) 6(0.3) 3(0.3) 1(0.2) 0
Severe 0 0 0 0 1(0.2) 0
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Pfizer-BioNTech Pfizer-BioNTech Pfizer-BioNTech
COVID-19 COVID-19 COVID-19
Vaccine* Placebo Vaccine* Placebo Vaccine* Placebo
Dose 1 Dose 1 Dose 2 Dose 2 Dose 3 Dose 3
2=1813 to 1824 =905 to 909 2=1772 to 1779 2=877 to 878 =547 to 552 =262
n® (%) n® (%) n® (%) n® (%) n® (%) n® (%)
Use of
antipyretic or
pain
medication’ 197 (10.8) 83 (9.1) 177 (9.9) 74 (8.4) 47 (8.5) 18 (6.9)

* Randomized participants who received at least 1 dose of the study intervention.

+ Pfizer-BioNTech COVID-19 Vaccine (3 mcg modRNA).

Note: Events and use of antipyretic or pain medication were collected in an electronic diary (e-diary) from Day 1 to Day 7 after
each dose.

N = Number of participants reporting at least 1 yes or no response for the specified event after the specified dose.

. n=Number of participants with the specified reaction.

Mild: does not interfere with activity; Moderate: some interference with activity; Severe: prevents daily activity.

. Mild: 1 to 2 times in 24 hours; Moderate: >2 times in 24 hours; Severe: requires intravenous hydration.

Mild: 2 to 3 loose stools in 24 hours; Moderate: 4 to 5 loose stools in 24 hours; Severe: 6 or more loose stools in 24 hours.
Severity was not collected for use of antipyretic or pain medication.

o oo o

Unsolicited Adverse Events

In the following analyses of Study 3 in participants 2 through 4 years of age (606 of whom received
Pfizer-BioNTech COVID-19 Vaccine and 280 of whom received placebo), 76.6% of participants had at least
30 days of follow-up after Dose 3.

Serious Adverse Events

Serious adverse events from Dose 1 through 1 month after Dose 3, with an overall median of 1.4 months
follow-up after Dose 3 were reported by 0.7% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 0.9%
of placebo recipients. One serious adverse event of fever (maximum temperature 40.3°C) on Day 3 after Dose 2
in a 4-year-old was considered possibly related to vaccination.

Non-Serious Adverse Events
Non-serious adverse events from Dose 1 through up to 30 days after Dose 3, in ongoing follow-up were
reported by 18.5% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 18.5% of placebo recipients.

From Dose 1 through 30 days after Dose 3, lymphadenopathy was reported in 1 (0.1%) participant in the
Pfizer-BioNTech COVID-19 Vaccine (3 mcg modRNA) group vs. 0 (0.0%) in the placebo group. There were
no other notable patterns between treatment groups for specific categories of non-serious adverse events that
would suggest a causal relationship to Pfizer-BioNTech COVID-19 Vaccine.

Participants 5 Through 11 Years of Age (2-Dose Primary Series)

In an analysis of Study 3 (Phase 2/3), based on data up to the cutoff date of September 06, 2021,

2,268 participants [1,518 Pfizer-BioNTech COVID-19 Vaccine (10 mcg modRNA); 750 placebo] were

5 through 11 years of age. Of these, 2,158 (95.1%) [1,444 Pfizer-BioNTech COVID-19 Vaccine

(10 mcg modRNA) and 714 placebo] participants have been followed for at least 2 months after the second
dose. An analysis of Study 3 Phase 2/3 adverse event data also included another 2,379 participants

[1,591 Pfizer-BioNTech COVID-19 Vaccine (10 mcg modRNA) and 788 placebo], of whom 71.2% had a
follow-up period for at least 2 weeks after Dose 2 up to the cutoff date of October 8, 2021. The safety
evaluation in Study 3 is ongoing.
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Demographic characteristics in Study 3 were generally similar with regard to age, gender, race, and ethnicity
among participants 5 through 11 years of age who received Pfizer-BioNTech COVID-19 Vaccine (10 mcg
modRNA) and those who received placebo. Among the 4,647 participants 5 through 11 years of age who
received at least 1 dose of the Pfizer-BioNTech COVID-19 Vaccine (10 mcg modRNA) or placebo, 51.8% were
male and 48.2% were female, 77.3% were White, 5.8% were Black or African American, 16.9% were
Hispanic/Latino, 8.3% were Asian, and 0.4% were American Indian/Alaska Native.

Unsolicited Adverse Events

In the following analyses of Study 3 in participants 5 through 11 years of age (1,518 of whom received
Pfizer-BioNTech COVID-19 Vaccine [ 10 mcg modRNA] and 750 of whom received placebo), 99.5% of
participants had at least 30 days of follow-up after Dose 2.

Serious Adverse Events

In 1 group of participants (initial enrollment cohort) with a median of 2.3 months follow-up post Dose 2, no
serious adverse events were reported that were considered related to vaccination. In a second group of
participants (expansion cohort) with a median of 2.4 weeks follow-up post Dose 2, no serious adverse events
were reported that were considered related to vaccination.

Non-Serious Adverse Events

In 1 group of participants (initial enrollment cohort), non-serious adverse events from Dose 1 through up to
30 days after Dose 2 up to the cutoff date of September 06, 2021, in ongoing follow-up were reported by
10.9% of Pfizer-BioNTech COVID-19 Vaccine (10 mcg modRNA) recipients and by 9.1% of placebo
recipients. In this group of participants, >99% had follow-up 30 days post Dose 2. In a second group of
participants (expansion cohort) for which the median follow-up was 2.4 weeks (range 0 — 3.7 weeks),
non-serious adverse events from Dose 1 through the cutoff date of October 8, 2021, were reported by 7.1% of
Pfizer-BioNTech COVID-19 Vaccine (10 mcg modRNA) recipients and by 6.3% of placebo recipients.

In the initial enrollment cohort, from Dose 1 through 30 days after Dose 2, lymphadenopathy was reported in
13 (0.9%) participants in the Pfizer-BioNTech COVID-19 Vaccine (10 mcg modRNA) group vs. 1 (0.1%) in
the placebo group. In the expansion cohort from Dose 1 through the cut-off date, lymphadenopathy was
reported in 6 (0.4%) participants in the Pfizer-BioNTech COVID-19 Vaccine (10 mcg modRNA) group

vs. 3 (0.4%) in the placebo group. There were no other notable patterns between treatment groups for specific
categories of non-serious adverse events that would suggest a causal relationship to Pfizer-BioNTech
COVID-19 Vaccine.

Participants 12 Through 15 Years of Age (2-Dose Primary Series)

In an analysis of Study 2, based on data up to the cutoff date of March 13, 2021, 2,260 participants

[1,131 Pfizer-BioNTech COVID-19 Vaccine (30 mcg modRNA); 1,129 placebo] were 12 through 15 years of
age. Of these, 1,308 (660 Pfizer-BioNTech COVID-19 Vaccine and 648 placebo) participants have been
followed for at least 2 months after the second dose. The safety evaluation in Study 2 is ongoing.

Demographic characteristics in Study 2 were generally similar with regard to age, gender, race, and ethnicity
among participants who received Pfizer-BioNTech COVID-19 Vaccine and those who received placebo.
Overall, among the participants who received the Pfizer-BioNTech COVID-19 Vaccine, 50.1% were male and
49.9% were female, 85.9% were White, 4.6% were Black or African American, 11.7% were Hispanic/Latino,
6.4% were Asian, and 0.4% were American Indian/Alaska Native.
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Unsolicited Adverse Events

In the following analyses of Study 2 in participants 12 through 15 years of age (1,131 of whom received
Pfizer-BioNTech COVID-19 Vaccine and 1,129 of whom received placebo), 98.3% of study participants had at
least 30 days of follow-up after Dose 2.

Serious Adverse Events

Serious adverse events from Dose 1 through up to 30 days after Dose 2 in ongoing follow-up were reported by
0.4% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 0.1% of placebo recipients. There were no
notable patterns or numerical imbalances between treatment groups for specific categories of serious adverse
events that would suggest a causal relationship to Pfizer-BioNTech COVID-19 Vaccine.

Non-Serious Adverse Events
Non-serious adverse events from Dose 1 through up to 30 days after Dose 2 in ongoing follow-up were reported
by 5.8% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 5.8% of placebo recipients.

From Dose 1 through 30 days after Dose 2, reports of lymphadenopathy plausibly related to the study
intervention were imbalanced, with notably more cases in the Pfizer-BioNTech COVID-19 Vaccine group (7)
vs. the placebo group (1). There were no other notable patterns or numerical imbalances between treatment
groups for specific categories of non-serious adverse events that would suggest a causal relationship to
Pfizer-BioNTech COVID-19 Vaccine.

Participants 16 Years of Age and Older (2-Dose Primary Series)

At the time of the analysis of Study 2 for the EUA, 37,586 [18,801 Pfizer-BioNTech COVID-19 Vaccine
(30 mcg modRNA) and 18,785 placebo] participants 16 years of age or older had been followed for a median of
2 months after the second dose.

The safety evaluation in Study 2 is ongoing. The safety population includes participants 16 years and older
enrolled by October 9, 2020, and includes safety data accrued through November 14, 2020.

Demographic characteristics in Study 2 were generally similar with regard to age, gender, race, and ethnicity
among participants who received Pfizer-BioNTech COVID-19 Vaccine and those who received placebo.
Overall, among the total participants who received either the Pfizer-BioNTech COVID-19 Vaccine or placebo,
50.6% were male and 49.4% were female, 83.1% were White, 9.1% were Black or African American, 28.0%
were Hispanic/Latino, 4.3% were Asian, and 0.5% were American Indian/Alaska Native.

Unsolicited Adverse Events

Serious Adverse Events

In Study 2, among participants 16 through 55 years of age who had received at least 1 dose of vaccine or
placebo (Pfizer-BioNTech COVID-19 Vaccine = 10,841; placebo = 10,851), serious adverse events from
Dose 1 through up to 30 days after Dose 2 in ongoing follow-up were reported by 0.4% of Pfizer-BioNTech
COVID-19 Vaccine recipients and by 0.3% of placebo recipients. In a similar analysis, in participants 56 years
of age and older (Pfizer-BioNTech COVID-19 Vaccine = 7,960, placebo = 7,934), serious adverse events were
reported by 0.8% of Pfizer-BioNTech COVID-19 Vaccine recipients and by 0.6% of placebo recipients who
received at least 1 dose of Pfizer-BioNTech COVID-19 Vaccine or placebo, respectively. In these analyses,
91.6% of study participants had at least 30 days of follow-up after Dose 2.
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Appendicitis was reported as a serious adverse event for 12 participants, and numerically higher in the vaccine
group, 8 vaccine participants and 4 placebo participants. Currently available information is insufficient to
determine a causal relationship with the vaccine. There were no other notable patterns or numerical imbalances
between treatment groups for specific categories of serious adverse events (including neurologic,
neuro-inflammatory, and thrombotic events) that would suggest a causal relationship to Pfizer-BioNTech
COVID-19 Vaccine.

Non-Serious Adverse Events

In Study 2 in which 10,841 participants 16 through 55 years of age received Pfizer-BioNTech COVID-19
Vaccine and 10,851 participants received placebo, non-serious adverse events from Dose 1 through up to

30 days after Dose 2 in ongoing follow-up were reported in 29.3% of participants who received
Pfizer-BioNTech COVID-19 Vaccine and 13.2% of participants in the placebo group, for participants who
received at least 1 dose. Overall in a similar analysis in which 7,960 participants 56 years of age and older
received Pfizer-BioNTech COVID-19 Vaccine, non-serious adverse events within 30 days were reported in
23.8% of participants who received Pfizer-BioNTech COVID-19 Vaccine and 11.7% of participants in the
placebo group, for participants who received at least 1 dose. In these analyses, 91.6% of study participants had
at least 30 days of follow-up after Dose 2.

The higher frequency of reported unsolicited non-serious adverse events among Pfizer-BioNTech COVID-19
Vaccine recipients compared to placebo recipients was primarily attributed to local and systemic adverse events
reported during the first 7 days following vaccination that are consistent with adverse reactions solicited among
participants in the reactogenicity subset. From Dose 1 through 30 days after Dose 2, reports of
lymphadenopathy were imbalanced with notably more cases in the Pfizer-BioNTech COVID-19 Vaccine

group (64) vs. the placebo group (6), which is plausibly related to vaccination. Throughout the safety follow-up
period to date, Bell’s palsy (facial paralysis) was reported by 4 participants in the Pfizer-BioNTech COVID-19
Vaccine group. Onset of facial paralysis was Day 37 after Dose 1 (participant did not receive Dose 2) and

Days 3, 9, and 48 after Dose 2. No cases of Bell’s palsy were reported in the placebo group. Currently available
information is insufficient to determine a causal relationship with the vaccine. There were no other notable
patterns or numerical imbalances between treatment groups for specific categories of non-serious adverse
events (including other neurologic or neuro-inflammatory, and thrombotic events) that would suggest a causal
relationship to Pfizer-BioNTech COVID-19 Vaccine.

6.2 Post Authorization Experience

The following adverse reactions have been identified during post authorization use of Pfizer-BioNTech
COVID-19 Vaccine. Because these reactions are reported voluntarily, it is not always possible to reliably
estimate their frequency or establish a causal relationship to vaccine exposure.

Cardiac Disorders: myocarditis, pericarditis

Gastrointestinal Disorders: diarrhea, vomiting

Immune System Disorders: severe allergic reactions, including anaphylaxis, and other hypersensitivity reactions
(e.g., rash, pruritus, urticaria, angioedema)

Musculoskeletal and Connective Tissue Disorders: pain in extremity (arm)

Nervous System Disorders: syncope

8 REQUIREMENTS AND INSTRUCTIONS FOR REPORTING ADVERSE EVENTS AND
VACCINE ADMINISTRATION ERRORS

See Overall Safety Summary (Section 6) for additional information.
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The vaccination provider enrolled in the federal COVID-19 Vaccination Program is responsible for
MANDATORY reporting of the listed events following Pfizer-BioNTech COVID-19 Vaccine to the Vaccine
Adverse Event Reporting System (VAERS):

e Vaccine administration errors whether or not associated with an adverse event

e Serious adverse events’ (irrespective of attribution to vaccination)

e (ases of myocarditis

e (ases of pericarditis
Cases of Multisystem Inflammatory Syndrome (MIS) in children and adults
e (Cases of COVID-19 that result in hospitalization or death

*Serious adverse events are defined as:
e Death
e A life-threatening adverse event
e Inpatient hospitalization or prolongation of existing hospitalization
e A persistent or significant incapacity or substantial disruption of the ability to conduct normal life
functions
A congenital anomaly/birth defect
e An important medical event that based on appropriate medical judgement may jeopardize the individual
and may require medical or surgical intervention to prevent 1 of the outcomes listed above

Instructions for Reporting to VAERS

The vaccination provider enrolled in the federal COVID-19 Vaccination Program should complete and submit a
VAERS form to FDA using 1 of the following methods:
e Complete and submit the report online: https://vaers.hhs.gov/reportevent.html, or
e Ifyou are unable to submit this form electronically, you may fax it to VAERS at 1-877-721-0366. If
you need additional help submitting a report you may call the VAERS toll-free information line at
1-800-822-7967 or send an email to info@vaers.org.

IMPORTANT: When reporting adverse events or vaccine administration errors to VAERS, please
complete the entire form with detailed information. It is important that the information reported to FDA
be as detailed and complete as possible. Information to include:
e Patient demographics (e.g., patient name, date of birth)
Pertinent medical history
Pertinent details regarding admission and course of illness
Concomitant medications
Timing of adverse event(s) in relationship to administration of the Pfizer-BioNTech COVID-19
Vaccine
Pertinent laboratory and virology information
e Outcome of the event and any additional follow-up information if it is available at the time of the
VAERS report. Subsequent reporting of follow-up information should be completed if additional
details become available.
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The following steps are highlighted to provide the necessary information for safety tracking:
1. InBox 17, provide information on Pfizer-BioNTech COVID-19 Vaccine and any other vaccines
administered on the same day; and in Box 22, provide information on any other vaccines received within
1 month prior.
2. In Box 18, description of the event:

a. Write “Pfizer-BioNTech COVID-19 Vaccine EUA” as the first line.

b. Provide a detailed report of vaccine administration error and/or adverse event. It is important to
provide detailed information regarding the patient and adverse event/medication error for
ongoing safety evaluation of this unapproved vaccine. Please see information to include listed
above.

3. Contact information:

a. In Box 13, provide the name and contact information of the prescribing healthcare provider or
institutional designee who is responsible for the report.

b. In Box 14, provide the name and contact information of the best doctor/healthcare professional
to contact about the adverse event.

c. InBox 15, provide the address of the facility where vaccine was given (NOT the healthcare
provider’s office address).

Other Reporting Instructions

Vaccination providers may report to VAERS other adverse events that are not required to be reported using the
contact information above.

To the extent feasible, report adverse events to Pfizer Inc. using the contact information below or by providing a
copy of the VAERS form to Pfizer Inc.

Website Fax number Telephone number

www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985

10 DRUG INTERACTIONS

There are no data to assess the concomitant administration of the Pfizer-BioNTech COVID-19 Vaccine with
other vaccines.

11 USE IN SPECIFIC POPULATIONS
11.3 Pediatric Use

Pfizer-BioNTech COVID-19 Vaccine is authorized for use in individuals 6 months through 17 years of age.
This authorization is based on safety and effectiveness data in this age group and adults.

Pfizer-BioNTech COVID-19 Vaccine is not authorized for use in individuals younger than 6 months of age.
13 DESCRIPTION
The Pfizer-BioNTech COVID-19 Vaccine in multiple dose vials with maroon caps and labels with maroon

borders is supplied as a frozen suspension; each vial must be diluted with 2.2 mL of sterile 0.9% Sodium
Chloride Injection, USP prior to use to form the vaccine. Each 0.2 mL dose of the Pfizer-BioNTech COVID-19
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Vaccine supplied in multiple dose vials with maroon caps and labels with maroon borders contains 3 mcg of
modRNA encoding the viral spike (S) glycoprotein of the SARS-CoV-2 Wuhan-Hu-1 strain.

Each 0.2 mL dose of the Pfizer-BioNTech COVID-19 Vaccine supplied in multiple dose vials with maroon
caps and labels with maroon borders also includes the following ingredients: lipids (0.04 mg ((4-
hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate), 0.005 mg 2[(polyethylene glycol)-2000]-
N,N-ditetradecylacetamide, 0.01 mg 1,2-distearoyl-sn-glycero-3-phosphocholine, and 0.02 mg cholesterol),
3.2 mg sucrose, 0.006 mg tromethamine, and 0.04 mg tromethamine hydrochloride. The diluent (sterile 0.9%
Sodium Chloride Injection, USP) contributes 1.52 mg sodium chloride per dose.

The Pfizer-BioNTech COVID-19 Vaccine does not contain preservative. The vial stoppers are not made with
natural rubber latex.

14 CLINICAL PHARMACOLOGY
14.1 Mechanism of Action

The modRNA in the Pfizer-BioNTech COVID-19 Vaccine is formulated in lipid particles, which enable
delivery of the RNA into host cells to allow expression of the SARS-CoV-2 S antigen. The vaccine elicits an
immune response to the S antigen, which protects against COVID-19.

