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Label Update: Effective 10/20/21

The Emergency Use Authorization (EUA) Fact Sheet for Vaccination Providers has been updated to include additional information about

booster doses. Click here to view. For questions, visit PfizerMedicallnformation.com or call 1-800-438-1985. Changes include (but are not
limited to) the following M

Updated Language in Teal http://
2.3 Vaccination Schedule Showl abeling asp

Booster Dose: pdf

Drives to:

labeling.pfizer.com/

id=14471&format=

A single Pfizer-BioNTech COVID-19 Vaccine booster dose (0.3 mL) may be administered intramuscularly at least 6 months after completing
the primary series to individuals:

« 65 years of age and older
« 18 through 64 years of age at high risk of severe COVID-19
« 18 through 64 years of age with frequent institutional or occupational exposure to SARS-CoV-2

A single booster dose of the Pfizer-BioNTech COVID-19 Vaccine may be administered as a heterologous booster dose following completion of
primary vaccination with another authorized COVID-19 vaccine. The eligible population(s) and dosing interval for the heterologous booster
dose are the same as those authorized for a booster dose of the vaccine used for primary vaccination,

remains
consistent

Indication & Authorized Use

The FDA-approved COMIRNATY? (COVID-19
Vaccine, mRNA) and the EUA-authorized
Pfizer-BioNTech COVID-19 Vaccine have the
same formulation and can be used
interchangeably to provide the COVID-19
vaccination series.

Indication

COMIRNATY?® is a vaccine indicated for active
immunization to prevent coronavirus disease
2019 (COVID-19) caused by severe acute
respiratory syndrome coronavirus 2
(SARS-CoV-2) in individuals 16 years of age

nnr' nl.r'nr

Important Safety Information +
Known history of a severe allergic reaction (eg, anaphylaxis) to any component of COMIRNATY? is a contraindication.

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in the event an acute anaphylactic reaction occurs following administration
of the vaccine.

Monitor vaccine recipients for the occurrence of immediate adverse reactions according to the Centers for Disease Control and Prevention guidelines
(https://'www.cdc.gov/vaccines/covid-19/clinical-considerations/managing-anaphylaxis.htmil).

Postmarketing data demonstrate increased risks of myocarditis and pericarditis, particularly within 7 days following the second dose.

Syncope (fainting) may occur in association with administration of injectable vaccines, including this vaccine. Procedures should be in place to avoid injury from fainting.
Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a diminished immune response to the vaccine.

The vaccine may not protect all vaccine recipients.

In clinical studies of participants 16 through 55 years of age, the most commonly reported adverse reactions (=10%) were pain at the injection site (88.6%), fatigue (70.1%), headache
(64.9%), muscle pain (45.5%), chills (41.5%), joint pain (27.5%), fever (17.8%), and injection site swelling (10.6%). e e
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This site Is intended for U.S. Healthcare Professionals.

Dosing & Administration

Indication & Authorized Use

The FDA-approved COMIRNATY® (COVID-19
Vaccine, mRNA) and the EUA-authorized
Pfizer-BioNTech COVID-19 Vaccine have the
same formulation and can be used
interchangeably to provide the COVID-19
vaccination series.

Indication

COMIRNATY® is a vaccine indicated for active
immunization to prevent coronavirus disease
2019 (COVID-19) caused by severe acute
respiratory syndrome coronavirus 2
(SARS-CoV-2) in individuals 16 years of age
and older.

Authorized Use

COMIRNATY® (COVID-19 Vaccine, mRNA) is
also authorized for emergency use to provide:
* atwo-dose primary series to individuals
12 through 15 years

Full Prescribing Information EUA Letter & Fact Sheets
(FDA Approved - 16 Years & Up) (12 Years & Up)

Clinical Efficacy Safety Info Product Storage & Dry Ice U T SIONT=CH @ Pﬁzer

Important Safety Information =
Known history of a severe allergic reaction (eg, anaphylaxis) to any component of COMIRNATY® is a contraindication.

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in the event an acute anaphylactic reaction occurs following
administration of the vaccine.

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

Postmarketing data demonstrate increased risks of myocarditis and pericarditis, particularly within 7 days following the second dose.

