Hawai'i Pacific Health

O’AHU COVID-19 VACCINE CLINIC
At Kapi‘olani Medical Center For Women & Children

WHAT YOU NEED TO KNOW
PRINT THIS PAGE AND BRING IT TO YOUR APPOINTMENT

Hawai'i Pacific Health is only able to provide vaccinations for individuals currently allowed by the Hawai'i Department of Health,
which is following the State of Hawaii’s COVID-19 vaccination plan.

LOCATION:

Kapi‘olani Medical Center For Women & Children

Check In: Diamond Head Tower Lobby

1319 Punahou Street

Honolulu, HI 96826

VACCINE CLINIC HOURS:
Monday-Saturday, 8 a.m. to 4 p.m.

PARKING:
We encourage patients to self-park in the Kapi'olani parking garage. Parking in the garage is FREE for those being
vaccinated and validation will be provided at the clinic.

Convenient valet parking is also available for a fee. Enter the patient drop-off area from Bingham Street and see the valet
staff for assistance.

ARRIVAL:
Please arrive no earlier than 5 minutes before your scheduled appointment. Patients who arrive too early will be asked
to wait in a designated waiting area.

WHAT TO BRING WITH YOU:

1) Picture I.D.

2) Insurance Card

3) Pre-Vaccination Checklist (see third page)
If you are able to complete and print the checklist, please do so and bring it to your appointment. If you cannot
print this document, we will have them available for you to complete at your appointment. IMPORTANT: Please
understand that Hawai'i Pacific Health may bill your insurance for vaccine administration.

4) For those with appointments — a printed copy of your appointment confirmation or be able to show your
appointment confirmation on your mobile device.

5) For second and third doses — CDC COVID-19 Vaccination Record Card that was provided to you at your first
appointment.

6) Face mask must be worn at all times.

WHAT TO EXPECT DURING YOUR APPOINTMENT:
For your safety and well-being, you will be monitored for any side effects by medical personnel for a minimum of 15
minutes after receiving the COVID-19 vaccine. You will also be given a questionnaire to fill out.

Before you leave, you will be asked to schedule your appointment for your second dose.

AGE RESTRICTIONS:
Vaccine recipients who are ages 5 to 17 will need to be accompanied by a parent or a guardian for their vaccine
appointment.

PATIENT ESCORTS FOR SPECIAL ASSISTANCE:
If you require assistance, you may bring one person with you to escort you for your vaccination appointment.
This person must be 18 years of age or older.
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O’AHU COVID-19 VACCINE CLINIC
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EAST
¢+ PuNAHOU @ "oo/
+ STREET A
" gy
&
3
¥
O
g
7 x
(0]
GARAGE o
+ PARKING SA
%
&P Y
b'lw y
S o
e WEST
\QJ(};’ - —
Nylg |t \HY
Iy +~
& 8‘5’ WILDER
§ & STREET
K 3% EXIT
<~J Y
4 S




Prevaccination Checklist
for COVID-19 Vaccines

For vaccine recipients: Name
The following questions will help us determine if there is any reason
you should not get the COVID-19 vaccine today. If you answer “yes” Age

to any question, it does not necessarily mean you should not be
vaccinated. It just means additional questions may be asked. If a
question is not clear, please ask your healthcare provider to explain it.

1. Are you feeling sick today?

2. Have you ever received a dose of COVID-19 vaccine?
e If yes, which vaccine product did you receive?

O Pfizer-BioNTech O Moderna O Janssen O Another Product
(Johnson & Johnson)

¢ Have you received a complete COVID-19 vaccine series
(i.e., 1 dose Janssen or 2 doses of an mRNA vaccine [Pfizer-BioNTech, Moderna])?

¢ Did you bring your vaccination record card or other documentation?

3. Have you ever had an allergic reaction to:
(This would include a severe allergic reaction [e.g., anaphylaxis] that required treatment with epinephrine or EpiPen® or that caused you
to go to the hospital. It would also include an allergic reaction that caused hives, swelling, or respiratory distress, including wheezing.)