18 CLINICAL TRIAL RESULTS AND SUPPORTING DATA FOR EUA
18.1 Efficacy of a 2-Dose Primary Series in Participants 16 Years of Age and Older

Study 2 is a multicenter, multinational, Phase 1/2/3, randomized, placebo-controlled, observer-blind,
dose-finding, vaccine candidate-selection, and efficacy study in participants 12 years of age and older.
Randomization was stratified by age: 12 through 15 years of age, 16 through 55 years of age, or 56 years of age
and older, with a minimum of 40% of participants in the >56-year stratum. The study excluded participants who
were immunocompromised and those who had previous clinical or microbiological diagnosis of COVID-19.
Participants with preexisting stable disease, defined as disease not requiring significant change in therapy or
hospitalization for worsening disease during the 6 weeks before enrollment, were included as were participants
with known stable infection with human immunodeficiency virus (HIV), hepatitis C virus (HCV), or hepatitis B
virus (HBV).

In the Phase 2/3 portion of Study 2, based on data accrued through November 14, 2020, approximately
44,000 participants 12 years of age and older were randomized equally and received 2 doses of
Pfizer-BioNTech COVID-19 Vaccine (30 mcg modRNA) or placebo separated by 21 days. Participants are
planned to be followed for up to 24 months, for assessments of safety and efficacy against COVID-19.

The population for the analysis of the primary efficacy endpoint included 36,621 participants 12 years of age
and older (18,242 in the Pfizer-BioNTech COVID-19 Vaccine group and 18,379 in the placebo group) who did
not have evidence of prior infection with SARS-CoV-2 through 7 days after the second dose. Table 5 presents
the specific demographic characteristics in the studied population.
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Table 5: Demographics (population for the

rimary efficacy endpoint)?

Pfizer-BioNTech

COVID-19 Vaccine* Placebo
(N=18,242) (N=18,379)
n (%) n (%)
Sex
Male 9318 (51.1) 9225 (50.2)
Female 8924 (48.9) 9154 (49.8)
Age (years)
Mean (SD) 50.6 (15.70) 50.4 (15.81)
Median 52.0 52.0
Min, max (12, 89) (12,91)
Age group
>12 through 15 years® 46 (0.3) 42 (0.2)
>16 through 17 years 66 (0.4) 68 (0.4)
>16 through 64 years 14,216 (77.9) 14,299 (77.8)
>65 through 74 years 3176 (17.4) 3226 (17.6)
=775 years 804 (4.4) 812 (4.4)
Race
White 15,110 (82.8) 15,301 (83.3)

Black or African American 1617 (8.9) 1617 (8.8)
American Indian or Alaska Native 118 (0.6) 106 (0.6)
Asian 815 (4.5) 810 (4.4)
Native Hawaiian or other Pacific Islander 48 (0.3) 29 (0.2)
Other® 534 (2.9) 516 (2.8)
Ethnicity
Hispanic or Latino 4886 (26.8) 4857 (26.4)
Not Hispanic or Latino 13,253 (72.7) 13,412 (73.0)
Not reported 103 (0.6) 110 (0.6)
Comorbidities!
Yes 8432 (46.2) 8450 (46.0)
No 9810 (53.8) 9929 (54.0)

*  Pfizer-BioNTech COVID-19 Vaccine (30 mcg modRNA).
a. All eligible randomized participants who receive all vaccination(s) as randomized within the predefined window, have no other

important protocol deviations as determined by the clinician, and have no evidence of SARS-CoV-2 infection prior to 7 days

after Dose 2.

b. 100 participants 12 through 15 years of age with limited follow-up in the randomized population received at least 1 dose (49 in

the vaccine group and 51 in the placebo group). Some of these participants were included in the efficacy evaluation depending
on the population analyzed. They contributed to exposure information but with no confirmed COVID-19 cases, and did not

affect efficacy conclusions.
c. Includes multiracial and not reported.

d. Number of participants who have 1 or more comorbidities that increase the risk of severe COVID-19 disease

e  Chronic lung disease (e.g., emphysema and chronic bronchitis, idiopathic pulmonary fibrosis, and cystic fibrosis) or

moderate to severe asthma

e Significant cardiac disease (e.g., heart failure, coronary artery disease, congenital heart disease, cardiomyopathies, and

pulmonary hypertension)

Obesity (body mass index >30 kg/m?)
Diabetes (Type 1, Type 2 or gestational)
Liver disease
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The population in the primary efficacy analysis included all participants 12 years of age and older who had been
enrolled from July 27, 2020, and followed for the development of COVID-19 through November 14, 2020.
Participants 18 through 55 years of age and 56 years of age and older began enrollment from July 27, 2020,
16 through 17 years of age began enrollment from September 16, 2020, and 12 through 15 years of age began
enrollment from October 15, 2020.

The vaccine efficacy information is presented in Table 6.

Table 6:

Vaccine Efficacy — First COVID-19 Occurrence From 7 Days After Dose 2, by Age

Subgroup — Participants Without Evidence of Infection and Participants With or Without
Evidence of Infection Prior to 7 Days After Dose 2 — Evaluable Efficacy (7 Days) Population

SARS-CoV-2 infection*

First COVID-19 occurrence from 7 days after Dose 2 in participants without evidence of prior

Pfizer-BioNTech

COVID-19 Vaccine* Placebo
2=18,198 2=18,325
Cases Cases
n1P n1P Vaccine Efficacy %
Subgroup Surveillance Time® (n2%) | Surveillance Time* (n29) (95% CI)
8 162 95.0
All participants® 2.214 (17,411) 2.222 (17,511) (90.3, 97.6)f
7 143 95.1
16 through 64 years 1.706 (13,549) 1.710 (13,618) (89.6, 98.1)%
1 19 94.7
65 years and older 0.508 (3848) 0.511 (3880) (66.7,99.9)2

SARS-CoV-2 infection

First COVID-19 occurrence from 7 days after Dose 2 in participants with or without evidence of prior

Pfizer-BioNTech

COVID-19 Vaccine+ Placebo
N?2=19,965 N2=20,172
Cases Cases
n1P nl® Vaccine Efficacy %
Subgroup Surveillance Time® (n2%) | Surveillance Time® (n29) (95% CI)
9 169 94.6
All participants® 2.332 (18,559) 2.345 (18,708) (89.9, 97.3)f
8 150 94.6
16 through 64 years 1.802 (14,501) 1.814 (14,627) (89.1, 97.7)%
1 19 94.7
65 years and older 0.530 (4044) 0.532 (4067) (66.8, 99.9)¢

Note: Confirmed cases were determined by Reverse Transcription-Polymerase Chain Reaction (RT-PCR) and at least 1 symptom
consistent with COVID-19 (symptoms included: fever; new or increased cough; new or increased shortness of breath; chills; new or
increased muscle pain; new loss of taste or smell; sore throat; diarrhea; vomiting).
*  Participants who had no evidence of past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative at Visit 1 and
SARS-CoV-2 not detected by NAAT [nasal swab] at Visits 1 and 2), and had negative NAAT (nasal swab) at any unscheduled

visit prior to 7 days after Dose 2 were included in the analysis.
Pfizer-BioNTech COVID-19 Vaccine (30 mcg modRNA).

N = Number of participants in the specified group.

nl = Number of participants meeting the endpoint definition.
Total surveillance time in 1000 person-years for the given endpoint across all participants within each group at risk for the

o oL

endpoint. Time period for COVID-19 case accrual is from 7 days after Dose 2 to the end of the surveillance period.

=S

n2 = Number of participants at risk for the endpoint.

e. No confirmed cases were identified in participants 12 through 15 years of age.
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f. Credible interval for vaccine efficacy (VE) was calculated using a beta-binomial model with a beta (0.700102, 1) prior for 8=r(1-
VE)/(1+r(1-VE)), where r is the ratio of surveillance time in the active vaccine group over that in the placebo group.

g. Confidence interval (CI) for vaccine efficacy is derived based on the Clopper and Pearson method adjusted to the surveillance
time.

18.2 Effectiveness of a 3-Dose Primary Series in Participants 6 Months Through 4 Years of Age

Effectiveness in individuals 6 months through 4 years of age is based on a comparison of immune responses in
this age group to individuals 16 through 25 years of age.

Immunogenicity in Participants 2 Through 4 Years of Age

Immunogenicity analyses have been performed in the immunobridging subset of 143 Study 3 participants
2 through 4 years of age without evidence of infection up to 1 month after Dose 3 based on a data cutoff date of
April 29, 2022.

The evaluable immunogenicity population without prior evidence of SARS-CoV-2 infection up to 1 month after
Dose 3 of Pfizer-BioNTech COVID-19 Vaccine was comprised of 143 participants 2 through 4 years of age.
Most participants in this analysis population were White (69.2%), with 5.6% Black or African American
participants, 11.2% Asian participants, and 11.9% multiracial participants. There were 11.2% Hispanic/Latino
participants. The median age was 3.0 years and 44.1% of participants were male. There were 6.3% of
participants reported as obese. In the evaluable immunogenicity population (regardless of evidence of prior
infection), 11/204 participants (5.4%) were baseline positive for prior SARS-CoV-2 infection.

SARS-CoV-2 50% neutralizing antibody titers (NT50) were compared between an immunogenicity subset of
Phase 2/3 participants 2 through 4 years of age from Study 3 at 1 month after the 3-dose primary series and a
randomly selected subset from Study 2 Phase 2/3 participants 16 through 25 years of age at 1 month after the
2-dose primary series, using a microneutralization assay against the reference strain (USA_WA1/2020). The
primary immunobridging analyses compared the geometric mean titers (using a geometric mean ratio [GMR])
and the seroresponse (defined as achieving at least 4-fold rise in SARS-CoV-2 NT50 from before Dose 1) rates
in the evaluable immunogenicity population of participants without evidence of prior SARS-CoV-2 infection up
to 1 month after Dose 3 in participants 2 through 4 years of age and up to 1 month after Dose 2 in participants
16 through 25 years of age. The prespecified immunobridging criteria were met for both the GMR and the
seroresponse difference (Table 7 and Table 8, respectively).
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Table 7:

SARS-CoV-2 GMTs (NT50) at 1 Month After Vaccination Series — Immunobridging Subset -

Participants 2 Through 4 Years of Age (Study 3) 1 Month After Dose 3 and Participants
16 Through 25 Years of Age (Study 2) 1 Month After Dose 2 — Without Evidence of
SARS-CoV-2 Infection — Evaluable Immunogenicity Population

Pfizer-BioNTech COVID-19 Vaccine
3 mcg/Dose 30 mcg/Dose
2 Through 4 Years 16 Through 25 Years
of Age of Age
(1 Month After Dose 3) (1 Month After Dose 2) GMR (95%CI)
n’=143 n*=170 (2 Through 4 Years
Assay GMT* GMT* of Age/16 Through
(95% CI°) (95% CI°) 25 Years of Age)*®
SARS-CoV-2
neutralization assay - 1180.0 1.30
NTS50 (titer)" 1535.2 (1388.2, 1697.8) (1066.6, 1305.4) (1.13, 1.50)

Abbreviations: CI = confidence interval; GMR = geometric mean ratio; GMT = geometric mean titer; LLOQ = lower limit of
quantitation; NAAT = nucleic-acid amplification test; NT50 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory

syndrome coronavirus 2.

Note: Participants who had no serological or virological evidence [(up to 1 month after Dose 2 (Study 2) or 1 month after Dose 3
(Study 3) blood sample collection)] of past SARS-CoV-2 infection [(i.e., N-binding antibody [serum] negative at Dose 1, Dose 3
(Study 3) and 1 month after Dose 2 (Study 2) or 1 month after Dose 3 (Study 3), SARS-CoV-2 not detected by NAAT [nasal swab]
at Dose 1, Dose 2, and Dose 3 (Study 3) study visits, and negative NAAT (nasal swab) at any unscheduled visit up to 1 month after
Dose 2 (Study 2) or 1 month after Dose 3 (Study 3) blood collection)] and had no medical history of COVID-19 were included in

the analysis.

a. n=Number of participants with valid and determinate assay results for the specified assay at the given dose/sampling time

point.

. Protocol-specified timing for blood sample collection.
c. GMTs and 2-sided 95% CIs were calculated by exponentiating the mean logarithm of the titers and the corresponding CIs
(based on the Student t distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.
d. GMRs and 2-sided 95% Cls were calculated by exponentiating the mean difference of the logarithms of the titers ([2 through
4 years of age] - [16 through 25 years of age]) and the corresponding CI (based on the Student t distribution).
e. Immunobridging is declared if the lower bound of the 2-sided 95% CI for the GMR ratio is greater than 0.67 and the point

estimate of the GMR is >0.8.

f. SARS-CoV-2 NT50 were determined using the SARS-CoV-2 mNeonGreen Virus Microneutralization Assay. The assay uses a
fluorescent reporter virus derived from the USA__WA1/2020 strain and virus neutralization is read on Vero cell monolayers.
The sample NT50 is defined as the reciprocal serum dilution at which 50% of the virus is neutralized.

Table 8:

Difference in Percentages of Participants with Seroresponse at 1 Month After Vaccination

Series — Immunobridging Subset —Participants 2 Through 4 Years of Age (Study 3) 1 Month
after Dose 3 and Participants 16 Through 25 Years of Age (Study 2) 1 Month after Dose 2

Without Evidence of Infection — Evaluable Immunogenicity Population

Pfizer-BioNTech COVID-19 Vaccine

3 mcg/Dose 30 mcg/Dose
2 Through 4 Years 16 Through 25 Years Difference in
of Age of Age Seroresponse Rates %*
(1 Month After Dose 3) (1 Month After Dose 2) (95% CTY)

N*=141 N2=170 (2 Through 4 Years of

n¢ (%) n¢ (%) Age minus 16 Through
Assay (95% CI9) (95% CI9) 25 Years of Age)®
SARS-CoV-2
neutralization
assay - NT50 141 (100.0) 168 (98.8)
(titer)" (97.4, 100.0) (95.8, 99.9) 1.2(-1.5,4.2)
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Abbreviations: LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2
nucleoprotein—binding; NT50 = 50% neutralizing titer 50; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Seroresponse is defined as achieving a >4-fold rise from baseline (before Dose 1). If the baseline measurement is below the
LLOQ), a postvaccination assay result >4 x LLOQ is considered a seroresponse.

Note: Participants who had no serological or virological evidence (up to 1 month after Dose 2 [(Study 2) or 1 month after Dose 3
(Study 3) blood sample collection)[ of past SARS-CoV-2 infection [(i.e., N-binding antibody [serum] negative at pre-Dose 1,
pre-Dose 3 (Study 3) and 1 month after Dose 2 (Study 2) or 1 month after Dose 3 (Study 3), SARS-CoV-2 not detected by NAAT
[nasal swab] at pre-Dose 1, pre-Dose 2, and pre-Dose 3 (Study 3) study visits, and negative NAAT (nasal swab) at any unscheduled
visit up to 1 month after Dose 2 (Study 2) or 1 month after Dose 3 (Study 3) blood collection)] and had no medical history of COVID-
19 were included in the analysis.

a. N =number of participants with valid and determinate assay results both before vaccination and at 1 month after Dose 2. These
values are the denominators for the percentage calculations.

Protocol-specified timing for blood sample collection.

n = Number of participants with seroresponse for the given assay at the given dose/sampling time point.

Exact 2-sided CI based on the Clopper and Pearson method.

Difference in proportions, expressed as a percentage ([2 through 4 years of age] — [16 through 25 years of age]).

2-sided CI, based on the Miettinen and Nurminen method for the difference in proportions, expressed as a percentage.
Immunobridging is declared if the lower bound of the 2-sided 95% CI for the difference in proportions is greater than -10.0%
provided that the immunobridging criteria based on GMR were met.

SARS-CoV-2 NT50 were determined using the SARS-CoV-2 mNeonGreen Virus Microneutralization Assay. The assay uses a
fluorescent reporter virus derived from the USA_WA1/2020 strain and virus neutralization is read on Vero cell monolayers. The
sample NT50 is defined as the reciprocal serum dilution at which 50% of the virus is neutralized.

5 mmoaog

Using a non-validated fluorescence focus reduction neutralization test assay against the Omicron variant of
SARS-CoV-2 (BA.1), the NT50 GMT at 1 month after Dose 3 among a subset of 34 study participants without
evidence of prior SARS-CoV-2 infection (82.5 [95% CI: 55.4, 122.9]) was increased compared to the NT50
GMT before Dose 3 (14.0 [95% CI: 10.6, 18.5]).

Immunogenicity in Participants 6 Through 23 Months of Age

Immunogenicity analyses have been performed in the immunobridging subset of 82 Study 3 participants
6 through 23 months of age without evidence of infection up to 1 month after Dose 3 based on a data cutoff date
of April 29, 2022.

The evaluable immunogenicity population without prior evidence of SARS-CoV-2 infection up to 1 month after
Dose 3 of Pfizer-BioNTech COVID-19 Vaccine was comprised of 82 participants 6 through 23 months of age.
Most participants in this analysis population were White (72.0%), with 1.2% Black or African American
participants, 13.4% Asian participants, and 12.2% multiracial participants. There were 15.9% Hispanic/Latino
participants. The median age was 16.0 months and 62.2% of participants were male. In the evaluable
immunogenicity population (regardless of evidence of prior infection), 6/132 participants (4.5%) were baseline
positive for prior SARS-CoV-2 infection.

SARS-CoV-2 50% neutralizing antibody titers (NT50) 1 month after the vaccination series were compared
between an immunogenicity subset of Phase 2/3 participants 6 through 23 months of age from Study 3 and a
randomly selected subset from Study 2 Phase 2/3 participants 16 through 25 years of age, using a
microneutralization assay against the reference strain (USA_ WA1/2020). The primary immunobridging
analyses compared the geometric mean titers (using a GMR) and the seroresponse (defined as achieving at least
4-fold rise in SARS-CoV-2 NT50 from before Dose 1) rates in the evaluable immunogenicity population of
participants without evidence of prior SARS-CoV-2 infection up to 1 month after Dose 3 in participants

6 through 23 months of age and up to 1 month after Dose 2 in participants 16 through 25 years of age. The
prespecified immunobridging criteria were met for both the GMR and the seroresponse difference (Table 9 and
Table 10, respectively).
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Table 9:

SARS-CoV-2 GMTs (NT50) at 1 Month After Vaccination Series — Immunobridging Subset -

Participants 6 Through 23 Months of Age (Study 3) 1 Month After Dose 3 and Participants
16 Through 25 Years of Age (Study 2) 1 Month After Dose 2 — Without Evidence of
SARS-CoV-2- Evaluable Immunogenicity Population

Pfizer-BioNTech COVID-19 Vaccine

neutralization assay -
NT50 (titer)"

1406.5 (1211.3, 1633.1)

1180.0 (1066.6, 1305.4)

3 mcg/Dose 30 mcg/Dose
6 Through 23 months 16 Through 25 Years
of Age of Age GMR (95%CI)
(1 Month After Dose 3) (1 Month After Dose 2) (6 Through
n*=8§2 n*=170 23 months of
Assay GMT* GMT* Age/16 Through
(95% CI°) (95% CI°) 25 Years of Age)d®
SARS-CoV-2

1.19 (1.00, 1.42)

Abbreviations: CI = confidence interval; GMR = geometric mean ratio; GMT = geometric mean titer; LLOQ = lower limit of
quantitation; NAAT = nucleic-acid amplification test; NT50 = 50% neutralizing titer; SARS-CoV-2 = severe acute respiratory

syndrome coronavirus 2.