Syncope (fainting) may occur in association with administration of injectable vaccines, including this vaccine. Procedures should be in place to avoid injury from fainting.
Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a diminished immune response to the vaccine.

The vaccine may not protect all vaccine recipients.

In clinical studies of participants 16 through 55 years of age, the most commonly reported adverse reactions (=10%) were pain at the injection site (88.6%), fatigue (70.1%),
headache (64.9%), muscle pain (45.5%), chills {(41.5%), joint pain (27.5%), fever (17.8%), and injection site swelling (10.6%).

In clinical studies of participants 56 years of age and older, the most commonly reported adverse reactions (=10%) were pain at the injection site (78.2%), fatigue (56.9%), headache
(£5.9%), muscle pain (32.5%), chills (24.8%), joint pain (21.5%), injection site swelling (11.8%), fever (11.5%), and injection site redness (10.4%).

In a clinical study evaluating administration of a booster dose in participants 18 through 55 years of age, the most commonly reported adverse reactions (=10%) following the dose
were pain at the injection site (83.0%), fatigue (63.7%), headache (48.4%), muscle pain (39.1%), chills (29.1%), and joint pain (25.3%).

In a clinical study of adolescents 12 through 15 years of age, the most commonly reported adverse reactions included pain at the injection site (90.5%), fatigue (77.5%), headache drive to: http: //
(75.5%), chills {49.2%), muscle pain (42.2%), fever (24.3%), joint pain (20.2%), injection site swelling (9.2%), injection site redness (8.6%), lymphadenopathy (0.8%), and nausea Iabeling p fizer.com/

Drives to:

http://
labeling.pfi
zer.com/
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id=15623

» a third primary series dose to individuals
12 years of age and older who have
been determined to have certain kinds
of immunocompromise

= asingle booster dose to the following
individuals who have completed a
primary series with Pfizer-BioNTech
COVID-18 Vaccine or COMIRNATY®:

— Caregivers Fact Sheet (12+ years of age).

(0.4%)

<< 1
Before administration of the vaccine, please see full Prescribing Information (16+ years of age), EUA Fact Sheet for Vaccination Providers (12+ years of age), and Recipients and S’?owLabellng.asp
Xt

Patients should always ask their healthcare providers for medical advice about adverse events. You are encouraged to report negative side effects of vaccines to the US Food and Drug
Administration (FDA) and the Centers for Disease Control and Prevention (CDC). Visit https://vaers.hhs.gov/reporteventhtml or call 1-800-822-7967.

o 65 years of age and older Drive to: http:/
labeling.pfizer.c

o 18 through 64 years of age at
high risk of severe COVID-19
o 18 through 64 years of age with om/

frequent institutional or ShowLabeIing.a
occupational exposure to pr?
SARS-CoV-2 .
i id=14472&forma
= asingle booster dose to eligible t:pdf

individuals who have completed primary

vaccination with a different authorized
COVID-19 vaccine. The eligible
population(s) and dosing interval for the
heterologous booster dose are the same
as those authorized for a booster dose
of the vaccine used for primary
vaccination

The Pfizer-BioNTech COVID-19 Vaccine has
received Emergency Use Authorization (EUA)
from FDA to prevent COVID-19 in individuals
12 years of age and older to provide:
* atwo-dose primary series to individuals
12 years of age and older

s athird primary series dose to individuals
12 years of age and older who have
been determined to have certain kinds
of immunocompromise

* asingle booster dose to the following
individuals who have completed a
primary series with Pfizer-BioNTech
COVID-19 Vaccine or COMIRNATY®:

o 65 years of age and older

o 18 through 64 years of age at
high risk of severe COVID-19

o 18 through 64 years of age with
frequent institutional or
occupational exposure to
SARS-CoV-2

* asingle booster dose to eligible
individuals who have completed primary
vaccination with a different authorized
COVID-19 vaccine. The eligible
population(s) and dosing interval for the
heterologous booster dose are the same
as those authorized for a booster dose
of the vaccine used for primary
vaccination
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Dosing & Administration

FDA APPROVED FOR INDIVIDUALS 216 YEARS ( COMIRNATY?® is a vaccine indicated for active immunization to prevent coronavirus disease

EUA Letter & Fact Sheets
(12 Years & Up)

Full Prescribing Information
(FDA Approved - 16 Years & Up)

Indication & Authorized Use

The FDA-approved COMIRNATY® (COVID-19 Vaccine, mRNA) and the EUA-authorized
Pfizer-BioNTech COVID-19 Vaccine have the same formulation and can be used
interchangeably to provide the COVID-19 vaccination series.