¢ A component of a COVID-19 vaccine, including either of the following:
o Polyethylene glycol (PEG), which is found in some medications, such as laxatives and preparations for
colonoscopy procedures

o Polysorbate, which is found in some vaccines, film coated tablets, and intravenous steroids

e A previous dose of COVID-19 vaccine

4. Have you ever had an allergic reaction to another vaccine (other than COVID-19 vaccine)

or an injectable medication?
(This would include a severe allergic reaction [e.g., anaphylaxis] that required treatment with epinephrine or EpiPen® or that caused you
to go to the hospital. It would also include an allergic reaction that caused hives, swelling, or respiratory distress, including wheezing.)

5. Checkall that apply to you:
[ Am a female between ages 18 and 49 years old
[J Am a male between ages 12 and 29 years old

[ Have a history of myocarditis or pericarditis

Yes

L L O L

No

L L O
L] O O

Don't
know

[ Had a severe allergic reaction to something other than a vaccine or injectable therapy such as food, pet, venom, environmental or oral

medication allergies
] Had COVID-19 and was treated with monoclonal antibodies or convalescent serum
O Diagnosed with Multisystem Inflammatory Syndrome (MIS-C or MIS-A) after a COVID-19 infection
O Have a bleeding disorder
[ Take a blood thinner
[J Have a weakened immune system (i.e., HIV infection, cancer) or take immunosuppressive drugs or therapies
[ Havea history of heparin-induced thrombocytopenia (HIT)
O Am currently pregnant or breastfeeding
[ Have received dermal fillers

O History of Guillain-Barré Syndrome (GBS)

Form reviewed by Date
08/20/2021 cs321629E Adapted with appreciation from the Immunization Action Coalition (IAC) screening checklists



VACCINE INFORMATION FACT SHEET FOR RECIPIENTS AND CAREGIVERS
ABOUT THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT
CORONAVIRUS DISEASE 2019 (COVID-19) FOR USE IN INDIVIDUALS
5 THROUGH 11 YEARS OF AGE

FOR 5 THROUGH 11 YEARS OF AGE

Your child is being offered the Pfizer-BioNTech COVID-19 Vaccine to prevent
Coronavirus Disease 2019 (COVID-19) caused by SARS-CoV-2.

This Vaccine Information Fact Sheet for Recipients and Caregivers comprises the
Fact Sheet for the authorized Pfizer-BioNTech COVID-19 Vaccine for use in
individuals 5 through 11 years of age.!

The Pfizer-BioNTech COVID-19 Vaccine has received EUA from FDA to provide a
two-dose primary series to individuals 5 through 11 years of age.

This Vaccine Information Fact Sheet contains information to help you understand the
risks and benefits of the Pfizer-BioNTech COVID-19 Vaccine, which your child may
receive because there is currently a pandemic of COVID-19. Talk to your child’s
vaccination provider if you have questions.

This Fact Sheet may have been updated. For the most recent Fact Sheet, please see
www.cvdvaccine.com.

WHAT YOU NEED TO KNOW BEFORE YOUR CHILD GETS THIS VACCINE

WHAT IS COVID-19?

COVID-19 disease is caused by a coronavirus called SARS-CoV-2. You can get
COVID-19 through contact with another person who has the virus. It is predominantly a
respiratory illness that can affect other organs. People with COVID-19 have had a wide
range of symptoms reported, ranging from mild symptoms to severe iliness leading to
death. 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;
headache; new loss of taste or smell; sore throat; congestion or runny nose; nausea or
vomiting; diarrhea.

For more information on EUA, see the “What is an Emergency Use Authorization
(EUA)?” section at the end of this Fact Sheet.