Note: Participants who had no serological or virological evidence [(up to 1 month after Dose 2 (Study 2) or 1 month after Dose 3
(Study 3) blood sample collection)] of past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative at Dose 1, Dose 3
(Study 3) and 1 month after Dose 2 (Study 2) or 1 month after Dose 3 (Study 3), SARS-CoV-2 not detected by NAAT [nasal swab]
at Dose 1, Dose 2, and Dose 3 (Study 3) study visits, and negative NAAT (nasal swab) at any unscheduled visit up to 1 month after
Dose 2 (Study 2) or 1 month after Dose 3 (Study 3) blood collection)] and had no medical history of COVID-19 were included in

the analysis.

a. n=Number of participants with valid and determinate assay results for the specified assay at the given dose/sampling time

point.

. Protocol-specified timing for blood sample collection.
c. GMTs and 2-sided 95% CIs were calculated by exponentiating the mean logarithm of the titers and the corresponding CIs
(based on the Student t distribution). Assay results below the LLOQ were set to 0.5 x LLOQ.
d. GMRs and 2-sided 95% Cls were calculated by exponentiating the mean difference of the logarithms of the titers ([6 through
23 months of age] - [16 through 25 years of age]) and the corresponding CI (based on the Student t distribution).
e. Immunobridging is declared if the lower bound of the 2-sided 95% CI for the GMR ratio is greater than 0.67 and the point

estimate of the GMR is >0.8.

f. SARS-CoV-2 NT50 were determined using the SARS-CoV-2 mNeonGreen Virus Microneutralization Assay. The assay uses a
fluorescent reporter virus derived from the USA_WA1/2020 strain and virus neutralization is read on Vero cell monolayers.
The sample NT50 is defined as the reciprocal serum dilution at which 50% of the virus is neutralized.

Table 10: Difference in Percentages of Participants with Seroresponse at 1 Month After Vaccination
Series — Immunobridging Subset — Participants 6 Through 23 months of Age (Study 3)
1 Month After Dose 3 and Participants 16 Through 25 Years of Age (Study 2) to 1 Month After
Dose 2 Without Evidence of Infection — Evaluable Immunogenicity Population

Pfizer-BioNTech COVID-19 Vaccine

3 mcg/Dose 30 mcg/Dose Difference in
6 Through 23 months 16 Through 25 Years |Seroresponse Rates %°®
of Age of Age (95% CIY)
(1 Month After Dose 3) (1 Month After Dose 2) | (6 Through 23 months
N2=80 N2=170 of Age minus
Assay n‘ (%) n‘ (%) 16 Through 25 Years
(95% CI9) (95% CI19) of Age)®
SARS-CoV-2
neutralization assay - 80 (100.0) 168 (98.8)
NTS50 (titer)" (95.5, 100.0) (95.8,99.9) 1.2(-34,4.2)
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Abbreviations: LLOQ = lower limit of quantitation; NAAT = nucleic acid amplification test; N-binding = SARS-CoV-2
nucleoprotein—binding; NT50 = 50% neutralizing titer 50; SARS-CoV-2 = severe acute respiratory syndrome coronavirus 2.

Note: Seroresponse is defined as achieving a >4-fold rise from baseline (before Dose 1). If the baseline measurement is below the
LLOQ), a postvaccination assay result >4 x LLOQ is considered a seroresponse.

Note: Participants who had no serological or virological evidence [(up to 1 month after Dose 2 (Study 2) or 1 month after Dose 3
(Study 3) blood sample collection) of past SARS-CoV-2 infection (i.e., N-binding antibody [serum] negative at pre-Dose 1, Dose 3
(Study 3) and 1 month after Dose 2 (Study 2) or 1 month after Dose 3 (Study 3), SARS-CoV-2 not detected by NAAT [nasal swab] at
pre-Dose 1, pre-Dose 2, and pre-Dose 3 (Study 3) study visits, and negative NAAT (nasal swab) at any unscheduled visit up to

1 month after Dose 2 (Study 2) or 1 month after Dose 3 (Study 3) blood collection)] and had no medical history of COVID-19 were
included in the analysis.

a. N =number of participants with valid and determinate assay results both before vaccination and at 1 month after Dose 2. These
values are the denominators for the percentage calculations.

Protocol-specified timing for blood sample collection.

n = Number of participants with seroresponse for the given assay at the given dose/sampling time point.

Exact 2-sided CI based on the Clopper and Pearson method.

Difference in proportions, expressed as a percentage ([6 through 23 months of age] — [16 through 25 years of age]).

2-sided CI, based on the Miettinen and Nurminen method for the difference in proportions, expressed as a percentage.
Immunobridging is declared if the lower bound of the 2-sided 95% CI for the difference in proportions is greater than -10.0%
provided that the immunobridging criteria based on GMR were met.

SARS-CoV-2 NT50 were determined using the SARS-CoV-2 mNeonGreen Virus Microneutralization Assay. The assay uses a
fluorescent reporter virus derived from the USA_WA1/2020 strain and virus neutralization is read on Vero cell monolayers. The
sample NT50 is defined as the reciprocal serum dilution at which 50% of the virus is neutralized.

5 mmoaog

Using a non-validated fluorescence focus reduction neutralization test assay against the Omicron variant of
SARS-CoV-2 (BA.1), the NT50 GMT at 1 month after Dose 3 among a subset of 32 study participants without
evidence of prior SARS-CoV-2 infection (127.5 [95% CI: 90.2, 180.1]) was increased compared to the NT50
GMT before Dose 3 (16.3 [95% CI: 12.8, 20.8]).

19 HOW SUPPLIED/STORAGE AND HANDLING
The information in this section applies to the Pfizer-BioNTech COVID-19 Vaccine that is supplied in multiple

dose vials with maroon caps and labels with maroon borders. These multiple dose vials are supplied in a carton
containing 10 multiple dose vials (NDC 59267-0078-4). After dilution, 1 vial contains 10 doses of 0.2 mL.

During storage, minimize exposure to room light, and avoid exposure to direct sunlight and ultraviolet light.
Do not refreeze thawed vials.

Vial Storage Prior to Use

Cartons of Pfizer-BioNTech COVID-19 Vaccine multiple dose vials with maroon caps and labels with maroon
borders may arrive frozen at ultra-cold conditions in thermal containers with dry ice.

Once received, frozen vials may be immediately transferred to the refrigerator [2°C to 8°C (35°F to 46°F)],
thawed and stored for up to 10 weeks. The 10-week refrigerated expiry date should be recorded on the carton at
the time of transfer. A carton of 10 vials may take up to 2 hours to thaw at this temperature.

Alternatively, frozen vials may be stored in an ultra-low temperature freezer at -90°C to -60°C (-130°F to -76°F)
for up to 12 months from the date of manufacture. Do not store vials at -25°C to -15°C (-13°F to 5°F). Once
vials are thawed, they should not be refrozen.

If cartons of Pfizer-BioNTech COVID-19 Vaccine multiple dose vials with maroon caps and labels with
maroon borders are received at 2°C to 8°C (35°F to 46°F), they should be stored at 2°C to 8°C (35°F to 46°F).
Check that the carton has been updated to reflect the 10-week refrigerated expiry date.
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Regardless of storage condition, the vaccine should not be used after 12 months from the date of manufacture
printed on the vial and cartons. Expiry dates based on 12 months from the date of the manufacture are shown
below.

Printed Manufacturing Date 12-Month Expiry Date
01/2022 31-Dec-2022
02/2022 31-Jan-2023
03/2022 28-Feb-2023
04/2022 31-Mar-2023
05/2022 30-Apr-2023
06/2022 31-May-2023

Vial Storage During Use

If not previously thawed at 2°C to 8°C (35°F to 46°F), allow vials to thaw at room temperature [up to 25°C
(77°F)] for 30 minutes.

Pfizer-BioNTech COVID-19 Vaccine multiple dose vials with maroon caps and labels with maroon borders
may be stored at room temperature [8°C to 25°C (46°F to 77°F)] for a total of 12 hours prior to dilution.

After dilution, the vial should be held between 2°C to 25°C (35°F to 77°F). Vials should be discarded 12 hours
after dilution, even though some vial and carton labels may state that a vial should be discarded 6 hours after
dilution. The information in this Full EUA Prescribing Information supersedes the information printed on vial
labels and cartons.

Transportation of Vials

If local redistribution is needed, undiluted vials may be transported at -90°C to -60°C (-130°F to -76°F) or at
2°C to 8°C (35°F to 46°F).

20 PATIENT COUNSELING INFORMATION
Advise the caregiver to read the Fact Sheet for Recipients and Caregivers.
The vaccination provider must include vaccination information in the state/local jurisdiction’s Immunization

Information System (IIS) or other designated system. Advise recipient or caregiver that more information about
IISs can be found at: https://www.cdc.gov/vaccines/programs/iis/about.html.
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21 CONTACT INFORMATION

For general questions, visit the website or call the telephone number provided below.

Website Telephone number

www.cvdvaccine.com

[=]Z .’E:IEIJr 1-877-829-2619

(1-877-VAX-CO19)

[=]

This Full EUA Prescribing Information may have been updated. For the most recent Full EUA Prescribing
Information, please see www.cvdvaccine.com.

SIONT=CH

Manufactured for

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz, Germany

@ Pﬁzer

Manufactured by
Pfizer Inc., New York, NY 10017

LAB-1515-2.0

Revised: 31 August 2022
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COMIRNATY intramuscular injection(Monovalent:Original)

(i - E2iEH)

AEDERICHI=>TIE, HoMLOBERENEKEEIC, FFCEHT IEHOEMNERVREMICOVTXETHALELLT, FERREET
NEICLPRABZE/LTREET S L. Tz, AEFRM/ROONEBICE, DEIE L TPHEERCE I CBIRBEVREHEZCED
EMEI D&, BB, RFOHERTRICWESNIBRICOVTIE, ZHDIEHRERFSHEIT HZ &,

) HE-EAEOLGEIC LV FEATL L

2. HRETHELE (FPHEEERTLILENELTHLE)

2.1 IR a2 LT AH

2.2 BHERAMRBIZO D> TS Z ENH L NRE

2.3 RENIORSI I UEE OMRMBUE DBEE D B 5 #[8.4.9. 1. 6,
11. 1. 18]

2.4 ERICBFREDIEN, THEMATTH Z & NREY 22 RE
Wb drHE

3. BLEOMIERUHERL - IR
#*3. 1 SEOME
SARS-CoV-2 (EZJFAE) DAL 7 X RO T 2 ) s % = —
N4 BDNAZ #55 & U CHEE L7ZRNAZ RS L ISk & IRA T 5.

3.2 #Amk
WR5E4 2277 4
RS FOF AT
F2S 4 0. 45mL.
R 0. 225mg
[t FrFITFNL) THEUIAN] EX (NFH -6, 1-FA L) B
Q- ~FINTFH T AT V) 3. 23mg
2= [(KRVx=F L7 a—i) -2000] -N,N-VF hTFF V7T R
0. 4mg
1,2-YV AT 7 uA)b-sn~7 Y Eu-3-7k Akl > 0. Tng
Nl L AT =)L 1. dng
HEREAE 46mg
Wb R DA 2. Tmg
Ak U 7 2 0. 07mg
U L ERAKR#ET B U T A K 0. 49mg
UL TKFEH Y 7L 0.0Tng
3.3 HH DMK
{oned 27T 4
il 6.9~7.9
=BT 1.8 (EBREIIRICKT 5 k)
PR AEITAE LI TH 5,

4. FEERITHR
SARS-CoV-2IZ & % & EAE D F B

5 BEEXITHMRICEET HEE
5.1 ARFNDFBROFFGHARITHEL L TUhew,

6. AERVHAE
AHl % A JRA BRI HE L. SmLIZ T RS 2,
WIESE O A, 110 3nLa G &F2ME], W, 38 OmKE TH A
ZHERES D,
BMGEDSEE . 1E0. 3nL A i AWICHERET 5,

1. AERUVRAZICEET HEE

1.1 HE%RE

1.1.1 HEEdgE
1252 EOFF

1.1.2 #EMHRE
LB B OFEFED © 3 M A 88 2 7235412 1E, TE 2R 0 #Hen Nz 2E B
DR ERT D L,

7.1.3 #EREEH
AFNI2EEFEIC L VRS HR SN TN D Z e, FRIE LT,
[Fl—D%hHE- K% b oD U 7 F o LiRFEIT 5 2 & 7 < 2B BEREY
LEomETLZL,

7.2 Bk

7.2.1 #HENRE
125% LA L D3, SARS-CoV-2 D IRAT RIS 4 DI K 55 & M & %
N7 4y e URAZEEZBRL, BINGREOESZHW 5 L,

7.2.2 {EiEREH
WHEAKI2E B OBFEN B L b5p ARRE L7 %IC3E H oz
FEEITHENTEXD,

7.2.3 ARIBEEREIZOWTIE, "X T 4 bV RTEEE LI ET,
FEFE IRV T, AFIBEIH OEfEN LD L by AfkE LT
BICHREZ MW 5 2 LN TE B,

7.2.4 #LDSARS-CoV-27 77 F > % Bkl L 7 (T iBINSasE & L CAAI%
el L72BR 030, ZAaMEITHEL L TR,

8. EELEARMIEE

8.1 AANL TFPiBfEEmMA KO B o v 7 A )L A RYSEIC
{2 2 B O P Rh R SR GE ) (CHEL L TRERI 2 2 &,

8.2 WA IOV T, HERATICL TR, BIBKROBRICL - Tt
HEREEZTH~B Z L, [9. 18]

8.3 WRHEFEE XL ORI, B A IR A Bk, PERE
LA TRRICIR D, Fo, HEHEEROEBEERICHE L, RTORY
PUSRHFHDZ L, & HICEE, RSO RY EREY 2 L7256
IITHECNICEMOBEREZIT D L5 HANCH S ED 2 L,

84 avy TFHI4T7FL—BbLbNLIENDDHW, Pl
AT BOE O BEA RS (2 B9~ 2 B2 & 201 2AT VB fE — B RER
WS ORIEZBIERT 5 Z LN E LV, £, ARFIERERICY
av 7, TFT745% =R LIS I LTd, Uk
DARBNOHFEZ T2 &, [2.3, 9.1.6, 11. 1. 1B ]

8.5 U F U HHEE S UL RIS L B DRAMRS & & e M
AR & L CRMAH Hbhd Z Enbh D, K L D
TRET DT, RS RN S E 5 7 8 LTz BT RS O
REZBIERT LI ENEE LY,

8.6 LMH, DEENH LD Z ENBH DT, WHEmE iTZ o
PREEF TR LTI, DR, DR NS DN DR (e, B,
T Fr, WRURIRSE, BERESE) DSERD LNIZHAICIL, ERONICE
B REZ T 5 L) FEAMCmOESZ & [11.1.2,15.1.1,15.1. 2
]

8.7 =l U A LAERT Y P LURNAY 7 F o (SARS—CoV-2) BEff% 1T,
XT U« NSRS STV D, RS XUXZ OIR#ES
WXL T, ¥ v - NU—JEREHENE DN D ER (WEGEN
b E 2 AR R SO OWES 20 LIEREE) MR bNIZHA
WCIEELICEMEICHK T L0, O U0MIATHZ &,

8.8 AAl & Ml DSARS-CoV-212% 325 7 7 F o O RIS 57 —#
ESAdAN



9. BEDERZHTHEICEHT IR
9.1 HIEEIEE (BEOHWZETSICEL. FEEZETLHE)
BHEFEE DN RONT NN T 5 LRO LN L5A 1T, /SRS
LORE MR L, B2 & OWFE & Ol 2 B E STV, PR
ROV, RIS, BRMECOW TR ZITV, FEE
T/ BT, BELTCERT S Z &, [8.25]
9.1.1 MEEEEZZZ(TTVSE, M/MUBEX FEEEEEZHT
5%
AR UGN H Do D ZERH 5,
9.1.2 BEICRETLEDOZHALINTLEIERTERFICERMER
BAREEDENNDE
AFN KT D PRI EDME T T D AR & 2,
9.1.3 DBMERKE. BikE. FEEE, LKEE. XEEES
DEBREREEHITE
9.1.4 FHIERTERER2BURNICEROA SNEERVESHERS
EDTULX—2R5EREEL2ENHDE
9.1.5 BEICEZOREDHDE
9.1.6 RFIDAERITKH LT, FLILX—.E2ETE8ThOH2E
[2.3, 8.4, 11.1.1&M]
9.2 BHEEELEHITLHE
PR EE Th D,
9.3 HHEEEELEHITLE
PR EE Th D,
9.5 ¥R
Ida XOTAER U TV B HREE O & 5 MR IT PRABERE E o 3SR
falPE % LEl D & SN DG EICDORERT L L,
9.6 R3LIw
TR LOBSIER ORARBOE ML ZE L, BIL Ok X
ITHIEEREFT A2 L, B NMEEHF~OBITIIAATH S,
9.7 INR
125 AT 2 )15 & U7 BRAREREBR 1T IEHE L Ty,
9.8 SnE
PEFRIC BT o Tk, MIRELEEREICITV, BEfEd ofteRiEz 1+
ST A L, —RIT, ABEERENK T LTV A,

1. BIRIG
WORISIENH Hond ZENRHDHOT, BEE STV, BE
RO BN A I R E AT D 2k,

1.1 EXLGEIRIG

M1 oavy, 7TH745F% 20— (HERH)
[2.3, 8.4, 9.1.65]

11.1.2 Dz, DExR (BEARH)

[8.6, 15.1.1, 15.1. 2% ]

11.2 ZODEIRIG

5%L4 1%~ B%ATis 1%AiG

BT E R | £ (85. 6%) ¥\ TR 25 PRk B, P

GRESFERRD) | (10.3%) . Fk - 40 i, ¥HE

B

HRER | B (59. 4%) 7

BHEEAR

D 0, WEIR, | BRI IR
ARMRAE B R

HibEs T (14.8%) 7 ot b, RAEL
BRUEE I PENREED S

i« R | ATAE (38.8%) 7, BY
g (23.0%) *

VAR A5 EDIE

B ZITIE, R85, BT
ki¢3 U oo R fidiE
R WEIE (95, %

O FEAE, ALBE, 3
RIS L M
T, B ERR )

Zoft 95 (66.0%) ¥, HBIE | LR PR, SEAVAE, A >
(36.0%) . % # TV PR
(16.8%)

a) BEARRBRIZIH VW CHET AREIC L 0 IUE L RIS O BEI S
) WA T 0/ MARRBR (C459100134A8k) 25 11/ MIAR S— b R ONENES T /7 1 FHEAER
(C4591005788%) D2[IEEARICBIT 57 — & L v 43

14, ERALOIFE

141 EXRBSFOTE

14.1.1 REAE

(1) AERE
AFNFE-90~-60°CH> H-256~-15CITB L, -25~-15°C T F14 H
IFTHILENTE S, RBIENIRY | FE-90~-60°CIZRE LERAF
THIENTED, WTHhORAELASBIBNICERTSZ L,