Clinical Efficacy Safety Info

T=CH & Pfizer

Indication

2019 (COVID-19) caused by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in m pDrtﬂ nt

In individuals 16 years of age and older, the Pfizer-BioNTech COVIEREEEEES CUs N LE Lt S
COMIRNATY® (COVID-19 Vaccine, mRNA),* has been approviRaadiacles

COVID-19 caused by SARS-CoV-2.1

AUTHORIZED FOR EM ERG ENCY USE2 = a third primary series dose to individuals 12 years of age and older who have been

The emergency use of the product has not been approved or licensed by
an Emergency Use Authorization (EUA) to prevent Coronavirus Disease
years of age and ﬂ'dEf; and the emergency use of this pruduct is Dl1|y AUunuIIZeU 11 LS UUTULIUI U LIS usoiuuLioil
that circumstances exist justifying the authorization of emergency use of the medical product under Section 564(b) ¥
(1) of the FD&C Act unless the declaration is terminated or authorization revoked sooner. 2

*The licensed COMIRNATY® vaccine has the same formulation as the authorized vaccine Pfizer-BioNTech COVID-19 Vaccine, and the products can be used
interchangeably to provide the vaccination series without presenting any safety or effectiveness concemns. The products are legally distinct, with certain
differences that do not impact safety or effectiveness.

Indication & Authorized Use

The FDA-approved COMIRNATY® (COVID-19
Vaccine, mRNA) and the EUA-authorized
Pfizer-BioNTech COVID-19 Vaccine have the
same formulation and can be used
interchangeably to provide the COVID-19
vaccination series.

Indication

COMIRNATY?® is a vaccine indicated for active
immunization to prevent coronavirus disease
2019 (COVID-19) caused by severe acute
respiratory syndrome coronavirus 2

fFr A ™ Y&y ™% = & Fgs = § B - o=

COMIRNATY® (COVID-19 Vaccine, mRNA) is al thorized f t ide: ;
( accine, m ) is also authorized for emergency use to provide Adverse Event Reporting

* a two-dose primary series to individuals 12 through 15 years

determined to have certain kinds of immunocompromise nation

a single booster dose to the following individuals who have completed a primary series aars & Up)
with Pfizer-RinNTech COVIN-19 Varrine nr COMIRNATYE-

EUA Fact Sheet for Vaccination Providers
(12 Years & Up)

EUA Fact Sheet for Recipients and Caregivers
(12 Years & Up)

|4

[ Product Storage & Dry Ice

[@ Website for Recipients and Caregivers
-

Important Safety Information
Known history of a severe allergic reaction (eg, anaphylaxis) to any component of COMIRNATY® is a contraindication.

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in the event an acute anaphylactic reaction occurs following administration
of the vaccine.

Monitor vaccine recipients for the occurrence of immediate adverse reactions according to the Centers for Disease Control and Prevention guidelines
(https://www.cdc.govivaccines/covid-19/clinical-considerations/managing-anaphylaxis.htmi).

Postmarketing data demonstrate increased risks of myocarditis and pericarditis, particularly within 7 days following the second dose.

Syncope (fainting) may occur in association with administration of injectable vaccines, including this vaccine. Procedures should be in place to avoid injury from fainting.
Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a diminished immune response to the vaccine.

The vaccine may not protect all vaccine recipients.

FDA-CBER-2021-5683-0950585

In clinical studies of participants 16 through 55 years of age, the most commonly reported adverse reactions (=10%) were pain at the injection site (88.6%), fatigue (70.1%), headache
(64.9%). muscle pain (45.5%). chills (47.5%). ioint pain (27.5%). fever {(17.8%). and iniection site swelling (10.6%).