!'You may receive this Vaccine Information Fact Sheet even if your child is 12 years old. Children who will turn
from 11 years to 12 years of age between their first and second dose in the primary regimen may receive, for either
dose, either: (1) the Pfizer-BioNTech COVID-19 Vaccine formulation authorized for use in individuals 5 through
11 years of age; or (2) COMIRNATY or one of the Pfizer-BioNTech COVID-19 Vaccine formulations authorized
for use in individuals 12 years of age and older.
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WHAT SHOULD YOU MENTION TO YOUR CHILD’S VACCINATION PROVIDER
BEFORE YOUR CHILD GETS THE VACCINE?
Tell the vaccination provider about all of your child’s medical conditions,
including if your child:
e has any allergies
¢ has had myocarditis (inflammation of the heart muscle) or pericarditis
(inflammation of the lining outside the heart)
e has afever
e has a bleeding disorder or is on a blood thinner
is immunocompromised or is on a medicine that affects your child’s immune
system
is pregnant
is breastfeeding
has received another COVID-19 vaccine
has ever fainted in association with an injection

HOW IS THE VACCINE GIVEN?

The Pfizer-BioNTech COVID-19 Vaccine will be given to your child as an injection into
the muscle.

The vaccine is administered as a 2-dose series, 3 weeks apart.

The vaccine may not protect everyone.

WHO SHOULD NOT GET THE VACCINE?

Your child should not get the vaccine if your child:
e had a severe allergic reaction after a previous dose of this vaccine
e had a severe allergic reaction to any ingredient of this vaccine.

WHAT ARE THE INGREDIENTS IN THE VACCINE?

The vaccine includes the following ingredients: mRNA, lipids ((4-
hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-hexyldecanoate), 2 [(polyethylene
glycol)-2000]-N,N-ditetradecylacetamide, 1,2-Distearoyl-sn-glycero-3-phosphocholine,
and cholesterol), tromethamine, tromethamine hydrochloride, sucrose, and sodium
chloride.

HAS THE VACCINE BEEN USED BEFORE?

Millions of individuals 12 years of age and older have received the Pfizer-BioNTech
COVID-19 Vaccine under EUA since December 11, 2020. In a clinical trial,
approximately 3,100 individuals 5 through 11 years of age have received at least 1
dose of Pfizer-BioNTech COVID-19 Vaccine. In other clinical trials, approximately
23,000 individuals 12 years of age and older have received at least 1 dose of the
vaccine. The vaccine that is authorized for use in children 5 through 11 years of age
includes the same mRNA and lipids but different inactive ingredients compared to the
vaccine that has been used under EUA in individuals 12 years of age and older and
that has been studied in clinical trials. The use of the different inactive ingredients helps
stabilize the vaccine under refrigerated temperatures and the formulation can be readily
prepared to deliver appropriate doses to the 5 through 11 year-old population.
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WHAT ARE THE BENEFITS OF THE VACCINE?
The vaccine has been shown to prevent COVID-19.

The duration of protection against COVID-19 is currently unknown.

WHAT ARE THE RISKS OF THE VACCINE?
There is a remote chance that the vaccine could cause a severe allergic reaction. A
severe allergic reaction would usually occur within a few minutes to one hour after
getting a dose of the vaccine. For this reason, your child’s vaccination provider may ask
your child to stay at the place where your child received the vaccine for monitoring after
vaccination. Signs of a severe allergic reaction can include:

o Difficulty breathing
Swelling of the face and throat
A fast heartbeat
A bad rash all over the body
Dizziness and weakness

Myocarditis (inflammation of the heart muscle) and pericarditis (inflammation of the
lining outside the heart) have occurred in some people who have received the vaccine.
In most of these people, symptoms began within a few days following receipt of the
second dose of vaccine. The chance of having this occur is very low. You should seek
medical attention right away if your child has any of the following symptoms after
receiving the vaccine:

e Chest pain

e Shortness of breath

e Feelings of having a fast-beating, fluttering, or pounding heart

Side effects that have been reported with the vaccine include:
e severe allergic reactions

e non-severe allergic reactions such as rash, itching, hives, or swelling of the face
e myocarditis (inflammation of the heart muscle)

e pericarditis (inflammation of the lining outside the heart)