(2) AERE
AH % BRE (2~8°C) TR 23561, 2~8CTly AMIRGFT
HZENTED, BB, MREGITEGEET, A8 A4
52L&,

14.1.2 fREAE

(1) =L CRBT 256 1%, MR O R 2 2R ILAINIZAT 5 Z &,

(2) fRROBIE, BN L HBEL F/RICMmZ 52 &, BEHH
FR OERINRN S - BN K 21252 &,

(3) fRBZITHEME LN &,

14.1.3 HF]RAE

(1) FRENCERBIZE L TR Z &,

(2) RENIRAFE A G E 0Tz, BB STz > TIHEE DR L
WEOHEETHZ L,

(3) RFN DA T W H RAEFEREENRL. 8L 2, ABO¥—72KIC
RHLETP-L Y EEEIRMT S Z L, BVREERNI L,

(4) FRATDOIRITABOWRIF A2 ET T ENDH D, AREITHRL2
WOLNDGEITIE, EHA LN &,

(5) FBRME OWEIT6MEIERESY (1[H0. 3uL) Z2H9 5, v RRY 2—24
DY IRESEF TR 2 L7256 6m 2 R ET 2 2 &8
T D, MEHER RSB L OV S5 2 H L 72854, 68 B OB
DERRTERNZ ERH D, 1E0. SnLZ T W iGE, AR
IFBEES D L,

(6) A BR1% DIE2~30°C TIRAF L AR RE I LAINICE R 35 2 &
FrIR%ORERILLPNICH L2 o I IR+ 5 Z &,

(N ARBIRATF OB BN L 2BT A2 R NRICIZ 2 Z &,
B A YR OSRIMRI S - B K 2 Ic+5 2 &,

14.2 EXHEERFOIE

14.2.1 ERICR LEARE O /SA T uh HEEFRO. 3nLZ 1Y | fHch:
FROEANIN EE A THRT A2 L, BEPEDOONIGAE
WEEH L7anwZ &,

14.2.2 @% . ZAMICHANERET 2 2 & BIRN, KN, KT~0
B3 TR &,

14.2.3 105k - RS~ OHBERT DD FTROAICERTHZ &,

(1) SHRIZBHABERICE SR ST, MfECMEH 5 0 ITFIcBEL
RNE S B ICR L CHET AR EET S Z L,

(2) MPREEATIRNIZRET D 2 &

(3) FEHEEHA L E &, WROFARLCMIEOMFH DA SN HGE
IFE B2 &, 20z THERNT D2 &,

15, ZOHOEE

15.1 BRERERICE D 15k

15.1.1 \BAMZTEB W T, an T A LV AEMiT Y U URNAY 7 F v
(SARS—CoV-2) HEREMLIZ DRSS, DR N HE STV 5, FIEIEE
B W T SIUIER O  IZEAEBMETH » Hlzom B #%
BHLUNICEBL CW\WD, Fio, REEOERT, ABHZ X DEF
BAPRIC X 0 sz LT 5D, [8.6, 11.1. 28R

15.1.2 BEREBAAATE OENEISUS S VS IZ B B 0%, DI D
W b ENOERERT — & N—2 AW TEE Lz &M
DOHHER SN DO, DIREOREBR L 2k Lz & 24, #E
IE L U CARKIEBERE S OFAFE BT CHEENE O ENRB S
722, [8.6, 11.1.28M]

15. 1.3 #EAMIB W T, B FRIEA & OREMEII A TH 508, KET
HHIEANED B HHEHEFREH BT, aaF v LA Efiv Y o
RNAD 7 F 1 (SARS-CoV-2) BEfdithic. G Fe Al A0 o
IR (RRICHEmAER) @& S Tnd,



17. ERERAHE

171 BEERUVREMEICET 558

17.1.1 BNE 1 /0 MHEER (C4591001588%) 0. M4H/N\— k
SARS—CoV-2T 7 F L REFED 125 L L OMERIRBINFE 25 R, A
#30ug % 19~23 0 fl7 C2alEfE L 7= & 2 O F oML VR &M% R
MTBZLEAMNE LT, 77 R BEEALS it R AR %
FEfi L7, & 510, ARBRTAKISOng % 2EHEHL B 7 0D 18~555% DB
MBI AHI30ng % LEHERE L 7= & & D ibE O e b Rt L
7

(1) 16U LS mE
3652301 (ARFIBAERE - 1819801, 7 7 & REERERE : 18325M41) & %%

W2, 12 HOEEEHMIHMETEH Cdb 5 [SARS-CoV-2J& LN 721 5

N T o20E] BT H LA DSARS-CoV-212 L 5 Y IC K9~ 5 A
ROBNE [T 7 F A2 (VED 1) 231 L7, 4013741 (A7)
BEFRAE : 1996501, 77 wARBERRRE : 2017201) A XfRIC, 22HDE
BAAMEFEEE T 5 [SARS-CoV-20k Yu i D A7 4 % [ 20 VB
FCo20n B R T H LA DSARS-CoV-212 & 2 BEYIE 12564 % AFH
DAEZE (VE2) | %3 Lz, MHTERIIRIOLBY Tho7Y,

721 SARS-CoV-21Z K D JEYEIZ %t~ D 2hiE
SARS-CoV-2
_ N . T o F A
FiRATT e G2 4 kB YE .
I [95%{= AIXR] (%)
ARF TR 18198 8
VEL 95.0 [90.3, 97.6]
75 b R R 18325 162
AFIHERTRE 19965 9
VE2” 94.6 [89.9, 97.3]
75 b R R 20172 169

a) VEL K ONVE2D 2[5 B BERR % OB BRYIR (Fhiufi) (X2 ZNn567H L55H Th o7z, £z, VEI
S OVE2O KT T BERE IR 19~ 42 A Bl OB INE B &G £, T ONFUIVELEVE2TZENRZ
FL19~23 A MO B IN# 1396, 5% (35248(51) & 96. 3% (38665(1) , 24~42 H [l D BN 113, 5%
(127561) £3.7% (14726) ThH 72"

165% L 004344861 (AFIEFERE < 2172001, 77 & AREERERE : 21728
B) ZRBICAFIERSL O R B EZFHE Uiz, —EomE (i
poEJEx o 1@9&@?&8183{5 206 H R 7507H)  CIRBRIREERE
%A, B HEIC L0 BSOS ORBURDLE T L 72, R22EIS
DIEBLIRDL ($%£f$&UGrade 3P 20 LB THoTEY,

TSRO TR Y B (P fiE) (CRSER L, RreIRliZ2 A (ke

(2) 12~15mDBME

12~15RE DB MEI T 2B RMEZ BN TR L7-, 1983641 (AFH
BEFERE © 10050, 77 & ANEERERE - 978%1) Z %FET [SARS-CoV-2Ji

YIRS 72\ BN C oo 2[E] H BERE4 T A LA D SARS-CoV-21Z K 2 Je
JEIZKTT DARFNOFE [V 7 FrA3EL (VED ) % 222961 (K
FIEERERE - 111961, 77 B REERRAE - 111061) % %52l [SARS-CoV-
2RYLSE DA & b2 W BN To20E B M%7 B LA O SARS-
CoV-21Z & B EYE IR T D AKI DA M (VE2) | 234l L7, fhT
FERIIRID LBV THoT,

723 SARS—CoV-21Z K D JEYEIZ %3~ D 2hiE
SARS-CoV-2
_ N . T o F A
FiRATT e G 4 kB YE .
I [9BWZHEIXHA] (%)
: ARF TR 1005 0
VEL® 100.0 [75.3, 100.0]
7T AR 978 16
) A IR 1119 0
VE2* 100.0 [78.1, 100.0]
75 b R 1110 18

a) VELRLUWVE202[R] H 2l fk OEBRYIRT (7 fi)

4 12~ 155K BED 16~ 2555 el

T B62H THhotz, £z, VEIRW
VE2DfEHTIZ 1T EAR IR 19~38 H IO BN 035 v, £ OWNRIIVEL L VE2TENZ 19
~23 A OB INH1395. 9% (1902451) & 95. 8% (21364) . 24~38 H B DB 134. 1% (81451)
L4.2% (936]) Tho7z

20 DAEEREED & BEAE 4 T i L 72 SARS-CoV-2J8 YL JE 73 72\ 360 4]
(12~ 155%8E : 1901, 16~255%EE : 17061) ZXI5Uc, RIS R
FHAMIE A & L CAHI20m] B 4EFE% 1 5 H DSARS-CoV-2 111 FhFni {44

T A L7 Ak 5 324D & B0 12~ 1555 BED 16~ 25 BE I 6t 2 6
MRS LT,

T X9 5 SARS-CoV-21fL i A HT Al (50%
PRI DA

12~ 1555 R 16~25m% I
- — - — — OMR [ {195% (=
WE | GMT [WIOSK(ERERAT] ~ | WE | GMT [WifU9s%(Z iRl SEI ] P
%k (2fF AR L 7)) Bk (20A A BEfit% L 0 A)
190 1239.5 170 705. 1 1.76
[1095.5, 1402.5] [621.4, 800.2] [1.47, 2.10]

GMR : S§far R b, GMT - 8{ar R B (A qt
HCTFIR (LLOQ) RT DA MRATIZI30. 5 X LLOQOAE Y IV H 47z
b) LM~ — 2 D GMR (12~157%,/16~257%) O HUI95%FIEX [#] FIR>0. 67

a) FURAI N E

12~ 155% 00226001 (AFIBEFERE : 113161, 75 & REFRRE : 112941))

c) 38.0CLALE, 38.9CEMAILEIC

) Thotl, TOMOELHEOFRITHEMEEA (FRE) ITRHR
L. HHERIZIA (R9ufl) TdHoto?, 72)0‘% (CAFHERE#2 D22 B 2 3l U 7, TRBREEEERERR T F
H 2512 X 0 BSOS O FIR I A 3541 L 7=, Efxﬁllﬁmmﬁéﬁbkﬁ(i
2 FERBISIGEDFEBLRDL SR OGrade 3LLE) 1ZRED LBV Tholz, HEFHBAIEN I
B FEBHE (V) BAREY APl CRBL, FEIRTE2A (Rl Thors,
AR 77 e R ZOMOEG MO HFET2~3H (PRAE) (THBL L, R~
Eg m*;ﬁ F5alk G;‘ii)?’ %*;g gtk G;‘"“fwg 20 (hRflE) ThHoY,
e |1 4093 | 3186 (77.8) | 28 (0.7) 4090 | 488 (11.9) 2 (0.0) F5 E2RBI I D IEER M,
N |2 | 3758 | 2730 (72.6) | 33 (0.9) | 3749 | 372 (9.9) 0 (—) TG GEEES (%))
- 1 4093 | 1700 (41.5) | 35 (0.9) 4090 | 1172 (28.7) | 14 (0.3) I RRRE 75 R pERRRE
2 3758 | 2086 (55.5) | 143 (3.8) 3749 | 756 (20.2) | 16 (0.4)
- 1 4093 | 1413 (34.5) | 25 (0.6) 4090 | 1100 (26.9) | 22 (0.5) EE fi&ﬁ) e G;d;”g fi&ﬁ) i G;d;”g
i 2 3758 | 1732 (46.1) | 76 (2.0) 3749 | 735 (19.6) | 19 (0.5) e |1 1127 | 971 (86.2) | 11 (1.0) 1127 | 263 (23.3) 0 (0.0)
o 1 4093 | 738 (18.0) | 14 (0.3) 4090 | 398 (9.7) 5 (0.1) NS | 2 1097 | 866 (78.9) 7 (0.6) 1078 | 193 (17.9) 0 (0.0)
i 2 3758 | 1260 (33.5) | 63 (1.7) 3749 | 260 (6.9) 4 (0.1) s 1 1127 | 677 (60.1) | 15 (1.3) 1127 | 457 (40.6) 8 (0.7)
- 1 4093 | 434 (10.6) 9 (0.2) 4090 | 203 (5.0) 3 (0.1) 2 1097 | 726 (66.2) | 26 (2.4) 1078 | 264 (24.5) 4 (0.4)
2 3758 | 1114 (29.6) | 62 (1.6) 3749 | 125 (3.3) 0 (—) " 1 1127 | 623 (55.3) | 11 (1.0) 1127 | 396 (35.1) 9 (0.8)
i 1 4093 | 406 (9.9) 7 (0.2) 4090 | 247 (6.0) 1 (0.0) 2 1097 | 708 (64.5) | 22 (2.0) 1078 | 263 (24.4) 1(0.1)
2 3758 | 772 (20.5) 7 (0.7) 3749 | 170 (4.5) 5 (0.1) i 1 1127 | 272 (24.1) 2 (0.2) 1127 | 148 (13.1) 0 (0.0)
e 1 4093 | 111 (2.7) 8 (0.2) 4090 | 27 (0.7) 7 (0.2) 2 1097 | 355 (32.4) 6 (0.5) 1078 | 90 (8.3) 2 (0.2)
2 3758 | 512 (13.6) | 32 (0.9) 3749 | 14 (0.4) 3 (0.1) - 1 1127 | 311 (27.6) 5 (0.4) 1127 | 109 (9.7) 2 (0.2)
a) %%E%L:rf;;ﬁgﬁ;ggi% . 2 1097 | 455 (41.5) | 20 (1.8) 1078 73 (6.8) 0 (0.0)
:3 i;%%fuﬁ; GCHMAF AL, TIERAME Grade 3) BLEL Ui e O I W W U B W O WL L
2 1097 | 173 (15.8) 4 (0.4) 1078 | 51 (4.7) 0 (0.0)
e 1 1127 | 114 (10.1) | 11 (1.0) 1127 | 12 (1.1) 2 (0.2)
2 1097 | 215 (19.6) | 25 (2.3) 1078 7 (0.6) 1(0.1)
a) T HESIC LY RE L7 i
b) EEEEE TR (BEIEBALIT5)) Db LTl shizsg:

. HEIEFENEE (Grade 3) PAE& L7z



(3) 74 0—7 v THEF (12BRUEDSNE. 2021E38138F—4H
v kA7)
42094451 (AAIZFERE: : 209984, 7° 7 & R EEFERE : 21096451) [ 1N44486
B CRAERERE : 22166, 77 & REERERE : 22320031) Zx%t4icE
NEXWVELL OVE2D 7 o 1 —T » TN 24T o 1=, fiRHT#E R 1326 0
LB ThorY,

76 SARS-CoV-21Z & 2 JEHIE 259 B A9 (202143 13T — &
v b FT7)

17.1.2 ENE]L/ T+HER (C4591005588%)

SARS-CoV-2T 7 F L ReHEFE D 2055 LA E8Ba% LA T D H AR AfERRL A %
KL, AHN30ug % 19~23 H HBE C2EIEEME L 7= & & 02 etE, AR
PR OGIEEMEEZRFT 22 2B E LT, 77 2R R %
FEhE L 7=,

15661 (CAFAIERERE : 1166, 77 & REHERE : 400)) AR
JRUME 2 R U, 200 B 85 15 H OSARS-CoV-21fL i i iAMMiiL 3
IDLEy Thol,

SARS-CoV-2 e 9 2] H#ERE% 1 A OSARS-CoV-2Mi% PR  (50%+ FnftiAfh)
T | ko | 027 VM
s [95WIRHERIE] (%) — o | OWR [RERUOSHEAEIXE]
e E B TE | GMT ({95 AHX ] (ol R L 1) 11E]
‘ Bl | (BRI ) PR 5 71 71
: ARFE TR 20998 77 H B
VEL® 91.3 [89.0, 93.2]
7T R 21096 850 SR 116 | 524.5 [459.7, 598.4] 51.5 [45.2, 58.7]
: A IR 22166 81 AHIERIRE | 20~647% | 94 570.7 [497.6, 654.5] 55.8 [48.7, 63.9]
VE2* - 91.1 [88.8, 93.0]
7T R 22320 873 65~85%% | 22 365.6 [254.6, 525.0] 36.6 [25.5, 52.5]
a) VELR ONVE2O2[m] B #A8#% OBBHIR (Rl 13WF i blI8H Th o7z, £/, VEILRW 77 B AR | R4 40 10.6 [9.8, 11.4] 1.1 (Lo, 1.1]

VE2DfEATIZ 1T EAR IR 19~42 H Bl O BN 035 £dv, £ OWNRIZVEL L VE2TE N E 19
~23 A OB 1396. 2% (4051565]) & 96. 1% (427394) |, 24~42 A B DB HNH 13, 8% (1579
fil) £3.9% (174741) Th-7="

(4) BMFEE (AFI3EEERE)

AR TAHI30ng % 2R 70D 18~555% D B MNE 306412 2[E A
PEFED H5~T 5 H%RICAFISOng % 1 [EHEFE L 72 & & R e K O
FEIRMEZ B LT,

SARS-CoV-2JK YL FE A3 22\ 21041 & % G2, AHI3[E H 2% 1y H O
SARS-CoV-21fiLi# HF R P Al 2 3FAf L 7= 5, K700 &8 b AHKl2[E A
BERLT% 1 A OSARS-CoV-21fiLiE FAIFLIKMIC X~ 2 IEH MR E N
7

7 3EIEHEREL L A O20E B %1 5 A 12k 5 SARS-CoV-21MiF
FLAm (50%-PANGLARAE) DR

GMFR @ #(mF-24) EAATR GMT « S B IR
a) PUAAEASE & TR (LLOQ) AR HE . MEHTIZIF0. 5 X LLOQO AV b7z

16041 (RAEERERE : 11961, 77 B ARBAERE « A161]) ZXIZUIARA
Bl DR A TG L 7o IR T H X EF BT K v |l
BURDMNAE S A, EREISUS DFEBUIRDL (521K K UGrade 384 1)
IFRI0D LBV Tholz, AR Y 0208 (PR
) OMICEBR L., FrglifiZen (FRfE) Thotz, ZOMO4
SO FGIIHEREZ A (R fE) ([CRB L, R HIEIXLE ()
Th-o71Y,

10 FARIBUEDFEBLIRDL

GMT [ {95%(5 < ]~
3lul Bt 0 A 20e] B Bt 10 A

GMR [Fi{I97. 5% #5
Xl

WFERIE

210 2476.4 [2210. 1, 2774.9] 753.7 [658.2, 863.1] 3.29 [2.76, 3.91]

GMR : HEfu P2 L, GMT : Sl - HufAfifi
a) PURMEER FIR (LL0Q) RO FE . MAHTIZIF0. 5XLLOQD AV bt

b) FELHEORRDYILYE - MR (3] H A% Ly H /20 H R Ly ) ORII9T. SR AEIXH T

[2>0. 67 B OGMR A7 HEE 1>0. 8

18~55i% D SN 30645 % % G A3 [A] H Btk D22 247l L
Tro TRERIERER T HIE), BT HEEIC & 0 BIRUS O FEERIR I A 3141 L
7o ERFISUSOFRBURDL (FRER K V6rade 3LLE) 13HR8D &

BY Th otz EHEAERITHRY A

(p i)

WCHBLL., Frise

W2 (PYRfl) Thoto, TOMD Y L REEE RS 25D

% SR

Tholz,

A

(hoefl) (CFBLL., Frec¥iiz1~2H
U 2 NGRS B ~4 8 FICRBLL, KiByp35 A LL

P L 727,

K8 ERRIFUSOIEBURIL CRAI3E] B %)

CES()

HEHE FEBEG (%)
AR
BEREIEI FEAE % % SN Grade 301 1"
TS 3 289 240 (83.0) 1(0.3)
WS 3 289 184 (63.7) 13 (4.5)
T 3 289 140 (48.4) 3 (1.0)
7 PR 3 289 113 (39. 1) 4 (1.4)
e 3 289 84 (29.1) 3 (1.0)
R Eiv 3 289 73 (25.3) 1 (0.3)
b 3 289 25 (8.7) 1 (0.3)
Y oo _fiisE? 3 306 16 (5.2) 1 (0.3)

o) WA

12 &0 R L 7= i3 (U o SHiiE 2 R <)

b) HESERER [EE (AEEBHZYT D)) Uk LTHREShz g
c) 38.0CLAE, 38.9CHMAHEIC, EIEENEE (Grade 3) LLEE L7z
d) THE GRBRSINH 0@ H OMRE A BT %) ) LEOSAIC, BEESHE (Grade 3)

k&L

Y GEEES (%))
A AR 7' b R
BERE[EI %K gk | Grade 381 1Y Gk | Grade 384 LY
1 103 (86.6) 2 (1.7) 1(2.4) 0 (—)
e spifbaz el ]