Dosing & Administration

FDA APPROVED FOR INDIVIDUALS >16 YEARS (

In individuals 16 years of age and older, the Pfizer-BioNTech COVI

COMIRNATY® (COVID-19 Vaccine, mRNA),* has been approwv«
COVID-19 caused by SARS-CoV-2.1

Full Prescribing Information
(FDA Approved - 16 Years & Up)

* asingle booster dose to the following individuals who have completed a primary series

with Pfizer-BioNTech COVID-19 Vaccine or COMIRNATY®:

o 65 years of age and older

o 18 through 64 years of age at high risk of severe COVID-19

o 18 through 64 years of age with frequent institutional or occupational exposure

to SARS-CoV-2

a single booster dose to eligible individuals who have completed primary vaccination
with a different authorized COVID-19 vaccine. The eligible population(s) and dosing
interval for the heterologous booster dose are the same as those authorized for a
booster dose of the vaccine used for primary vaccination

Clinical Efficacy Safety Info

The Pfizer-BioNTech COVID-19 Vaccine has received Emergency Use Authorization (EUA)
from FDA to prevent COVID-19 in individuals 12 years of age and older to provide:

* a two-dose primary series to individuals 12 years of age and older

AUTHORIZED FOR EM ERG ENCY USE2 » qa third primary series dose to individuals 12 years of age and older who have been

The emergency use of the product has not been approved or licensed by
an Emergency Use Authorization (EUA) to prevent Coronavirus Disease
years of age and ﬂ'dEf; and the emergency use of this pruduct is Dl1|y AUunuIIZeU 11 LS UUTULIUI U LIS usoiuuLioil
that circumstances exist justifying the authorization of emergency use of the medical product under Section 564(b) ¥
(1) of the FD&C Act unless the declaration is terminated or authorization revoked sooner. 2

*The licensed COMIRNATY® vaccine has the same formulation as the authorized vaccine Pfizer-BioNTech COVID-19 Vaccine, and the products can be used

determined to have certain kinds of immunocompromise
a single booster dose to the following individuals who have completed a primary series

cerith MiFivme MiaRITack AONITT A0 AW cimn e Ok ATRRTA TAWE.

EUA Letter & Fact Sheets
(12 Years & Up)

T=CH & Pfizer

mportant

Adverse Event Reporting

nation
aars & Up)

(12 Years & Up)

|4

(12 Years & Up)

interchangeably to provide the vaccination series without presenting any safety or effectiveness concemns. The products are legally distinct, with certain

differences that do not impact safety or effectiveness.

Indication & Authorized Use

The FDA-approved COMIRNATY® (COVID-19
Vaccine, mRNA) and the EUA-authorized
Pfizer-BioNTech COVID-19 Vaccine have the
same formulation and can be used
interchangeably to provide the COVID-19
vaccination series.

Indication

COMIRNATY?® is a vaccine indicated for active
immunization to prevent coronavirus disease
2019 (COVID-19) caused by severe acute
respiratory syndrome coronavirus 2
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Important Safety Information
Known history of a severe allergic reaction (eg, anaphylaxis) to any component of COMIRNATY® is a contraindication.

EUA Fact Sheet for Recipients and Caregivers

[ Product Storage & Dry Ice

-

[@ Website for Recipients and Caregivers

EUA Fact Sheet for Vaccination Providers

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in the event an acute anaphylactic reaction occurs following administration

of the vaccine.

Monitor vaccine recipients for the occurrence of immediate adverse reactions according to the Centers for Disease Control and Prevention guidelines
(https://www.cdc.govivaccines/covid-19/clinical-considerations/managing-anaphylaxis.htmi).

Postmarketing data demonstrate increased risks of myocarditis and pericarditis, particularly within 7 days following the second dose.

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

Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a diminished immune response to the vaccine.

The vaccine may not protect all vaccine recipients.

In clinical studies of participants 16 through 55 years of age, the most commonly reported adverse reactions (=10%) were pain at the injection site (88.6%), fatigue (70.1%), headache

(64.9%). muscle pain (45.5%). chills (47.5%). ioint pain (27.5%). fever {(17.8%). and iniection site swelling (10.6%).