¢ injection site pain

e tiredness

e headache

e muscle pain
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chills

joint pain

fever

injection site swelling

injection site redness

nausea

feeling unwell

swollen lymph nodes (lymphadenopathy)
decreased appetite

diarrhea

vomiting

arm pain

fainting in association with injection of the vaccine

These may not be all the possible side effects of the vaccine. Serious and unexpected
side effects may occur. The possible side effects of the vaccine are still being studied in
clinical trials.

WHAT SHOULD | DO ABOUT SIDE EFFECTS?
If your child experiences a severe allergic reaction, call 9-1-1, or go to the nearest
hospital.

Call the vaccination provider or your child’s healthcare provider if your child has any
side effects that bother your child or do not go away.

Report vaccine side effects to FDA/CDC Vaccine Adverse Event Reporting System
(VAERS). The VAERS toll-free number is 1-800-822-7967 or report online to
https://vaers.hhs.gov/reportevent.html. Please include “Pfizer-BioNTech COVID-19
Vaccine EUA” in the first line of box #18 of the report form.

In addition, you can report side effects to Pfizer Inc. at the contact information provided
below.

Website Fax number Telephone number

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

You may also be given an option to enroll 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 on how to sign up, visit: www.cdc.gov/vsafe.
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WHAT IF | DECIDE NOT TO HAVE MY CHILD GET THE PFIZER-BIONTECH COVID-
19 VACCINE?

Under the EUA, there is an option to accept or refuse receiving the vaccine. Should you
decide for your child not to receive it, it will not change your child’s standard medical
care.

ARE OTHER CHOICES AVAILABLE FOR PREVENTING COVID-19 BESIDES
PFIZER-BIONTECH COVID-19 VACCINE?

For children 5 through 11 years of age, there are no other COVID-19 vaccines available
under Emergency Use Authorization and there are no approved COVID-19 vaccines.

CAN MY CHILD RECEIVE THE PFIZER-BIONTECH COVID-19 VACCINE AT THE
SAME TIME AS OTHER VACCINES?

Data have not yet been submitted to FDA on administration of the Pfizer-BioNTech
COVID-19 Vaccine at the same time with other vaccines. If you are considering to have
your child receive the Pfizer-BioNTech COVID-19 Vaccine with other vaccines, discuss
the options with your child’s healthcare provider.

WHAT ABOUT PREGNANCY OR BREASTFEEDING?
If your child is pregnant or breastfeeding, discuss the options with your healthcare
provider.

WILL THE VACCINE GIVE MY CHILD COVID-19?
No. The vaccine does not contain SARS-CoV-2 and cannot give your child COVID-19.

KEEP YOUR CHILD’S VACCINATION CARD

When your child gets the first dose, you will get a vaccination card to show when to
return for your child’s next dose(s) of the vaccine. Remember to bring the card when
your child returns.

ADDITIONAL INFORMATION
If you have questions, visit the website or call the telephone number provided below.

To access the most recent Fact Sheets, please scan the QR code provided below.

Global website Telephone number
www.cvdvaccine.com

1-877-829-2619
(1-877-VAX-CO19)
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HOW CAN | LEARN MORE?
e Ask the vaccination provider.
e Visit CDC at https://www.cdc.gov/coronavirus/2019-ncov/index.html.
e Visit FDA at https://www.fda.gov/emergency-preparedness-and-response/mcm-
legal-requlatory-and-policy-framework/emergency-use-authorization.
e Contact your local or state public health department.

WHERE WILL MY CHILD’S VACCINATION INFORMATION BE RECORDED?
The vaccination provider may include your child’s vaccination information in your
state/local jurisdiction’s Immunization Information System (lIS) or other designated
system. This will ensure that your child receives the same vaccine when your child
returns for the second dose. For more information about [ISs visit:
https://www.cdc.gov/vaccines/programs/iis/about.html.