2 92 (79.3) 2 (1.7) 0 (=) 0 (=)

1 48 (40.3) 1 (0.8) 4 (9.8) 0 (=)
(%

2 70 (60.3) 4 (3.4) 1(2.4) 0 (=)

1 39 (32.8) 1 (0.8) 6 (14.6) 0 (=)
st

2 51 (44.0) 2 (1.7) 5 (12.2) 0 (—)

1 17 (14.3) 0 (=) 1 (2.4) 0 (—)
15 P

2 19 (16.4) 0 (=) 0 (=) 0 (—)

1 30 (25.2) 1 (0.8) 2 (4.9) 0 (—)
ERE

2 53 (45.7) 2 (1.7) 1(2.4) 0 (=)

1 17 (14.3) 1 (0.8) 2 (4.9) 0 (=)
Bt

2 29 (25.0) 1 (0.9) 0 (=) 0 (=)

1 17 (14.3) 0 (=) 0 (=) 0 (=)
%é?!h)

2 38 (32.8) 1 (0.9) 0 (=) 0 (—)

a) BN TEE (AHEBZHT5)) U ke LTl S ig
b) 37.5CLA L, 38.9CHMAHEIC, EIEENEE (Grade 3) LLEE L7z

18. FEHHZEE

18.1 EF#FE
AFNCEHA SINDERY YV A v Y v —RNA (mRNA) (SRR S
JRITFICEHASINTEY, U L0 IEERWYETH DmRNADME
FAIZHLY A E AL, mRNAIZ =2 — R ZFUAHSARS-CoV-200 A 3A 77 B 2%
BN HRELT D, ARBRRIC LD RS 7 B ISR
T 5 HRHUAREA K OHIBaPE SIS E D FE S D 2 & T, SARS-
CoV-212 LA BYEDFRHICTHHETHEZ 2 b TWD,

21, EBEH

201 = Y 2 7 R 2 RE D b, WENCE/T 5 2 &

21.2 B ACTOREMNRENTND Z Linh | BiERGEE ., BITERIE
WEOARKNOLZEVECHT 27— &, SO LOEDFHEICTE
D RIWNTNET D L &I, MAATBIENE R ERE SRR S
R L. ARIOBEEMICHERELZH D Z &, ZOE,
(=75 32 03 2 fREHA ST L 0 3D o IS SV T H TS R
T5HZ &,
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26
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.3 BUEE AN CIENE P SEET I P oD R PR BUR D AR 235 S AT R
(A, RN AR 2 ST ATBE N [ E h R R AR PR I
T2 & L BT, AFOHDIER CLEEMITR L RO #e
EIRNERF N O RS DA AT ARE L 72 5 X 5 BB %
LD &, Eio, EHPMT O AR OEGEKL VL EMEILR D RO
RIFIZONT, WENH T2 &

A AKROBTRITE L. AR OHAIER PLEEIZONTIZA KD
HRNEMIND Z L 2B E 2, & 52 UOBBERE UTMFHH I
B OAIER OZ I 2 RPN HEE b > TR S, F
PEECTKHICIDFAEEZEB CALEREND LS, EICHLT
EYNZHATS 2 L,

. B

19531 TV ($EF v v 7)

. EEXH

Clinical Considerations : Myocarditis and Pericarditis
after Receipt of mRNA COVID-19 Vaccines Among Adolescents
and Young Adults
FBEEARERHS THER - 77 T v RS RSREHT
2. DMMEERBEEEE - AR EFERSEESBRERLE
AR Z A RMES (AR &R

FEPERE AN T T MARGER (C45910013K8k) (20214221
14H7&F8 CTD2.5.1.2, 2.5.4.3, 2.5.5.5, 2.5.5.7, 2.7.6.3)
FENERE  ANE T/ T IAREER (C459100150R) HiBhE K}
FEPERE AN T T MARGER (C45910013K8k) (20214F11
AI1IAARE CTD2.5.1.2, 2.5.4.2, 2.5.5.2, 2.7.6.1)
FENERL - ENE T/ TAERER (C4591005385k) #HBI &k

. XEERERUVEWEDLE L

7 7 A4 VA att

T151-8589 AU AUHRBEA KA &4 AR3-22-7

o U s FUoERLA YL 0120-146-744
FAX 03-3379-3053

. RIRHET LOER
ARANERBAG T O R & 72 b 70y GRAMEHERIGED o

. BERGTEESE

.1 BERSET

7 7 A4 VA att
WO X AR 2 AR3-22-7
.2 BT
SIONT=CH




sk 20224E9 H ET (551500

z F AR R 0 T
¢ 20224F:8 )1 UeRT | 75 — ok S | 876313
A NAT 7 F UHH
Bk 0 -20+£5C e 7/ -0 B
AR =97 A a0 A JLR{EREY U S 2 RNAT 2 F > (SARS-CoV-2)
” ‘ ®
ATV DI X BhiE
s (1l : EEiEHR)
Spikevaxe Intramuscular Injection
*% (Monovalent:Original) ZE5 | 30300 AMX0046]

IS, LTSRS WoE PG 20214E5 A

KENS, FIMTHBIERENLZHDTHY.

BUERTEHRGEIZMERBE IR IFERENEFTH 5,

KEIDFERICH > T, & 57U HHEEERIIAFHEC, FHICHTIRHOFWERVRLEEICOVTXETHAL LT, FRE
ETNELSLIABEZBLLTEETS L. £/, AEERPROS NI,
FILEJEIHET B L, b, FHAOHERFTRICINES N AFERICOVTIR. RFOBEHREMHFSRTH_ &,

PRI U TFHEEEAICE D CBIRIDEEVERERE

) R - ERSF QM) ZIZ I T 52 &

2. BEREAELE (FHEEEZZTIIEPELTEREVE)

21 oz B2 L CnWbHH

2.2 WEREMWEBIIODPoTWEZ EDY S0 0H

2.3 RHADWEHK L, BEOMBEGEDEAIED H 5% 8.3,
11.1. 18]

2.4 FEICIBIT A DIED,
RIZHDE

TOHEMEZAT) 2 LAY 2R

3. BUROBIER R - K
3.1 BEEDOHE
SARS-CoV-2D A/84 7 & vy % a2 — N4 55 % &8k

BIDNAZHW TG L7-RNAZ MR L. AR s 7
WREF  RFICEH AT %,
*%3.2 HRL
AANE, 0.5mLHICRDET 2 EHT 5o
Wist4 AN 7Ny 7 ARGTE
HRsy |9 A5y 0.10mg
ANTIFHV-9-4 NV 8- ((2-e FaxvyTF ) (6- 1.075mg
FXFV6- (T TINAFY) AFUN) TI) A
7% VBT ATV (SM-102)
JLVATU—)V 0.47mg
1, 2-YA770uA v-sn-7"Y) Ltu-3-;k Ak ¥ 0.275mg
(DSPC)
R 1, 2-Y 3V A M W-rac-7Y) £u-3-2AF )R+ 0.115mg
*¥xF L (PEG2000-DMG)
Mo xyE—) 0.305mg
ho & E— VIR 1.175mg
piNE:d 0.0425mg
FERE S B ) 7 2 KA 0.195mg
JEA=E 43.5mg
%% 3.3 HEIDMHK
Wises AN 7Ny 7 ARGTE
A - HEAE AL A~ O EHETH Y . EUEEEV O B h
ROKFEEDLI LD DS,
pH 7.0~8.0
EEE 0.9~1.3 CEBARBICHT 2 1)
4. FhEEXII#FR

SARS-CoV-2IC & 5 BERIE DT

5. EERIHRICEET 2FE
5.1 KA O TR R OFEHHI BT L T2 v,

*k6. AERUVAZE
WhsesE L LC, 1M0.5mL% 2/, J@H.
T, HAPICERET %,
BhNseE L LT, 10.25mLZ AN 5,

438 [ O g % 350

7. BARRUABICEET 23E

7.1 YIEI%RE

7.1.1 BEMNRE
125% L Lo

7.1.2 EERER
10 H o#fE 2 S48 % B 2 72361213, TE L) #eic
o H o2 EfiT 52 &,

7.1.3 ERERH
ARFNZ2MEFEC L )RR SMER SN TwB I eh s, FHlE L
T\ MDSARS-CoV-2125F5 57 7 F > LiRET 5 2 & 7% { 2
T OFETAIE,

7.2 BRE

7.2.1 EEMRE
18i& L ¥ SARS-CoV-20 AT IR+ DT 5N 1% %
WEAZ, XA 74y PEVRAZEZEEBBL, BNTRIEOEL % H
Wiszz&,

7.2.2 EERE
WE L AF2EH O S L L b5s ARE L 72%I23mH
DEMEITH ZENTE L,

7.2.3 AR HEFEICOWTIE, R"A T4 v FEV R EZEZE L L
T, BEESEICBWT, AFSEH OB 5% Eb55 H
Rl L2 ISR I3 5 2 LA TE B,

$%7.2.4 MMOSARS-CoV-27 7 F > % Hl L7258t L LT
AHI0.25mL % Al L 2B 0 G 31 K OV 23R L Th vy,

8. EELEANZEE

8.1 AN [PRHEMIEMBA] L [HRl a1y A &G
FEVAR S BRSO T BRI 200 | (ML L TR 2 2 &

8.2 WM F I OWT, HAMICLTMZ., MRKLOBEICL
THREEIRFEZ D 2 &, [9. 18]

83 vav s, 774 93Fv—hbobhrsbZ &ﬁ%étb
R AT VM BOE O R E SR ISR A M 2+ AT v, iR
~mhﬁ WM OREZBBRTLIENET L, 72,

AHNOPERETTav s, TF74TF Y —0RB L2 DD
LEIIE. D, AR oBEEIZfThbewI &, [2.3, 9.1.4,
9.1.6, 11.1.1&M&]

8.4 L%, DIREDHLDONDLIEDNH L0, BEfE ik
%@%%%uﬁqu‘b%%\bﬁ%#ﬁbhérﬁ(mr
BiE, T K A, FPULREE, BITISE) A0 S EcE,
E%#u@%®$$%%néi5$m_ﬂ%ﬁé_a
[11.1.2, 15.1.1, 15.1.2%H4]

8.5 aaF A VA1) Y VRNAT 7 F >~ (SARS-CoV-2)
BRI, ¥9 v - NU—EFEHSHRE SN TV D, PEfE
N3 ZoR#EE I LTIE. 9 - N —EBEREEDRS
rw(mﬁLﬁ#%%iémﬁﬁﬁﬁ\%ﬁ%@ﬁ%&wtﬁ

RE) BEDOLNLYLAICIEBICEMEICHET L L. H
L2 LOHHT A2 ?:o



8.6 WA H I3 ORHES C, BRY TS A B 1T
R 2 RIS D, o, BEROREERICEEL. B
B OB OB e ORI O ZE L, S HICEB. TR AS O R
HIERZ R LA, eI EMoZ %
WCHSES 2 &,

7T 7 F R OGRS IR & B DR E A
MAEREMREGT & LTRSS bND LD b, KA
LB RS L0, Bt EREIEES SR E Lz R
THEMHEOREEZBIST L L 0EFE Ly,

.8 KA L MBADSARS-CoV-212x3 2 7 27 F v O HFHICET 2
T =7 X%,

. BEOEREFEIHEICETIER

A EERIEE (BEEOHWEITSICKEL. FREZETREH)
PREMABROWCT AN NT 2 LD LN, i
HERE S O 2 & U 5 ORI o H i & AT
W PR O LR, BIBOS. AHEIZOWTHa N %
v, FEEEEICHLT, ERLTHET 22, [8.22]]
A MMEEPERISREREE 2R T 5E. REREE BT
LTWa#E

AR MOOITESHER AL ME DD S b b BENA D b0
A2 BELCEEFRLEOBH AL ENTVRIERTEREICER
MREREEDENIVEE

AANHT BB EDPET T2 BENDDH 5,

A3 DEMEREAR. BREAR, FEAR. NRRE. EEE
BEOERKREERTHE

[9.2, 9.32H]

1.4 FRIERB CEER2BLUANICKBDAS N -ERULH MR
BEODTUINX—2RIEREZELEEFHBE

(8.3, 9.1.6, 11.1.1&H]

1.5 BEICTOVNADERZEDSH 5F

1.6 FHOEFHLT. PLILX—%2292H5EhDH%E
[8.3, 9.1.4, 11.1.1%H]

9.2 BREEREEEZE I HE

B EETH D, [9.1.35M]

3 FHREERE2H 5%

PRI EETH L. [9.1.321]

5 114F

TG OGIEIR L C W 2 WO & 5 LMk, FHi#M Eof
D etz Bl RSN HE OB T2 &,
.6 BIlw

TR L O AR R R RO R L. AL Ok
BT IEZ MR 5 2 Lo AR OARFIH T BPkoE T
AN OBITIIANTH 5,

7 NEE

125 A 2 R G & L7 BR BRI S L T e v

9.8 ElmE

PRI Y 7o Tid, BIBH 2 EEISAT O, BHEH O MHRE
ZHOICBIST 52 Lo —IRICAEIEREIMET L T2,

1. BIRIE
KOBIIGAH HbND T ENHDHDT, B T5124T0v,
BAEDHO LN, W RMEZITH 2k,

1.1 EXERIRG

NAA Yavy, PF7147%>— HERH)

[2.3, 8.3, 9.1.4, 9.1.6&:MH]
11.1.2 DBR. DEX CGHEEAD)

(8.4, 15.1.1, 15.1.2%H4]
*11.2 ZDOB RIS
1%L 1

9.

9.
9.

9.

9.

9.

19 A BUEA

JFHEIR  |EH (92.6%)Y. M| Z 9K CARE
(HEGHERAL) |12 - fAS (16.5%).
FeAk - RIBE (12.2%)7
JE VRO (6
JEME, KLBESE)®
AR | B (66.4%) BEAR VBRI
TSR, SRR
AL A - I (23.6%)

iy - AR | A (60.4%)

BgiE (44.6%)

BEN
i

%%

Y ¥ SfiigE (21.9%)

ZZTHIHGH

*

190 A%l
P R

1%2L L BB
H

W7 (70.6%)7,
JE (45.9%)%. F#
(15.4%)%

a) FRRERIC BV THET HEEC X 0 IDUE L 7280 BOS o S8 BUE
b) BAEHTH HUEICRO 5N Z L HH D

c) VEGHERAL & [ U o0 Wi o0 B S -

14. BREDZE

14.1 EHRAMEOEE

14101 AL, AUy BSICEDRE SN T 4 AR—W
TN E G, BERE LI DL,

14.1.2 RS, EE L CHEE (2~8C) XixHik (15~
25C) TIRi§2Z &, T MRHEBICHAR LAV &,
14.1.3 iR CH I, Mok, EHEL T2~8C T E30H .
8~25C TIRE2UM MG T A2 LN TE D, WThOYELA

AR T 2 2 &,

14.1.4 HHRNCHRICELTBL Z L,

14.1.5 RFDINA 7V IZE@EGEO HE (1E0.5mL) & LT
100mFERE S BN & (1H0.25mL) & L CT20m#EfE5
DBV FIEENT VD, 72750, M 2 5 K O 6
W2 X o TUGEMGIED HEZ20[HFINTE R W 2D 5, 1
0.25mLZFRIC & R WIE, BREIERT L L, T2 B
D20 %8 2 HERNIITb RV &,

14.1.6 FHRETIC N A 7IVICZER, B ORAZDOMOFE D 70w
»EEBRTHERL, BEE2ROZLORMEH L2V &,

14.1.7 WS OBICIIEROBR KT ZORME 7V I — )V CHET
HZ bk, o HEEE S LIAA, Bia i Cm LRSS
FEAWI L, WY REENI L, SOBREICY> T, M
WHAERALLZWEIEET L &

14.1.8 BEMYA L, HEVIFMOFERIIB LA L 2w &,

14.1.9 — g2 L7234 7vid, #5851 T2~25C CIRAE L,
12D ERGE L7220 DIIBEET A Z L,

14.2 EHERBEFOEE

14.2.1 0%, FB=AHICHANEREST 52 & BIRMN. BN,
T ~NOPEFEIIITb RV &,

14.2.2 {EHHSTOMAMENICA > TR W L 21D L T &,

14.2.3 HlKk - AESAORE L MT A 720 T OEITET A &,

(1) $HEIE. HANEINOE 2 B ST MRS D 5 WidEic
FEL WIS, BT LI R ERYET A L,

(2) HFREATEA 2 BT B Z &,

(B) 7EGISAMA L2 & &, BIROFRAZRMIE OB HATA S 7z
WAGED IS ERE, AP A THENT LI L,

15. ZOMOEE

15.1 ERER{ERICE D < 1EH

15.1.1 BV T, aaF oA V2B ) Y YRNAT 7 F ¥
(SARS-CoV-2) itz OMide, DEEDHEE ST b, ¥
IEIZBWTHE SNIEROZ ATEERETH Y. FFIC2EH
BHBRBHDMICEE L T b, 720 REBOIERT, AREIC
& B EERURIC X D IERAEHE LT b, [8.4, 11.1.28MH]

15.1.2 BAEBIIAH O ENEBOLSE 12 B0 0%, DR g%
OWEF L, HNOEBRERT - X=2 &2 CTHH Lz
B2 HHEW S NS0/, DIEROFEHRFL 2K L7 &
Z A, PN L U CRBI2IEEM S O ERE CTHIES B WS
EATRBENZY, (8.4, 11.1.25 ]

15.1.3 MAMCB VT, HEREH & ORI TH 525, K
HREAEAEO D 5 HFEHH BT, 30571 )V 2B
w1 Y YRNAT 7 F > (SARS-CoV-2) HEFE#IC. FeigFlis
EAIM BN B ICETEER) 25 sh v,

15.1.4 AT B VT, RAEFEREZIC, BICFROFE, KInE,
M REAG . AR T V7 3 VeSS & 523 2 B 2 s e 5 o
TR SN T Wb,

17. ERERRCIE

17.1 B RORLMICEST 2 55k

17.1.1 BHETHERR WERE)
SARS-CoV-27 7 F v REHOISF L Lo H Z x5, EIEALLT 51
A RBIRE EROE THRB 2 %ML, A#IXE 7T € R0.5mL% 48
TP C 208 P INBEAE L 72 & & ORI R O 4tk 2 et L 7zo 2Rl
HATHLT 7 F O (VE) &, X—2AF 4 YEEDSARS-CoV-2
ERYAIE E S, 20n] HEAE% 14 H PLFEZ S8 9E L 72 COVID-194 5 B % %t
GUZHMI L 720 P BRHT IZCOVID-195E 52 B 239561, 32 BT 1319651,

Z oAt




B L 2R CHEME L. SARS-CoV-212 & % EHLIE IIx 9 % VE % 5Pl L
Too BNTHIRIIRIOE B Y Tholze Zds. W J OF L BHAT I
D20 HEAi o (hyefl) 132 h2N49H L64H TH o728