FDA-CBER-2021-5683-0950586



Dosing & Administration

Full Prescribing Information
(FDA Approved - 16 Years & Up)

Clinical Efficacy Safety Info

FDA APPROVED FOR INDIVIDUALS >16 YEARS (

In individuals 16 years of age and older, the Pfizer-BioNTech COVI
COMIRNATY® (COVID-19 Vaccine, mRNA),* has been approwv«

COVID-19 caused by SARS-CoV-2.1

AUTHORIZED FOR EMERGENCY USE-

The emergency use of the product has not been approved or licensed by
an Emergency Use Authorization (EUA) to prevent Coronavirus Disease

years of age and ﬂ'dEf; and the emergency use of this pruduct is Dl1|y AUunuIIZeU 11 LS UUTULIUI U LIS usoiuuLioil
that circumstances exist justifying the authorization of emergency use of the medical product under Section 564(b)
(1) of the FD&C Act unless the declaration is terminated or authorization revoked sooner. 2

*The licensed COMIRNATY® vaccine has the same formulation as the authorized vaccine Pfizer-BioNTech COVID-19 Vaccine, and the products can be used

booster dose of the vaccine used for primary vaccination

The Pfizer-BioNTech COVID-19 Vaccine has received Emergency Use Authorization (EUA)
from FDA to prevent COVID-19 in individuals 12 years of age and older to provide:

a two-dose primary series to individuals 12 years of age and older
a third primary series dose to individuals 12 years of age and older who have been
determined to have certain kinds of immunocompromise
a single booster dose to the following individuals who have completed a primary series
with Pfizer-BioNTech COVID-19 Vaccine or COMIRNATY®:

@ 65 years of age and older

= 18 through 64 years of age at high risk of severe COVID-19

o 18 through 64 years of age with frequent institutional or occupational exposure

to SARS-CoV-2

a single booster dose to eligible individuals who have completed primary vaccination
with a different authorized COVID-19 vaccine. The eligible population(s) and dosing
interval for the heterologous booster dose are the same as those authorized for a
booster dose of the vaccine used for primary vaccination

EUA Letter & Fact Sheets
(12 Years & Up)

T=CH & Pfizer

mportant

Adverse Event Reporting

nation
aars & Up)

|4

interchangeably to provide the vaccination series without presenting any safety or effectiveness concemns. The products are legally distinct, with certain
differences that do not impact safety or effectiveness.

Indication & Authorized Use

The FDA-approved COMIRNATY® (COVID-19
Vaccine, mRNA) and the EUA-authorized
Pfizer-BioNTech COVID-19 Vaccine have the
same formulation and can be used
interchangeably to provide the COVID-19
vaccination series.

Indication

COMIRNATY?® is a vaccine indicated for active
immunization to prevent coronavirus disease
2019 (COVID-19) caused by severe acute
respiratory syndrome coronavirus 2

fFr A ™ Y&y ™% = & Fgs = § B - o=

Important Safety Information

Known history of a severe allergic reaction (eg, anaphylaxis) to any component of COMIRNATY® is a contraindication.

EUA Fact Sheet for Recipients and Caregivers
(12 Years & Up)

[ Product Storage & Dry Ice

-

[@ Website for Recipients and Caregivers

EUA Fact Sheet for Vaccination Providers
(12 Years & Up)

Appropriate medical treatment used to manage immediate allergic reactions must be immediately available in the event an acute anaphylactic reaction occurs following administration

of the vaccine.

Monitor vaccine recipients for the occurrence of immediate adverse reactions according to the Centers for Disease Control and Prevention guidelines

(https://www.cdc.govivaccines/covid-19/clinical-considerations/managing-anaphylaxis.htmi).

Postmarketing data demonstrate increased risks of myocarditis and pericarditis, particularly within 7 days following the second dose.

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

Immunocompromised persons, including individuals receiving immunosuppressant therapy, may have a diminished immune response to the vaccine.

The vaccine may not protect all vaccine recipients.

In clinical studies of participants 16 through 55 years of age, the most commonly reported adverse reactions (=10%) were pain at the injection site (88.6%), fatigue (70.1%), headache

(64.9%). muscle pain (45.5%). chills (47.5%). ioint pain (27.5%). fever {(17.8%). and iniection site swelling (10.6%).

FDA-CBER-2021-5683-0950587
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Label Update: Effective
10/20/21

The Emergency Use Authorization
(EUA) Fact Sheet for Vaccination
Providers has been updated to
include additional information
about booster doses. Click here to
view. For questions, visit
PfizerMedicallInformation.com or
call 1-800-438-1985. Changes
include (but are not limited to) the
following section:

Updated Language in Teal

2.3 Vaccination
Schedule

Booster Dose:

A single Pfizer-BioNTech COVID-19
Vaccine booster dose (0.3 mL

Important Safety Information -+

Known history of a severe allergic reaction (egq,
anaphylaxis) to any component of COMIRNATY®
is a contraindication.