CAN | BE CHARGED AN ADMINISTRATION FEE FOR RECEIPT OF THE COVID-19
VACCINE?

No. At this time, the provider cannot charge you for a vaccine dose and you cannot be
charged an out-of-pocket vaccine administration fee or any other fee if only receiving a
COVID-19 vaccination. 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).

WHERE CAN | REPORT CASES OF SUSPECTED FRAUD?

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.

WHAT IS THE COUNTERMEASURES INJURY COMPENSATION PROGRAM?

The Countermeasures Injury Compensation Program (CICP) is a federal program that
may help pay for costs of medical care and other specific expenses of certain people
who have been seriously injured by certain medicines or vaccines, including this
vaccine. Generally, a claim must be submitted to the CICP within one (1) year from the
date of receiving the vaccine. To learn more about this program, visit
www.hrsa.gov/cicp/ or call 1-855-266-2427.

WHAT IS AN EMERGENCY USE AUTHORIZATION (EUA)?

An Emergency Use Authorization (EUA) is a mechanism to facilitate the availability and
use of medical products, including vaccines, during public health emergencies, such as
the current COVID-19 pandemic. An EUA is supported by a Secretary of Health and
Human Services (HHS) declaration that circumstances exist to justify the emergency
use of drugs and biological products during the COVID-19 pandemic.

The FDA may issue an EUA when certain criteria are met, which includes that there are
no adequate, approved, available alternatives. In addition, the FDA decision is based
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on the totality of scientific evidence available showing that the product may be effective
to prevent COVID-19 during the COVID-19 pandemic and that the known and potential
benefits of the product outweigh the known and potential risks of the product. All of
these criteria must be met to allow for the product to be used in the treatment of
patients during the COVID-19 pandemic.

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.

&' Pfizer
Manufactured by
Pfizer Inc., New York, NY 10017

SIONT=CH

Manufactured for

BioNTech Manufacturing GmbH
An der Goldgrube 12

55131 Mainz, Germany

LAB-1486-0.3

Revised: 29 October 2021

et ] Scan to capture that this Fact Sheet was provided to vaccine
- recipient for the electronic medical records/immunization
information systems.

Barcode Date: 09/30/2021
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VACCINE INFORMATION FACT SHEET FOR RECIPIENTS AND CAREGIVERS
ABOUT COMIRNATY (COVID-19 VACCINE, mRNA)
AND THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT CORONAVIRUS
DISEASE 2019 (COVID-19) FOR USE IN INDIVIDUALS 12 YEARS OF AGE AND
OLDER

FOR 12 YEARS OF AGE AND OLDER

You are being offered either COMIRNATY (COVID-19 Vaccine, mRNA) or the
Pfizer-BioNTech COVID-19 Vaccine to prevent Coronavirus Disease 2019
(COVID-19) caused by SARS-CoV-2.

This Vaccine Information Fact Sheet for Recipients and Caregivers comprises the
Fact Sheet for the authorized Pfizer-BioNTech COVID-19 Vaccine and also
includes information about the FDA-licensed vaccine, COMIRNATY (COVID-19
Vaccine, mRNA) for use in individuals 12 years of age and older.

The FDA-approved COMIRNATY (COVID-19 Vaccine, mRNA) and the two
formulations of Pfizer-BioNTech COVID-19 Vaccine authorized for Emergency
Use Authorization (EUA) for individuals 12 years of age and older, when prepared
according to their respective instructions for use, can be used interchangeably.'

COMIRNATY (COVID-19 Vaccine, mRNA) is an FDA-approved COVID-19
vaccine made by Pfizer for BioNTech. It is approved as a 2-dose series for
prevention of COVID-19 in individuals 16 years of age and older. It is also
authorized under EUA to provide:

e a 2-dose primary series to individuals 12 through 15 years of age;

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

e asingle booster dose to individuals 18 years of age and older who have
completed a primary series with Pfizer-BioNTech COVID-19 Vaccine or
COMIRNATY; and

¢ asingle booster dose to individuals 18 years of age and older who have
completed primary vaccination with a different authorized
COVID-19 vaccine. The booster schedule is based on the labeling
information of the vaccine used for the primary series.