#1 SARS-CoV-212 & 2 FEYEIIN T 2 A1

AHIRE 77k K
- COVID-19 . COVID-19 VE (%)
ﬁ"‘%% Y Wgyﬁg‘ W | R
(1) (1)
ViR R 13934 5 13883 90 94.5 [81.8, 98.3]
T ERAT 14134 11 14073 185 94.1 [89.3, 96.8]

COVID-19f 561 : RT-PCREEA B YE 22020 DL k> 4 B i ik iz 10 ULk o I i

K& BT 20EMIECOVID-19T, 28] H R 2 & 14 H # DI 560 L 72 hi i)

VEDEHTZ IS HRE R 21 ~42 H B OBERE A& T, 09 HEHERBE725~35H [

DR DI HISFHTC1393.0% (2586141) EFFHT TI297.7% (27567H1) T -7z

a) PR IER L L. 4Rl & COVID-19TAE(L Y 2 2 (18~64i 2 EhE(L) 2 2
KT Ly 18~64i& Ao Efiedb ) A 7 WT-d V. 655 1) ZIEHINT-L L2k
M CoxILBINF — FEF ML 0 SEil e P RIENTIE99. 19%15 BIX . ST
1395%15 HAIX .,

FATEE, WHEE R D7 < & b 1MIEAE L 723035161 CRHli L7z &A%
THRIZET AR X 0 RIBUSAUE S, RARE TV Ir o BH%IC
FEBUHBEDS20% % 8 2. 72 33 7 L — FAXBEBIIZBLL 725 UG D5 BL
K (R 7L —F3ULE) 133208850 Tho7ze RIS KR
W BAEHRLI~2HBIPICTEBL L. el ] el d1~3H Th o 729,

F2 ELREIUSOFEBURN
1 H

2l H

ARFHBE
n (%)

EoiN

12690
(83.7)
4951
(32.7)
5635
(37.2)
3441
(22.7)
2511
(16.6)
1253
(8.3)
115
(0.8)

AR
n (%)

o

2658
(17.5)
4027
(26.6)
4133
(27.3)
2071
(13.7)
1783
(11.8)
878
(5.8)
44
(0.3)

A
n (%)

o

12943
(88.2)
8602
(58.6)
9582
(65.3)
8508
(58.0)
6284
(42.8)
6482
(44.2)
2278
(15.5)

PAZR N i
n (%)
EX(N

U477
(17.0)
3410
(23.4)
3403
(23.4)
1809
(12.4)
1569
(10.8)
809
(5.6)
43
(0.3)

BT
L

15164

ATl
%L

15151

JV=F| 3
L | B

14673

JV=F | &l
S| R
604

@n 14562
659
(4.5)
1428
9.7)
1318
9.0)
770
(5.2)
191
(1.3)
215
(1.5)

Ju-F
3L
40
(0.3
162
(1.1)
106
0.7
52
(0.4
44
0.3)
17
0.1)
5
(<0.1)

AR
juezs]
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n =3B B

a) WREEAY [HE (HEAGEZITS)] Db LT sz

(2) 12~17TmOShE

12~1TROBIMFH B 5 AR BI TR L 720 ARRERIC
WEARFIFEL A91BI L O 77 £ REETH6HI A AN SNz, FE
FEAT IZCOVID-19Ff 52 B 2520 B 4Rk L 7z e i CoEJiti L. SARS-
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8. 8 AHl & o> SARS-CoV-2 |25k 25 U 7 F o O HMMEICET 57 — & 13780,

o o o ©©

I RENERZRT IEICHT IR

9.1 BEEIEE (BEEOHWETIICEL. FTEZETLHH)

PR P ROWT NN Y T 2 LD ONLGEIEL, BERRELOREZ IR L, 22 L OBFEE & oW 4 EE 1T
W, THIBFROMENE BIRS., BRMEICOWTH @A E T, FEZMEICH LT, BRELCHERETLZ L, [8.2
Z ]
9. 1T RBERZEZTTVSE. WMRBMER L REEEEEHT 55

AFNBAEZ B O SUIER S Db b Z End 5,
9. 1.2 BEICRETEDEHINEIN TV EIERVEREICARERERLEDEN DL E

AFNK B BIE PR T+ 5 TREM N & 5,
2. 1.3DELERKE. BiER. HiAR., LEREERE. REESEOEREKEZFTLHE
9. 1. 4 FHIERECER% 2 BUNICRBDA oN-BERUVLEHREBEOTLUILX—¢RSEREELIZILNHEIE
9. 1.0 BEICEZDBRENDHSE
9. 1.6 KFIDHESIZH LT, FPLLXF—2ERET5Th0OHSE

[2.3, 8.4, 11. 1.1 ]

9.2 BHEEELHT HFE

BREEESETH D,
9. 3FFHEEEEZH T 5F
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BREEESE TH D,
9.7T/NR%E

6 % AR & x5 & LIz ER L T,

1. BIRIG

ROBISIEDR D HoID ZERb DD T, BEEE 57TV,

.1 EXBEIRE

M112avd, 7Hr7245F0— BEHERH)
[2.3, 8.4, 9.1.6 ]
1.1, 2 0%, DMER (BEEARP)

REDRRD DNTZHAEIC

IR E AT T L,

[8.6, 15.1.1, 15.1.2 BH]
11. 2 Z DD EIRIE
5%LA 1 1%~ 5%AT 1% BEPEAA
JRFTRER GESHEAL) | &0 (47, oo0 O FEAR - LB EK O FERG, WM, TR
(18.9%) 2. ﬂiﬂﬁ
TR R ShHE (68. 4%) R FEIED E 0, HBHR, ARHE,
IR (41.3%) FEI“ o PRTRRIL, SRR, R Pl
THibAR BRI (38.6%) N KARAIEE LTI
(13.6%) @, gt
RNES Ik, CRENRERR | S
i - EAE R i ARG R tisara A
id ] RS, FB RIBE | ZITRE. BT
[Eazs
ik U U RHE
g R WBUE &5 & 9 FEIE ALBE,
RIS | MG MRV B AR
%)
Z DAt $ 57 (44. 8%) @ FEEL (14. 4%) MR IR L 0m B, I IE,

a) . %% a)

S TN R

a) FRKRBRICEBWCET Bk
TE) AAEEE TIUE L FRICOW T,

T

14 BREDEE

141 ZFARBOZE
1411 fREF 3k

LU L7 RISUR DR EIE
(6 7 A~1i AU 2~45%) I[ZREBEIGERET L, WFEMHE CHBEOFRICO N TT LY mWMEE 2o iR ATl L

A e 1|

(D e (2~8C) SUTHIR TR T 5 Z L,

()RR OBIT, BN L 2BELB/NRICIZ D 2 &, BERBERUEIMEN L6 E5T52 &,
14.1.2 fRR R DREFER

(D) FRERAR A BT, ARSI 2 2 &

(2) g (2~8C) T 25481

14. 1. 3%?)?7:759&
() A RAETC

NN

@) FRATOWNT A EDOWILF 2 BT 2 &R D, AR ITHRL T D358
(6) Btk OWIT 10 BIHAES (1 0.20L) 265, 7 v FAR Y 22— 20D W UTEN R 2 1 L2546
ERRIRT 2 2 LN TE D, FUERYR T ER SR ONER A S 2 L E

. 2~8CT 10#

ICRLTEBLZ L,
(2) RFN if%fﬂ%.ﬁim\ty) BRI T- - T
@) AKI DA TN R R

0.2nL ZFITE WS, FREITFEETLZ L,
(6) F R 1% DIRIL 2~30°C THRAF L. AfRt% 12 BERILAIPNICEER 2 2 &, #fRtE 12 BERILAPICEE I L7e o T2 IRITBEE T 5

&,

(N AR RAF ORI

ARIET 2 Z LR TE D,
() IR TR T 25 A1, MRERBRALE) & 24 EILLN (—BERH &0 L7 o & & Tr)

THEEDP KA LR WL D EET D2 &,
MR 2. 2mL 2N %, BOOY—/RiRICIR D E TP - 0 LiEIEfT2 2 &, IRV IEEZRW

R4 52 L,

WD HNDEEITIE, LRV L,

10 [A15

10 [EH OB ZBRITEX W ERH D, 1H
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3. BRI K DM AR NRICHI A D 2 L, B AR OEINEN ST 520 K5I T 52 &,




14.2 EFIETEHFOEE
14. 2.1 BICR L7 R%E O, T BEEFER 0. 2mL 2 LY | BRI F-OE RN 2 &2 BRI CHERT D 2 &, BEMBFED
LRBHAIIEA LA &,
14,2, 2 38%, =R BRSO RBERTAMUER I, 1 AT R BRATAMAES IS AR PPN EERE 25 = &, BECIT L2 2 & Y,
Eo, FIRN, BN, R T~OERHIThRn2 &,
14.2. 3 ffk « MRE~DHBLZRET DD FRRORICHEET DS Z &,
(M HEITFHANBERICR DR ST, MERmE D2 WIXFICBE LWL S, g o L Cligle st 2 RET 5
Z &,
(2) HEEATERN ZBET 5 2 &
@) EHEZHIA LTz & &, WIROFF A RCMIE OB H DN B EITEBICEH S, iz 2 TERT L L,

15. 2D oEE

15,1 BREREAICE D < B3R

15. 1.1 fEAMCB T, aaF UL LA BT Y P RNA U2 F 2 (SARS-CoV-2) HEFEMLIC L2, LIRS HAE ST 5,
WA IC B WD THE SNTIERI D% ITEEBETH Y . BT 2 FEBEREHAUNICER L TS, £, KEHOER]
T, ABRIC & B EEVRIC K v IR A S E LTS 2, (8.6, 11.1.2 2]

15. 1. 2 BeAEBHAA L O ENRIS GV E BT 2 0K DIEKOREF L | HNOERIERT —F X— A AW TR L
WREEF D SHEM SN D 02, DIERORFRE I L& 25, WIEGE L U TR 2 B E% OF 4B CHRE N &
WZ EARIE SN Y, [8.6, 11.1.2 ]

15. 1. 3SR T, KFEFIHA & OBBEMIE R TH 22, RETHEAEANEDO H HHHEFHEE BT, an T v A LR E
iy V2 RNA U 2 F 2 (SARS-CoV-2) HEFEMIC, FZRE FRIANE TS D Ok (FRlcEmMER) 233 ST 2,

17. BRERBAE
1.1 BOERURESEICET 55
17.1.10E 1 /1 - MAERER (4591007 %58) £ I /M#A/—+

SARS=CoV-2 T 7 F L REFRD 6 A ~4 ik D/NESINE % x5, AHK| 3ug % 19~23 AR T 2 [MH:FE L, 2 A H Befig )
72 Lt 60 HREME T3 BB & 2O REROREMERGTIT 2 L2 BE LT, 77 B RAREEL LSRR
SRR & S L7z,

(1) 6~23 n BO/NRSMEHF

ARERUCIBT D 6~23 » HEE (KA 3ug) D SARS-CoV-2 JEHLIEA 72 v 82 I R OWEANE 1 /I TAHFRBR (C4591001 #ER)
IZRT 5 16~25 mlE (OAAI 30pg) (17. 1.2 THBHR) D SARS-CoV-2 JEHLEAN 22\ 170 Bl &I, AFK 3 [ BHEME% 1 4 H
@ SARS-CoV-2 LI HFNHFUAA K OFUASEE R I L72F5 %, £ 1 ROK 2 O LB 0 ARBRITISIT D 6~23 » AR (RA
3ug) OHEAE 1,11/ MAHRER (4591001 3ABR) 12H1F D 16~25 il (K 30pg) 1S4 2508 7Y » Vv 7 Opkohikie
LY,

F 1 6~23 # HEED 16~25 FEEEIC KI5 SARS-CoV-2 HLiE PRI (0% FHiiql) oo 8fayFEaa by

6~23 » ABE (KA 3ug) 16~25 skt (KAl 30ug)
GMT GMT GMR
e %K (] 95%(5 M X ] e %K (I 95%(5 M X )] [ 95%(Z M X R ] »
(B mEB#EM%Z 12 H) CmEB#EM%Z 12 H)
1406. 5 1180.0 1.19
82 170
[1211.3, 1633.1] [1066.6, 1305.4] [1.00, 1.42]

GMR @ S LL, GMT « ST FEHLiA Al
a) UGS E & FRR (LLOQ) Riid 4, MATIZIE 0. 5XLLOQ DA H vz
b) FET U vV T ORI : MR (6~23 » A 16~25 5%) Ol 95%(5HE X FFR>0. 67 KO8 GMR sHEE#>0. 8

2 6~23 5 HEED 16~25 FEEFIZ K95 SARS-CoV-2 i HFIFLIRISE R D=

6~23 » HEE (RH 3ug) 16~25 iff (AH 30ug)
n? (FURISE=R [%]) n? (FURISE=ER [%]) 7= (%)
T E % L] 95%( 5 HE X ] ] I E Bk L] 95%( 5 HE X [H] ] [ 95%(Z M X R ] »
GEBEEMEZ 15 H) QCrEBEEMEZ L H)
80 (100.0) 168 (98.8) 1.2
80 170
[95.5, 100.0] [95.8, 99.9] [-3.4, 4.2]

a) HURMER =2 T A Al (R=R T A AEER TR (LL0Q) ARiOS AL LLOQ i) 205 4 521 B L= 1hBRE ik
b) SET Y v P2 7 OREIIEYE  FURISEROE (6~23 » ] - 16~25 %) O 95%(F XD FIRAD-10. 0%
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6~23 H HO/NEBINE 1776 4] ORFMHEFRERE - 1178 . 7T & ARBEEEE : 598 i) % kI TAFIBERE S D24 % 34 L 7=,

TREREREERE 7 B, B HEEICE VRIS OFREIRIEZ T L, E2RFIISOREIIRIL (FREER L Grade 3 LLE) 1

E3DEBYVTH-1= Y, 6~23 5 HO/NEBINE BV THESEBAER TS (PRfl) ([CRB L. Fe®iiid 1 A
(FRfl) Thotz, TOMDOEFMEDOHERITHERER A ~4.5 0 (i) ICHE L., HFEHMIT 1~2 7 (hil) <bho

7«: 5)0

7% 3 6~23 » A O/NRBINEITE T D FEAREI S OFILRIL

FEGIE GEEEIG [%])
AFIEFERE 7T b R ERERE

Eog il FEAL Grade 3 AT Grade 3

Ei%k | B ik PAE e Tl D

N 1 1159 192 (16.6) 0 (—) 591 66 (11.2) 0 (—)
HEHTERAT

e 2 1137 171 (15.0) 1(0.1) 590 50 (8.5) 0 (—)

3 362 58 (16.0) 0 (—) 170 20 (11.8) 0 (—)

1 1159 257 (22.2) 3 (0.3) 591 125 (21.2) 1 (0.2)

AARIBOR 2 1137 252 (22.2) 4 (0. 4) 590 106 (18.0) 1 (0.2)

3 362 73 (20.2) 4 (1.1) 170 23 (13.5) 0 (—)

1 1159 313 (27.0) 2 (0.2) 591 173 (29.3) 2 (0.3)

fBIR: 2 1137 271 (23.8) 4 (0. 4) 590 125 (21.2) 1 (0.2)

3 362 72 (19.9) 1 (0.3) 170 22 (12.9) 1 (0.6)

1 1159 593 (51.2) 7 (0.6) 591 279 (47.2) 0 (—)

SR 2 1137 539 (47.4) 7 (0.6) 590 240 (40.7) 5 (0.8)

3 362 158 (43.6) 1 (0.3) 170 64 (37.6) 0 (—)

1 1173 85 (7.2) 20 (1.7) 595 43 (7.2) 7 (1.2)

e 2 1147 85 (7.4) 24 (2.1) 591 36 (6.1) 7 (1.2)

3 365 25 (6.8) 6 (1.6) 170 10 (5.9) 1 (0.6)

a) T AEIC LV AHIE Lk
b) FAERE TEE (AEEBIZYT ) U bEe LTl Shiz6ig
¢) 38.0CLLL, 38.9CEMATGEIC, EIEENEE (Grade 3) LALL L7

(2) 2~4 EDINRSINE

ARBRICEBIT D 2~4 mkfE (KAl 3ug) D SARS-CoV-2 JRYLMEDS 720 143 Bl R ONESMNE 1,/ T,/ TIHAERRER (C4591001 #5kR) 12
BT D 16~25 mlt (CRH 30pg) (17.1.2 THHM) D SARS-CoV-2 JRILIFE S 720 170 B 2 5t 4212, AAKI 3 [ B HE% 1 v Ho
SARS—CoV-2 i FFNHUARM & ORI E =R &2 FHI L 72555, R 4 ROEK b5 O LBV ARRICE T D 2~4%#E (ORH 3ug) @
WS T,/ I/ MAHERER (C4591001 FRBR) (281F 5 16~25 meft (RFH| 30ug) \xI§2HE TV v P2 7 OB ML -
LY,

F 4 2~4 % RED 16~25 BT SARS-CoV-2 I AIHTAA (50% P FnHTiAM) o Mk

2~4 % dE (A 3ug) 16~25 mhf (KAl 30ug)
GMT GMT GMR
Bk (R fRl 95%{Z e X [M] @ e 1% (R fRl 95%{Z A< ] @ (R 95%(S X ] ¥
(B mEB#EM%Z 12 H) CmEB#EM%Z 12 H)
1535. 2 1180.0 1. 30
143 170
[1388.2, 1697.8] [1066.6, 1305.4] [1.13, 1.50]

GMR @ S LE, GMT « S P HLIA Al
a) HUAAASE & FRR (LLOQ) RiidH4, MATIZIE 0. 5XLLOQ DA H vz
b) FET U v V2 T ORI : QMR (2~4 5%, 16~25 %) DM 95%F X [ FER>0. 67 f U GMR A HEE{E>0. 8

5 2~4 FRRED 16~25 FRAEIZ %3 5 SARS-CoV-2 M AL IRIGE R D

2~4 % dE (A 3ug) 16~25 iEff (AH 30ug)
n? (FURISE=R [%]) n? (FURISE=ER [%]) 7= (%)
T E % L] 95%{ 5 FE X [ ] T E il L] 95%( 5 FE X [ ] (R 95%(S X ] ¥
GEBEEMEZ 15 H) QCrEBEEMEZ 1L H)
141 (100.0) 168 (98.8) 1.2
141 170
[97.4, 100.0] [95.8, 99.9] [-1.5, 4.2]

a) HURMERSR—2 T A Ml (R=R T A AEER TR (LL0Q) ARiO S AL LLOQ i) 205 4 520 EF L= ihBRE ik
b) TV vV T ORI | PURIREROE (2~4 5% - 16~25 %) OWM 95%{F X D FERAD>-10. 0%
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2~4 R D/NRBNE 2750 ] (AFIERERE - 1835 B, 7' 7 & AEERERE : 916 Bil) 2t GUITAANERE L DL M2 7l L 7=, 18
SRR 7 A, R AEEC KV BISOSOREBURBLZ A L, F2RBISUSROFBRGL (FREEK D Grade 3 LLE) 3£
6DERY TholzV, 2~4 FO/NEBINF IO TSN TERE Y B (R ) [CRBLL, R 1 B (PR
) Tholz, ZOMOLYVEOFGITHMEBA~5 B (FRME) ([CHEHL, Filiilix 1~2.5 B (Fhfl) Thor?,