Appropriate medical treatment used to manage
immediate allergic reactions must be immediately
available in the event an acute anaphylactic
reaction occurs following administration of the
vaccine.
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Booster Dose:

A single Pfizer-BioNTech COVID-19
Vaccine booster dose (0.3 mL) may
be administered intramuscularly at
least 6 months after completing
the primary series to individuals:

e 65 years of age and older

e 18 through 64 years of age at
high risk of severe COVID-19

e 18 through 64 years of age with
frequent institutional or
occupational exposure to
SARS-CoV-2

A single booster dose of the Pfizer-
BioNTech COVID-19 Vaccine may
be administered as a heterologous
booster dose following completion
of primary vaccination with another
authorized COVID-19 vaccine. The
eligible population(s) and dosing

Important Safety Information -+

Known history of a severe allergic reaction (egq,
anaphylaxis) to any component of COMIRNATY®
is a contraindication.

Appropriate medical treatment used to manage
immediate allergic reactions must be immediately
available in the event an acute anaphylactic
reaction occurs following administration of the
vaccine.




11:16 ¥ al T

AA @ /idcom-fdaoctlabel.dev.pfizerstatic.io C,

high risk of severe COVID 19

e 18 through 64 years of age with
frequent institutional or
occupational exposure to
SARS-CoV-2

A single booster dose of the Pfizer-
BioNTech COVID-19 Vaccine may
be administered as a heterologous
booster dose following completion
of primary vaccination with another
authorized COVID-19 vaccine. The
eligible population(s) and dosing
interval for the heterologous
booster dose are the same as those
authorized for a booster dose of
the vaccine used for primary
vaccination.

Important Safety Information -+

Known history of a severe allergic reaction (egq,
anaphylaxis) to any component of COMIRNATY®
is a contraindication.

Appropriate medical treatment used to manage
immediate allergic reactions must be immediately
available in the event an acute anaphylactic
reaction occurs following administration of the
vaccine.




This site Is intended for U.S. Healthcare
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Indication & Authorized Use
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Important Safety Information -

Known history of a severe allergic reaction
(eg, anaphylaxis) to any component of
COMIRNATY?® is a contraindication.

Appropriate medical treatment used to
manage immediate allergic reactions must
be immediately available in the event an
acute anaphylactic reaction occurs
following administration of the vaccine.

Monitor vaccine recipients for the
occurrence of immediate adverse reactions
according to the Centers for Disease
Control and Prevention guidelines
(https:/iwww.cdc.govivaccines/covid-
19/clinical-considerations/managing-
anaphylaxis.html).

Postmarketing data demonstrate increased
risks of myocarditis and pericarditis,
particularly within 7 days following the
second dose.

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

Immunocompromised persons, including
individuals receiving immunosuppressant
therapy, may have a diminished immune
response to the vaccine.

The vaccine may not protect all vaccine
recipients.

In clinical studies of participants 16
through 55 years of age, the most
commonly reported adverse reactions
{=10%) were pain at the injection site
(88.6%), fatigue (70.1%), headache
(64.9%0), muscle pain (45.5%), chills
(41.5%), joint pain (27.5%), fever (17.8%),
and injection site swelling (10.6%0).

In clinical studies of participants 56 years
of age and older, the most commonly
reported adverse reactions (=10%) were
pain at the injection site (78.2%), fatigue
(56.9%), headache (45.9%), muscle pain
(32.5%), chills (24.8%), joint pain (21.5%),
injection site swelling (11.8%), fever
(11.5%), and injection site redness (10.4%).

In a clinical study evaluating
administration of a booster dose in
participants 18 through 55 years of age,
the most commonly reported

adverse reactions (=10%) following the
dose were pain at the injection site
(83.0%), fatigue (63.7%), headache
(48.4%), muscle pain (39.1%),

chills (29.1%), and joint pain (25.3%).