# 6 2~4 i O/NEBINE IS T 2 ERRIBUS DFEBLRBL

FEEBE BEEIS (%))
AFEFERE 7T b R ERERE

i AT Grade 3 R Grade 3

Bk Bk R PLEY ik R PLEY

- 1 1814 559 (30.8) 0 (—) 905 186 (20.6) 1 (0.1

‘ 2 1772 550 (31.0) 0 () 877 178 (20.3) 1 (0.1)
IR

3 547 146 (26.7) 0 (—) 262 35 (13.4) 0 (—)

1 1813 539 (29.7) 6 (0.3) 905 277 (30.6) 5 (0.6)

95 G5 2 1772 456 (25.7) 8 (0.5) 877 201 (22.9) 3 (0.3)

3 547 134 (24.5) 2 (0.4) 262 57 (21.8) 0 (=)

1 1813 81 (4.5) 0 (=) 905 44 (4.9) 1 (0. 1)

SRR 2 1772 81 (4.6) 0 (=) 877 36 (4.1) 1 (0. 1)

3 547 27 (4.9) 0 (=) 262 11 (4.2) 0 (=)

1 1813 43 (2.4) 1(0.1) 905 15 (1.7) 0 (—)

itk 2 1772 46 (2.6) 0 (—) 877 21 (2.4) 0 (—)

3 547 11 (2.0) 0 (—) 262 4 (1.5) 0 (—)

1 1813 41 (2.3) 3 (0.2) 905 22 (2.4) 0 (—)

s 2 1772 53 (3.0) 0 (—) 877 23 (2.6) 0 (—)

3 547 18 (3.3) 1 (0.2) 262 7 (2.7 0 (—)

1 1813 14 (0.8) 0 (—) 905 18 (2.0) 0 (—)

B &R 2 1772 24 (1.4) 0 (—) 877 9 (1.0) 0 (—)

3 547 7 (1.3) 1 (0.2) 262 2 (0.8) 0 (—)

1 1824 95 (5.2) 14 (0.8) 909 48 (5.3) 8 (0.9)

FeE O 2 1779 88 (4.9) 21 (1.2) 878 46 (5.2) 8 (0.9)

3 552 28 (5.1) 4 (0.7) 262 11 (4.2) 3 (L. 1)

a) BT HEEIC LV FHE L 7= %
b) EAERER TEE (RFIEBIZ T 25) ) Mlbhe LTl sz fig

c) 38.0CLLE, 38.9CHMATHEIC, EIEENEE (Grade 3) LLEE LTz

17.1.23850E 1 0 /MR (64591001 HER) HF I/ MiE/S— b+ (B&)
SARS-CoV-2 U 7 T REEFED 12 kUL O BINE 2 KI5, ARK| 30ug & 19~23 HFFR T 2 MM L7 & < OF %
BOZEMERFT D2 2BME LT, 7 I bR REMEA(L 2 % LR % 5 L7,

16 5L oSN 36523 ] (ASHIEFERE : 18198 i, T & AREEFERE : 18325 i) A %f4ic,

15 HOEEAMERHGHA T

7% TSARS-CoV-2 JEULIEMN 72 \NBINF T 2 [7] BEFER 7 B LI SARS-CoV-2 |2 X B YEIC KT D AKI O [V

FUREME T (VED 1) 23 L7z, 40137 il (RAIEERERE : 19965 fl, 77 B ANEEMIRE : 20172 #]) Z%I5UZ,

2 OHDOEE

HNMEFMIEH CTh 5 [SARS-CoV-2 JEYBE DA M A M7\ WS T 2 [B] BB 7 A LA SARS-CoV-2 (T & 5 HuiE
X AARKIOAIE (VE2) | Z5EM L7z, ATRERIIRTOLBY ThoT ¥,
T SARS-CoV-2 IZ & % JRYE (23 2 A0

WS | fﬁgﬁ;gi D2 F AT

ko - [95%f= A X ] (%)
" KL FERE 18198 8

VE1® e 95.0 [90.3, 97.6]
7T RERR 18325 162
AKIEFERE 19965 9

VE2¥ — 94.6 [89.9, 97.3]
7T RERRE 20172 169

a) VE1 R ONVE2 0 2 [m] B % OBERIR (hdefif) 1222 57 HE 55 B Tholz, F7z, VEL KO VE2 OffHH I (THERERIRE 19~42 AR OSINE NG i,
ZOWIRIZ VEL & VE2 TZNZH 19~23 B DN 1% 96. 5% (35248 )

Hot?
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L 96.3% (38665 #il) . 24~42 HRIOBINEIL 3. 5% (1275 i)

L 3.7% (1472 45) T



18. EZhEE
18.1 EARF
AENCEHSNDEM T Y VA v Y% —RNA (mRNA) (FIEE T /R -IcEAShTRBY ., ZRICX W IEERETH D
mRNA 2375 I I D A ER, mRNA (22— REH D SARS-CoV-2 D A/SA 7 B L3 7 R\ F T 5, AABEEIZ K
0 ARA D B 8T ISR D RRHUARPE L R OIS IS B N RE S D 2 & T, SARS-CoV-2 1T & 2 JRGUWE D TBHIZ %
H35LEB261TN5,

21, AEB&EH

QL1 EHR ) A7 EHEIHEZRED L, WOICEET D 2 &,

21,2 ARFNE, B ERERREEE 14 520 38 | HOBUEIC DS KRB E N FPIERM B Th 0 | KRBV TREZ
EMERDIERITR O N TV D72, WERER bl ShisfFlmzEL, w552 L,

21 3B TOMARRON TN D Z LM b, MEHG R, BEMEREOAKOLEICMET 57— %, HHNLDE
ORI DS & BRINCIEE T2 & & bI, MNATERE A SR RIS B I B2 UL ABI O IERE I 6 2R H
BHLDI L, TOB, ERERT IEFEHEFICLVEONLERICOVTHEDICKRT 52 &,

21. 4 BUEEINSN T I NP ST EHE O RER R O R3S D VT BT, HRCHN M BERHE 2 SR SEA T BUE N I 38 4t R R s
AT T 2 & &b, AAOFENER OLEMIRDRBFOEREL, EFRRIEFE K OPHEREE 3E S I AT hE
B EOMBEREZH LD &, Eio. EMT O AFOF MR PR EIEAR D HFHROFEEIZOWT, BWYNCHATH 2
L,

21. 5 AFNOFERICEE L, AR OFEIER VLZEMEZHONW TSR BIERPER SN D Z 2T 2. &5 LOHEERE X
ERFEF R ORIEL OLZEMICEHT D IERALEL b o Tl s, TREFCLHEICLIMEEZGTHLERIN
&9, EENIHR L CHEIICHAT 5 2 &,

21. 6 EIE S EEBE AR A TR 41 £ICES < ERORH O PRI, AREE OEF L1220 A L35,

22. @ %k
10 31 T GEAX v )

23. EEXH

D BANERSES UNCKT 20 7 5 OfRNERREIC OV T (@&ETH 2 O |

2) Clinical Considerations: Myocarditis and Pericarditis after Receipt of mRNA COVID-19 Vaccines Among
Adolescents and Young Adults

3) 5 T3 MR FRRS TR - U 7 F U aBSRIBOSREHTS . A 3 RN 23 MI¥EE - AT EFRSEFE SRS
EIMFZ ORISR RMES (BRI &k

4) FEPRNEEL  HEA S 1T AHRRBR (C4591007 3EBR) (2022 4E XX A XX H7KFR  CTDXXXX)

5) tEINEEEL MBS T I MARRRBR (C4591007 3ABR) Hihk

6) FEPNEEL : HESMEE T I MARRER (C4591001 #AR) (2021 4 2 H 14 H/KFR CTD2.5.1.2, 2.5.4.3, 2.5.5.5,

2.5.5.7, 2.7.6.3)

7) FRPVEERE  EANVE 11 TIAHRRBR (C4591001 FRER) AHBhEOE

24 XEERERVHEWEDLE L

7 7 A st

T151-8589  HURUATIEA KA 4 K 3-22-7
Filau ;U s FUoERYA YL 0120-146-744
FAX 03-3379-3053

25 RIRHEMM LDFEE
AFNTORBRAG (S ORISR & 7p B 7wy CRAMIEHEARIGHE) .

2 WERFLES

26.1 WEERFTE

PR — )
SO A A 3-22-7 e P, ﬁle"
26.2 FiTiess

BIONTECH
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aAIFTaHE MR (6 4 H-4)
1.8 W 3CE (%)
1.8.2 ZhREXIFZNR (R) , MIELAUHE (%) & X OBERIL

1. REXIIRIER () L ZOHRERI
1.1. FEEX IR (R)
AFNOBIFE TR () TUToLEBY TH D,

SARS-CoV-2 |Z L % &YuIE D5

1.2. B XUIZIR () DORERIL

aIFTAME6 v A~4H (LT, KHD 13, BEAROaIF T kR IO IF T 4/
ES~1 M ER—OARS TH L YT AT (B : BNT162b2) % 0.4 mL 2
0.040mg ZHTHauF A NVAEHiT Y P RNA U7 F 2 (SARS-CoV-2) ThHDH, 2.2 HIZ
ALY, k6 » A~12 A O/ N A SR L LIz BiER{k, 77 A%, &6
1/2/3 fHEAER  (C4591007 5AER) T, 6 # H~5 mAim O/NRIZIR T D AH O@mNAME, 26T
IR ARMERB LWL RSN 0, BATOaI 7 4 fiFEs L aI -7 1/
1 5~11 5% & [AERIZ TSARS-CoV-2 (T X DIEBYED TBL) ZAFIDORREX TR E L TRE L
7

2. AERUHE (B) & Z20ORERL
21. AERVCHE (B)
AR OHEROHE () FUTOEEY ThHH,

KA % B AR 2.2mL I THRT 5,
18] 02mL Z &5t 3 B, fWRAICERET 5, 2 BIEIGEY., 3 EMOME T, 3EHIE 2 [E
HOBFE GV < &b 8 MERGE L-%ICHEMET 5,

22. AEEVCHE (B) OFRERIL

C4591007 #BR (LLF, A#RBR) D% 1 AHERS OLEMER L OSERET — 26, BIiFRAR
P LRI RIE IS EDNT A% LD, 6 n A ~5 EARMO/NETIX 1R 3 ug (FHREOET

02mL) OHEZIEIR LIz, RREBROFE 2/3 FHEHD T, £% 6 » H~5S AR/ NLIzx LT
X, M, 3R T2 BHERE T AR B ThH o2, UL, BB ERRBRT — 4% B
TR TNV —)L RF—Z|ZHSX, 20 B#EE GV < & 8 MEZIZ 3 B H O %1810
T 5 K O IRBRSEM G A GT UASE R 2 550 L 7=,

AFRBROF 2/3 FHERSy D 3 [B1 H B 1 4 A B £ T2 SARS-CoV-2 JEYLFEM 72\ 2~5 Jf AT
(BNT162b2 #f 143 6], 7 Z7 B AREESIB]) BILO6 » A~2 %A (BNT162b2 £ 82 5, 77
T AREE 49 B) ORFEFEICIIT S BNT162b2 (3 pg) 3 [AIHEEFEL 1 » A KO B4R SARS-CoV-2
BRICKET 25558 %, C4591001 3R 2 [B] H #:fE1% 1 % H I E TIZ SARS-CoV-2 JERYLFEA 72
W 16~25 Ik DR (BNT162b2 B 170 51, 77 &=REE 38 1) 123517 5 BNT162b2 (30 pg)
2 [BIBEFETE 1 » HEEE LRl U255, WAEEREE LICRE 7Y v O 7 Ot (g Hfdt
Rl ORI (GMR) Ol 95%CI O TR 0.67 2 LBV, /x> siHEEMEA 0.8 UL s &
O FIHUA SRR D 2= DO ] 95%CI O FHRB3-10%% ERIS] 2R L7z, 723, GMR OEHE
XEOTREII>1 TH Y, HHNICHERETH D Z LRI,
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a2 T E NEA (6 5 A-45%)
1.8 IR E (R)
1.8.2 ZhEEIFAER (%) , FELOHE () L0 ERIL

F72, RRBROFE 2/3 FHE /7 IZHB VT BNTI62b2 3 pg Bt & 7T B ARRE L 12 2:1 THAEAIZE Y
o7z 6 v H~5 ARl OIRERSINE ORLERIZHOWTY 7 F - H9ME (VE) ZH#HEE L7z,
BNT162b2 B 992 B, 7" & REE 464 B 3 [RIOIRERD 7 F L Bif &5\ F 1=, 3 [n] B %7
<EHLTHEMNLH Y bAZH (202244 429 H) FTO COVID-19 fEEHNZES< VE 1%
80.3% (IMifH] 95%CI : 13.9%, 96.7%) Th 7=, £7=, 3EIDOIERY 7 F o Z2 =T 72 2wl
5 AR (BNT162b2 B 606 141, 75 B AREE 280 f5) L OVER 6 v H~2 Bl
(BNT162b2 £ 386 1, 7T ARRE 184 f5]) o 3EIB#AE% 7 HBLE S » hA 7 HETO
COVID-19 fE BNz F-3< VE I, TNEh 82.3% (il 95%CI : -8.0%, 98.3%) LN 75.5%
(1R 95%CT : -370.1%, 99.6%) T > 7=,

AFREROF 2/3 FHER/TIC VT, BNTI62b2 (3 ug) T3 7B RICEESICEI M1 5
% 6 5 H~5 AR D 4526 BICOWT, 3EIEER%E | » HE T [(AHEFLRIET—¥ B> b
FA7H 20224 H29H) £TOT—F] OLRENET—4 (ROSEME, ERMICERTX&fq
EFELLTUOAEFRBLUOEERATFERYE) il L7c, U7 F o 3 BIEME% ORISR
IERER D DREF TR EECTH Y, 1~3 [Bl B OFEHERE OB (P yfl) 1 3EE 1~2
AT, ZIMBREND 1~2 HCHK L, TORE LIEIGSEEFSR D% < T 3 [0l % O
SEEUBEEIT 2 0] B BFES% ORBUEE L [FREED, KovoTe, o, Bon-AEEFLE e 7y
A6, BNT162b2 (3 ug) @ 3 EHEMEICHOWTCEERZEMEOBRSIIRE SN o T,

PEXY, 6 5 A~5mARmO/NNRIZHd 5 BNTI62b2 (3 ug) @ 3 [REIEEMICL Y, FRVGREIE
BOFERLENT 7 F UGN, ROVICRBIEREFEB XL T a7 7 A VPR ENT
EEZ, QAR LEARIORELOHE () 2R/ E LT,

ZERNE, M254 B X ONM2.5.5 HAZ S,
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a2 T E NEA (6 5 A-45%)
1.8 IR E (R)
1.83 B EOEE (8) KO OFR TR

EEEOER (B) RERHL

B EoEE (2 13, [EFEHEERLOEB LS NRMA CEORREHEHEICOWT) (53
6 A 11 BAHT3EAT 0611 565 | BIEATGEEERE - AiEmEREEE) , [EEHEELO
N SCEFEOFTHEEOE EFHIZOWT) (CERk 29 4 6 A 8 AAHTIEAZFE 0608 5 1 5 &
AEGHEE RS - AR AR R R ERIRERE W) , (U7 F U OYS A SCEE O STHEEEEIC O W
T1 CPR29 45 12 A 27 BAHTERAER 1227 6 7 BIRAESEE ER - AREAREER) , 1R
FCEECBIT S TREOEE ] OEOFEHEIZOW T ([ B AR 1227 55 10 BIEA S
BEEE - EEEAERERH) BXOU 7 F U HHEORMN CES O EHEO BB FHIZOW
T (A BT SEAEZRE 1227 55 11 BIEATEEEIE - AEEA R EERLZ SRR RIS (27
WL, 774V —thoeEPET —4% v — b (CCDS : Company Core Data Sheet) , AA| D K[E
@ Fact sheet, PRINELTHEE (SmPC) B MDY 7 F U HORMN LEESZHZITHRE LT,

BEELOEE ()

R ERHL

QAR YA (PHERZZIT D Z &Y TRWE)

21 LN REERE L CWDHE

22 BEERAMEBIZ)H D> TWS Z NG NRE

2.3 RFNO RSkt U EEE OBBUE OBEER O H 53 (8.4,
9.1.6. 11.1.1 ZM]

24 FRLICHBIT 2F DIED, THEREZIT O 2 & 3R Y 2R E
ZHDE

BAT (227 4 ik 5~11 i H
2022 - 6 AMET 3, LAT4A
) oLEn,

5. R0RE TSN RIC BT 5 1
5.1 ARFN DT BE R ORI ITHEN L TV el

FTD LB,

THEROCHEICEES S EER
7.1 BEFE X G
6 # AL E 4ELLFDFE
7.2 BEREHIIR
1Bl E O8NS 3 M, 2 0B O S 8 M 482 -1
BIZiE, TEDHRY FHLHITRBIOFEREZ T+ 252 &,
7.3 BEfE R
JFHIE LT, [A—0%hEE « A2 oo v 7 F 2 LIRS
HT R 3EBEETAHILOTEETHI L,

Fact sheet (2350 %, RSO
YR a2l E 2 TRE LTz,

8. TR AR

8.1 AN TPBhefEIshEit]] KOt THMl o w0 A L R Y
JIE A% 2 WG RE D T BB S it BAE | (CYEILL CTRER 3% =
L,

82 PHIEFEE IOV, NS TRIZ. RIBEROZERICL -
TREFREEEZHRD Z &, [9.1 ]

8.3 BB ILE OLRER (Z, B B IR I A2 i EEh 30k T
PR 2 TRICR D, F7o. A ORBEEAICEE L.
JRET O R FOSCHFH O L, S DITEE, BRSO R 72
JEMR A2 2 U2 IO IEM OB 2252 5 X 5 Fai
WZEbES L,

84T a vl TTFI74T7F—NbbbhbZLNbHbHT-0,
PR A HOE O BRI BT A M2 2 +icATV ), B
% —ERER], WA OREEZBIET LI ENEE LY, F

FTD LB,

PFIZER CONFIDENTIAL
Page 1




a2 T E NEA (6 5 A-45%)
1.8 IR E (R)
1.83 B EOEE (8) KO OFR TR

BEELOER ()

R IERHL

7=, RAEEFHE#ZICa v T, TF 740 7% —0nRo bz
BeHERRE Ixh LT, BB ARFI OB Z1Th7e 2 &,
[2.3. 9.1.6, 11.1.1 ]

8.5 U U F UHERRE 1 X ITBERER I TEHIC X 2 DR IS & & T
MEREMRENLE L LTRERHEDNDZ ENH D, K
W2 K DHREI AT BT, BEfG — ERRIE O S L
7o L CHEREE ORBEEZBET L ENEE LY,

8.6 LMHZ., DERNHOLOND Z ENDH DD, #HEEfE X
ZOREF TR LTI, Ok, DIERD D D5ER (e
M. B, o< A, MRIRINEE, BERAE) SR LTSS
WX, EONICEMOBZEEZZIT 5 L) FRNCmbE 5 2
Lo [11.1.2, 15.1.1, 1512 &)

87 AL AERT U P RNA YV 7 F 2 (SARS-CoV-2)
BREZIZ, X772 « NU—EBEREDRE SN TV D, g
FXNTE OREF TR LTI, ¥7 0 - NLU—EEREDN D
DI (UBGEAL D S Ak E 2 stkRPERRE S OJ55 72
W LTHRE) DR DTS ICIXE B IZERE IR T D
Lo, HOMULOWMATAZ L&,

8.8 A LM SARS-CoV-2 (kT2 T 7 F O HEMIZET 5
T =2 R,

IRFEDERERATHHICHET HIER

9.1 BEREEES (BHEOHMAITIICEL, HELZETLHHE)
BHEFEE DR DOWTNITEEY T2 ERD DD LA,
FEREER O E 2 B2 L, 28R OEREES O N W2 EE I
1TV, PHEFEOLEM, RIS, ARMEC SN T 70
BHZITW, REA2BERICE- LT, BB L TEETLZ L&,
(8.2 ]

9.1.1 PrBt[EFIE A 52 TV D, /IR E XS EEE fE 4
BT 5%
AFBEFEZ I SUIER S Lo d Z 03 d 5,

9.1.2 i BIZHRBEAREOBWI N2 SN TV D E R OTBIE TR
MREREIEDENNDHE
AHNT T D A NME T 5 AT REEN & 5 .

9.1.3 DM R A, B A, TR A, MikER, BERE
EEOEPREEET HH

9.1.4 TRHERE CHERET. 2 H UINIZREAD I b T8 M OV 5k
BBEOT VX =R IERER LR’ HDLH

9.1.5 MEITEROBEOH HH

9.1.6 KFIDODZH LT, TLAXF—22T5B8Fh0bbE
[2.3, 84, 11.1.1 &)

9.2 BHREREEEZ AT HH

BEEELEEE CH D,

93 IFHErEEE 2 AT 5 H

BEEELEEE CH D,

9.7 /N4

6 » ARG ZX G L Uz BERARBR XI5 L TV,

9.1~93 BlATD L1,

9.7 /NEDOIFHRIZH S &, L
7=,

118 S

ILBLXOILL BfToEED,
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a7 4

1.8 IR E (R)
1.83 B LOEE (8) KOZEORE

NEA (6 7 H-47%)

R

BEELOER ()

R IERHL

WORIIENH oD Z &N D DT, BlEA 2 45247
W, BENRD DS AICIREY) e LE AT 2

11.1 EXRAREIR G

111 ¥ay s, 7F747%>— (HEERH)
[2.3, 8.4, 9.1.6 Z]

11.1.2 DfFZe, DI (BHEERE)
[8.6, 15.1.1, 15.1.2 &#]

11.2 Z DD I FUG
5%LL E 1%~5% 1%A BB AR
Al
JRFTER (| & (47.0%) © B IR, N
FESHERAT) . FEIR - RLEE ( i, VAR
18.9%) ., MEARY
FEthai R | SRl (68.4% FEEDE N,
) REHR, AHRAE,
IR (41.3%) PRI R,
N AR RS
Hibs BAHEE (38.6% A B
) A0 T ( ol
13.6%) . WA
WP Ik 5P
1 e
TET
- BHER | BRI B R 0 S HHEE
i3 NS ZIFRE. BT
N
. HLEE
e
JiR{z3 R
G IE R WEUE (3898,
I PEAE, AL
BE, S, M
EVEEIE,
MEENRSE)
Z DA Wy (44.8%) © LR IS
. RN (14.4%) 1B, )
0, e JE, ATV
T U PFRRAER

a) BRIRFBRIZISVCEF HEEIC & 0 IE L 72 RIS O FBLEI A

1E) B4ME TR LIFRITOWT, il (6 » A~1mKk0 2~47%)
WCHRBHIGEHEMN L, MEHE CHEOFELRIZ OV UL LY @V ME LS 72> 7o i
R L,

112 SmPC I ES=#HE L,
B FHRORBUBHEIZ OV T,
WEshgs 1,/ 10,/ AHRER
(C4591007 #k%k) DM/ THH
sN— N OFER (2022 4F 4 HIF
R BLUBEAROaIFT 4
HvE, I IFT 0 i S~11 5%
D 112 FOMOF Iz S
XRE L,
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a2 T E NEA (6 5 A-45%)
1.8 IR E (R)
1.83 B EOEE (8) KO OFR TR

BEEEOER (B R IERHL

148 H EoEE 14.1 KK SE O 8% 2,

14.1 FEHIFHREFOFE E LTz,

14.1.1 fRUR 515

(W HE (2~8C) IR THHMT L &,

Q) OBRIX, BN L DBE L R/ NRICHZ 52 &, H
FHXEKROEIARER L6720 TH2 L,

14.1.2 f % DIRAFE 2R

(DRI EHE T, A2WRNICERT 5 2 &,

Q) (2~8C) T T 2351, 2~8°C T 10 AR

TAHIENTE S,

Q)R TR T 2355 1%, FRIBALGE O 24 KeEILIN (—E#
Rl L% oA ET) ITHEHTLZ L,

14.1.3 AR 7L

(WARANCEEICR LT 2 &,

QABNIRAFE 2 E T2, BIEICH - > TUIHEE I KA
LAEWE2EEETLHZ L,

GYARFN DA TN H RAEPREER 22mL 2, BEOE—
RIRIZI D E T Y CIBENRfNT 52 &, IEVEERN
Z &,

@FRATOWRILIACDOIRL A2 FT 2 & BB D, ARE ITHRL
FRBOENDGEITIL, FFH LW &,

G RE OFIE 10 BIEERES (11 02mL) 2695, T v KR
U 22— ADD 7 WIERS TS E 26 H L7254, 10 8145
RIS S Z N TE D, BEUER e R EE K ONVER R 55 2
HLSGE, 10 HOERS AR TE RNV ERH D, |1
[l 0.2mL Z 8 TE WG, FREITEET L &,

(6) AL DWRIL 2~30°C TLRIF L, AR 12 RERF LI I
T5HZ &, FHRE 12 BN L2 oo 7RI HE T 2
Z&,

(ARG RAF ORI, BN X D05 5/ NRICIZ 5
T, HEHEROEIMEN L6005 L,

14.2 FAEFERFOEE

14.2.1 IRICE L= O A 7 b EEFE R 0.2mL % 142.1 BATO LBV,
0. RRI-CEBNRN L HIR CHRRT D Z &, BEN
BOLNAEAITMEH LN &y

14.2.2 3%, AR SUTRBERTAMARIC, 1 R IIRRE | 14.2.2 BA/NERZZ /NRISH
AIAMAERIC A A NEERE S5 Z &, BT L2 b THU T F D RNBEREEIC

D, F7. BARN. EN. P~ LIThRVWZ L, DONT (KETH 2R | IcHD
14.2.3 $H#k « MRS ~DEBEL BT A0 FELOMICEET5 2 | ERE L,

L. 1423 BfTO LB,
(OWEHRIIHANERICE 5 F ST, Ml mE H 5 0 I3E 22
BEL2WE S, ST I L Gl et EARET H 2
ko

QFRREITERNL ZRET D Z &
QVEHEGZFRIA LTz & &, IR OFRF A SCMIEOW R & H 7z
BOITELICHEZRE, ez THENTLHZ L,
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a2 T E NEA (6 5 A-45%)
1.8 IR E (R)
1.83 B EOEE (8) KO OFR TR

BEELOER ()

R IERHL

15. 2 DMOER

15.1 BRERE I EES < 1

1511 MW T, anF v A L AEMD U RNA U
F> (SARS-CoV-2) BEFZIZOLHE, DEZNHE I TY
%o MIEGEIZ BV THRE SNIIER DL S ITHFEBMETH
0. FRC2 B BEREAEALUNICRBIL TS, 2, K%
BOIEFIT, ABZIC L 2 ZEENRIC LV ERA S EL TV D
2, [8.6, 11.1.2 5]

15.1.2 BRI AT O EWNEISORSE WS I BT 2 0/, DR
OWER L ENOERIGEHRT — X X—A =N TR L
— AR G HER S D02, DIER OFBLR & 2 g L
& 2 A, HlElnE & U CARH 2 A% O 5 M CHE
DEWZ ERRBINTY, [8.6. 11.1.2 0]

15.1.3 ¥EAMC W T, BT Al & OB EMEIIARHTH DL, &L
JEFHEFNIENE O & D WHEEE ICBWT, antvA LA E
filiz U2 RNA U7 F > (SARS-CoV-2) #fE#%lZ, KEFR
HEAEATAR D OEE B EEEE) 2SHlE ST
Do

HiTO LB,
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aIFT 4 mE NEA (6 4 H-47%)
1.9 A PRCHR D 30E

1. JAN
NOFAZATBF3H 1 H 28 HAHITHAIFEH 0128 F 1 FIC L VLT X o lc@mE i,

— AR
(AA%) bYT AT

(I 4) Tozinameran

2. INN

r-INN & L C WHO Drug Information, Vol.35, No.1, 2021, P.259 (Recommended INN: List 85) (ZU{
STV AD,

r-INN : tozinameran

3. EMERBRIRI
KRB DAY FHIRFIEAEL 1L (oo F oA LV 2ERiT ) 2 RNA V27 F > (SARS-CoV-2) | T
H5b,
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a7 4

NER (6 1 A-4 %)
1.10 - BEEEORTEHEEEROE LD

o4 - Hil%

AE

—fx% T hOF AT
Tozinameran
kF AT 0E, SARS-CoV-2 D A4 7 2 L 28 7 BHERAK (Lys986Pro,
Val987Pro) &K% 22— K79 % mRNA TH 5,
TREEERORY) AR EZEGH, ETCOT Y PUVEENN-AF LY a—FK
UV URRICE S, 4284 DX 7 VAT RS D 1 AR
RNA TH 5,

FOFAT UL, 5 F vy

el

GAGAAYAAAC
CACCAYGYYC
YGAACCYGAC
ACCAGAGGCG
CYCYACCCAG
ACGCCAYCCA
GYGCYGCCCY
CAYCAYCAGA
GCCYGCYGAY
YYCCAGYYCY
CAAGAGCYGG
GCACCYYCGA
CAGGGCAACY
CYACYYCAAG
YGCCYCAGGG
AYCAACAYCA
GACACCYGGC
AYGYGGGCYA
GGCACCAYCA
AAAGYGCACC
GCAACYYCCG
ACCAAYCYGY
YGYGYACGCC
CCGYGCYGYA
YCCCCYACCA
CYYCGYGAYC
GCAAGAYCGC
GYGAYYGCCY
CAAYYACCYG
GGGACAYCYC
GYGGAAGGCY
CACAAAYGGC
AACYGCYGCA
CYCGYGAAGA
CGGCGYGCYG

YAGYAYYCYY
GYGYYCCYGG
CACCAGAACA
YGYACYACCC
GACCYGYYCC
CGYGYCCGGC
YCAACGACGG
GGCYGGAYCY
CGYGAACAAC
GCAACGACCC
AYGGAAAGCG
GYACGYGYCC
YCAAGAACCY
AYCYACAGCA
CYYCYCYGCY
CCCGGYYYCA
GAYAGCAGCA
CCYGCAGCCY
CCGACGCCGY
CYGAAGYCCY
GGYGCAGCCC
GCCCCYYCGG
YGGAACCGGA
CAACYCCGCC
AGCYGAACGA
CGGGGAGAYG
CGACYACAAC
GGAACAGCAA
YACCGGCYGY
CACCGAGAYC
YCAACYGCYA
GYGGGCYAYC
YGCCCCYGCC
ACAAAYGCGY
ACAGAGAGCA

CYGGYCCCCA
YGCYGCYGCC
CAGCYGCCYC
CGACAAGGYG
YGCCYYYCYY
ACCAAYGGCA
GGYGYACYYY
YCGGCACCAC
GCCACCAACG
CYYCCYGGGC
AGYYCCGGGY
CAGCCYYYCC
GCGCGAGYYC
AGCACACCCC
CYGGAACCCC
GACACYGCYG
GCGGAYGGAC
AGAACCYYCC
GGAYYGYGCY
YCACCGYGGA
ACCGAAYCCA
CGAGGYGYYC
AGCGGAYCAG
AGCYYCAGCA
CCYGYGCYYC
AAGYGCGGCA
YACAAGCYGC
CAACCYGGAC
YCCGGAAGYC
YAYCAGGCCG
CYYCCCACYG
AGCCCYACAG
ACAGYGYGCG
GAACYYCAAC
ACAAGAAGYY

CAGACYCAGA
YCYGGYGYCC
CAGCCYACAC
YYCAGAYCCA
CAGCAACGYG
CCAAGAGAYY
GCCAGCACCG
ACYGGACAGC
YGGYCAYCAA
GYCYACYACC
GYACAGCAGC
YGAYGGACCY
GYGYYYAAGA
YAYCAACCYC
YGGYGGAYCY
GCCCYGCACA
AGCYGGYGCC
YGCYGAAGYA
CYGGAYCCYC
AAAGGGCAYC
YCGYGCGGYY
AAYGCCACCA
CAAYYGCGYG
CCYYCAAGYG
ACAAACGYGY
GAYYGCCCCY
CCGACGACYY
YCCAAAGYCG
CAAYCYGAAG
GCAGCACCCC
CAGYCCYACG
AGYGGYGGYG
GCCCYAAGAA
YYCAACGGCC
CCYGCCAYYC

GAGAACCCGC
AGCCAGYGYG
CAACAGCYYY
GCGYGCYGCA
ACCYGGYYCC
CGACAACCCC
AGAAGYCCAA
AAGACCCAGA
AGYGYGCGAG
ACAAGAACAA
GCCAACAACY
GGAAGGCAAG
ACAYCGACGG
GYGCGGGAYC
GCCCAYCGGC
GAAGCYACCY
GCCGCYYACY
CAACGAGAAC
YGAGCGAGAC
YACCAGACCA
CCCCAAYAYC
GAYYCGCCYC
GCCGACYACY
CYACGGCGYG
ACGCCGACAG
GGACAGACAG
CACCGGCYGY
GCGGCAACYA
CCCYYCGAGC
YYGYAACGGC
GCYYYCAGCC
CYGAGCYYCG
AAGCACCAAY
YGACCGGCAC
CAGCAGYYYG

50
100
150
200
250
300
350
400
450
500
550
600
650
700
750
800
850
900
950
1000
1050
1100
1150
1200
1250
1300
1350
1400
1450
1500
1550
1600
1650
1700
1750

PFIZER CONFIDENTIAL

Page 1




a7 4

NER (6 1 A-4 %)
1.10 - BEEEORTEHEEEROE LD

GCCGGGAYAY
GAAAYCCYGG
CCCYGGCACC
ACYGYACCGA
YGGCGGGYGY
YCYGAYCGGA
YCGGCGCYGG
AGAGCCAGAA
GGGCGCCGAG
CCAACYYCAC
AAGACCAGCG
CYCCAACCYG
CCCYGACAGG
GCCCAAGYGA
CYYCAAYYYC
GCYYCAYCGA
YYCAYCAAGC
GAYYYGCGCC
CCGAYGAGAY
ACAAGCGGCY
YAYGCAGAYG
YGYACGAGAA
AAGAYCCAGG
GGACGYGGYC
YGYCCYCCAA
AGACYGGACC
CAGACYGCAG
CCGAGAYYAG
GYGCYGGGCC
GAYGAGCYYC
CAYAYGYGCC
CACGACGGCA
CACCCAYYGG
CCACCGACAA
GYGAACAAYA
AGAGGAACYG
YGGGCGAYAY
AYCGACCGGC
CCYGCAAGAA
YCYGGCYGGG
AYGCYGYGYY
CYGYGGCAGC

CGCCGAYACC
ACAYCACCCC
AACACCAGCA
AGYGCCCGYG
ACYCCACCGG
GCCGAGCACG
AAYCYGCGCC
GCGYGGCCAG
AACAGCGYGG
CAYCAGCGYG
YGGACYGCAC
CYGCYGCAGY
GAYCGCCGYG
AGCAGAYCYA
AGCCAGAYYC
GGACCYGCYG
AGYAYGGCGA
CAGAAGYYYA
GAYCGCCCAG
GGACAYYYGG
GCCYACCGGY
CCAGAAGCYG
ACAGCCYGAG
AACCAGAAYG
CYYCGGCGCC
CYCCYGAGGC
AGCCYCCAGA
AGCCYCYGCC
AGAGCAAGAG
CCYCAGYCYG
CGCYCAAGAG
AAGCCCACYY
YYCGYGACAC
CACCYYCGYG
CCGYGYACGA
GACAAGYACY
CAGCGGAAYC
YGAACGAGGY
CYGGGGAAGY
CYYYAYCGCC
GCAYGACCAG
YGCYGCAAGY

ACAGACGCCG
YYGCAGCYYC
AYCAGGYGGC
GCCAYYCACG
CAGCAAYGYG
YGAACAAYAG
AGCYACCAGA
CCAGAGCAYC
CCYACYCCAA
ACCACAGAGA
CAYGYACAYC
ACGGCAGCYY
GAACAGGACA
CAAGACCCCY
YGCCCGAYCC
YYCAACAAAG
YYGYCYGGGC
ACGGACYGAC
YACACAYCYG
AGCAGGCGCC
YCAACGGCAY
AYCGCCAACC
CAGCACAGCA
CCCAGGCACY
AYCAGCYCYG
CGAGGYGCAG
CAYACGYGAC
AAYCYGGCCG
AGYGGACYYY
CCCCYCACGG
AAGAAYYYCA
YCCYAGAGAA
AGCGGAACYY
YCYGGCAACY
CCCYCYGCAG
YYAAGAACCA
AAYGCCAGCG
GGCCAAGAAY
ACGAGCAGYA
GGACYGAYYG
CYGCYGYAGC
YCGACGAGGA

YYAGAGAYCC
GGCGGAGYGY
AGYGCYGYAC
CCGAYCAGCY
YYYCAGACCA
CYACGAGYGC
CACAGACAAA
AYYGCCYACA
CAACYCYAYC
YCCYGCCYGY
YGCGGCGAYY
CYGCACCCAG
AGAACACCCA
CCYAYCAAGG
YAGCAAGCCC
YGACACYGGC
GACAYYGCCG
AGYGCYGCCY
CCCYGCYGGC
GCYCYGCAGA
CGGAGYGACC
AGYYCAACAG
AGCGCCCYGG
GAACACCCYG
YGCYGAACGA
AYCGACAGAC
CCAGCAGCYG
CCACCAAGAY
YGCGGCAAGG
CGYGGYGYYY
CCACCGCYCC
GGCGYGYYCG
CYACGAGCCC
GCGACGYCGY
CCCGAGCYGG
CACAAGCCCC
YCGYGAACAY
CYGAACGAGA
CAYCAAGYGG
CCAYCGYGAY
YGCCYGAAGG
CGAYYCYGAG

CCAGACACYG
CYGYGAYCAC
CAGGACGYGA
GACACCYACA
GAGCCGGCYG
GACAYCCCCA
CAGCCCYCGG
CAAYGYCYCY
GCYAYCCCCA
GYCCAYGACC
CCACCGAGYG
CYGAAYAGAG
AGAGGYGYYC
ACYYCGGCGG
AGCAAGCGGA
CGACGCCGGC
CCAGGGAYCY
CCYCYGCYGA
CGGCACAAYC
YCCCCYYYGC
CAGAAYGYGC
CGCCAYCGGC
GAAAGCYGCA
GYCAAGCAGC
YAYCCYGAGC
YGAYCACAGG
AYCAGAGCCG
GYCYGAGYGY
GCYACCACCY
CYGCACGYGA
AGCCAYCYGC
YGYCCAACGG
CAGAYCAYCA
GAYCGGCAYY
ACAGCYYCAA
GACGYGGACC
CCAGAAAGAG
GCCYGAYCGA
CCCYGGYACA
GGYCACAAYC
GCYGYYGYAG
CCCGYGCYGA

1800
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