In a clinical study of adolescents 12
through 15 years of age, the most
commonly reported adverse reactions
included pain at the injection site (90.5%),
fatigue (77.5%), headache (75.5%), chills
(49.2%), muscle pain (42.2%), fever
(24.3%), joint pain (20.2%5), injection site
swelling (9.2%), injection site redness
(8.6%), lymphadenopathy (0.8%), and
nausea (0.4%).

Before administration of the vaccine,
please see full Prescribing Information (16+
years of age), EUA Fact Sheet for
Vaccination Providers (12+ years of age),
and Recipients and Caregivers Fact Sheet
(12+ years of age).

Patients should always ask their healthcare
providers for medical advice about adverse
events. You are encouraged to report
negative side effects of vaccines to the US
Food and Drug Administration (FDA) and
the Centers for Disease Control and
Prevention (CDC). Visit
https://vaers.hhs.gov/reportevent.html or
call 1-800-822-7967.

Indication & Authorized Use

The FDA-approved COMIRNATY®
(COVID-19 Vaccine, mRNA) and the EUA-
authorized Pfizer-BioNTech COVID-19
Vaccine have the same formulation and can
be used interchangeably to provide the
COVID-19 vaccination series.

Indication

COMIRNATY® is a vaccine indicated for
active immunization to prevent coronavirus
disease 2019 (COVID-19) caused by severe
acute respiratory syndrome coronavirus 2
(SARS-CoV-2) in individuals 16 years of age
and older.

Authorized Use

COMIRNATY® (COVID-19 Vaccine, mRNA)

is also authorized for emergency use to

provide:

= g two-dose primary series to individuals 12
through 15 years

» g third primary series dose to individuals 12
years of age and older who have been
determined to have certain kinds of
immunocompromise

* g single booster dose to the following
individuals who have completed a primary
series with Pfizer-BioNTech COVID-19
Vuccme or COMIRNATYE:
65 years of age and older

o 18 through 64 years of age at high risk of
severe COVID-19

o 18 through 64 years of age with frequent
institutional or occupational exposure to
SARS-CoV-2

» a single booster dose to eligible individuals
who have completed primary vaccination
with a different authorized COVID-19
vaccine. The eligible population(s) and
dosing interval for the heterologous booster
dose are the same as those authorized for a
booster dose of the vaccine used for primary
vaccination

The Pfizer-BioNTech COVID-19 Vaccine has

received Emergency Use Autharization

(EUA) from FDA to prevent COVID-19 in

individuals 12 years of age and older to

provide:

» a two-dose primary series to individuals 12
years of age and older

= g third primary series dose to individuals 12
years of age and older who have been
determined to have certain kinds of
immunocompromise

* a single booster dose to the following
individuals who have completed a primary
series with Pfizer-BioNTech COVID-19
Vaccine or COMIRNATYE:

o 65 years of age and older

o 18 through 64 years of age at high risk of
severe COVID-19

o 18 through 64 years of age with frequent
institutional or occupational exposure to
SARS-CoV-2

* g single booster dose to eligible individuals
who have completed primary vaccination
with a different authorized COVID-19
vaccine. The eligible population(s) and
dosing interval for the heterologous booster
dose are the same as those authorized for a

FDARCBER-8022 25488 \3550B045ed for primary

vaccination




This site is intended for U.S. Healthcare
Professionals.

Indication & Authorized Use

Indication & Authorized Use

The FDA-approved COMIRNATY®
(COVID-19 Vaccine, mENA) and the
EUA-authorized Pfizer-BioNTech
COVID-19 Vaccine have the same
formulation and can be used
interchangeably to provide the
COVID-19 vaccination series.

Indication

s COMIRNATY® is a vaccine indicated for
active immunization to prevent
coronavirus disease 2019 (COVID-19)
caused by severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) in
individuals 16 years of age and older.

Authorized Use

In individuals 16 years of age and

older, the Pfizer-BioNTech
COVID-19 Vaccine. also

Important Safety Information -+

Known history of a severe allergic reaction
(eg, anaphylaxis) to any component of
COMIRNATY? is a contraindication.

Appropriate medical treatment used to
manage immediate allergic reactions must
be immediately available in the event an
acute anaphylactic reaction occurs following

administration of the vacEpAESER2021-5683-0950592

bMaonitor vaccine recinients for the
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Authorized Use

COMIRNATY® (COVID-19 Vaccine,
mRENA) is also authorized for
emergency use to provide:

* @ two-dose primary series to
individuals 12 through 15 years

» @ third primary series dose to
individuals 12 years of age and older

- who have been determined to have
certain kinds of immunocompromise

* asingle booster dose to the following
individuals who have completed a
primary series with Pfizer-BioNTech
COVID-19 Vaccine or COMIRNATY®:
o 65 years of age and older
o 18 through 64 years of age at high

risk of severe COVID-19

In individuals 16 years of age and

older, the Pfizer-BioNTech
COVID-19 Vaccine. also

Important Safety Information -+

Known history of a severe allergic reaction
(eg, anaphylaxis) to any component of
COMIRNATY? is a contraindication.

Appropriate medical treatment used to
manage immediate allergic reactions must
be immediately available in the event an
acute anaphylactic reaction occurs following

administration of the vacEpAESER2021-5683-0950593

bMaonitor vaccine recinients for the
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Indication & Authorized Use

o 18 through 64 years of age with
frequent institutional or
occupational exposure to
SARS-CoV-2

* asingle booster dose to eligible
individuals who have completed
primary vaccination with a different
authorized COVID-19 vaccine. The
eligible population(s) and dosing
interval for the heterologous booster

- dose are the same as those

- authorized for a booster dose of the

vaccine used for primary vaccination

The Pfizer-BioNTech COVID-19
Vaccine has received Emergency Use
Authorization (EUA) from FDA to
prevent COVID-19 in individuals 12

wrmenre o mmme o mand Aldsae Fao oo dee

In individuals 16 years of age and

older, the Pfizer-BioNTech
COVID-19 Vaccine. also

Important Safety Information -+

Known history of a severe allergic reaction
(eg, anaphylaxis) to any component of
COMIRNATY? is a contraindication.

Appropriate medical treatment used to
manage immediate allergic reactions must
be immediately available in the event an
acute anaphylactic reaction occurs following

administration of the vacEpAESER2021-5683-0950594

bMaonitor vaccine recinients for the



This site is intended for U.S. Healthcare
Professionals.

Indication & Authorized Use

The Pfizer-BioNTech COVID-19
Vaccine has received Emergency Use
Authorization (EUA) from FDA to
prevent COVID-19 in individuals 12
years of age and older to provide:

* atwo-dose primary series to
individuals 12 years of age and older

» @ third primary series dose to
individuals 12 years of age and older

- who have been determined to have

- certain kinds of immunocompromise

* asingle booster dose to the following
individuals who have completed a
primary series with Pfizer-BioNTech
COVID-19 Vaccine or COMIRNATY®:
o 65 years of age and older
o 18 through 64 years of age at high

risk of severe COVID-19

In individuals 16 years of age and

older, the Pfizer-BioNTech
COVID-19 Vaccine. also

Important Safety Information -+

Known history of a severe allergic reaction
(eg, anaphylaxis) to any component of
COMIRNATY? is a contraindication.

Appropriate medical treatment used to
manage immediate allergic reactions must
be immediately available in the event an
acute anaphylactic reaction occurs following

administration of the vacEpAESER2021-5683-0950595

bMaonitor vaccine recinients for the
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primary series with Pfizer-BioNTech

COVID-19 Vaccine or COMIRNATY®:

@ 65 years of age and older

o 18 through 64 years of age at high
risk of severe COVID-19

o 18 through 64 years of age with
frequent institutional or
occupational exposure to

SARS-CoV-2
» asingle booster dose to eligible
- individuals who have completed
i primary vaccination with a different

authorized COVID-19 vaccine. The
eligible population(s) and dosing
interval for the heterologous booster
dose are the same as those
authorized for a booster dose of the
vaccine used for primary vaccination

In individuals 16 years of age and

older, the Pfizer-BioNTech
COVID-19 Vaccine. also

Important Safety Information -+

Known history of a severe allergic reaction
(eg, anaphylaxis) to any component of
COMIRNATY? is a contraindication.

Appropriate medical treatment used to
manage immediate allergic reactions must
be immediately available in the event an
acute anaphylactic reaction occurs following

administration of the vacEpAESER2021-5683-0950596

bMaonitor vaccine recinients for the