1 When prepared according to their respective instructions for use, the FDA-approved COMIRNATY
(COVID-19 Vaccine, mRNA) and the two EUA-authorized formulations of Pfizer-BioNTech COVID-19
Vaccine for individuals 12 years of age and older can be used interchangeably without presenting any
safety or effectiveness concerns.
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The Pfizer-BioNTech COVID-19 Vaccine has received EUA from FDA to
provide:

e a 2-dose primary series to individuals 12 years of age and older;

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

e asingle booster dose to individuals 18 years of age and older who have
completed a primary series with Pfizer-BioNTech COVID-19 Vaccine or
COMIRNATY; and

¢ asingle booster dose to individuals 18 years of age and older who have
completed primary vaccination with a different authorized
COVID-19 vaccine. The booster schedule is based on the labeling
information of the vaccine used for the primary series.

This Vaccine Information Fact Sheet contains information to help you understand the
risks and benefits of COMIRNATY (COVID-19 Vaccine, mRNA) and the
Pfizer-BioNTech COVID-19 Vaccine, which you may receive because there is currently
a pandemic of COVID-19. Talk to your vaccination provider if you have questions.

This Fact Sheet may have been updated. For the most recent Fact Sheet, please see
www.cvdvaccine.com.

WHAT YOU NEED TO KNOW BEFORE YOU GET THIS VACCINE

WHAT IS COVID-19?

COVID-19 disease is caused by a coronavirus called SARS-CoV-2. You can get
COVID-19 through contact with another person who has the virus. It is predominantly a
respiratory illness that can affect other organs. People with COVID-19 have had a wide
range of symptoms reported, ranging from mild symptoms to severe iliness leading to
death. 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;
headache; new loss of taste or smell; sore throat; congestion or runny nose; nausea or
vomiting; diarrhea.

WHAT IS COMIRNATY (COVID-19 VACCINE, mRNA) AND HOW IS IT RELATED TO
THE PFIZER-BIONTECH COVID-19 VACCINE?

COMIRNATY (COVID-19 Vaccine, mRNA) and the Pfizer-BioNTech COVID-19 Vaccine
when prepared according to their respective instructions for use, can be used
interchangeably.

For more information on EUA, see the “What is an Emergency Use Authorization
(EUA)?” section at the end of this Fact Sheet.
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WHAT SHOULD YOU MENTION TO YOUR VACCINATION PROVIDER BEFORE
YOU GET THE VACCINE?
Tell the vaccination provider about all of your medical conditions, including if
you:

e have any allergies

e have had myocarditis (inflammation of the heart muscle) or pericarditis
(inflammation of the lining outside the heart)
have a fever
have a bleeding disorder or are on a blood thinner
are immunocompromised or are on a medicine that affects your immune system
are pregnant or plan to become pregnant
are breastfeeding
have received another COVID-19 vaccine
have ever fainted in association with an injection

HOW IS THE VACCINE GIVEN?
The Pfizer-BioNTech COVID-19 Vaccine or COMIRNATY will be given to you as an
injection into the muscle.

Primary Series: The vaccine is administered as a 2-dose series, 3 weeks apart. A third
primary series dose may be administered at least 4 weeks after the second dose to
individuals who are determined to have certain kinds of immunocompromise.

Booster Dose:

¢ A single booster dose of the vaccine may be administered at least 6 months after
completion of a primary series to individuals 18 years of age and older.

e A single booster dose of the vaccine may be administered to individuals 18 years
of age and older who have completed primary vaccination with a different
authorized COVID-19 vaccine. Please check with your healthcare provider
regarding timing of the booster dose.

The vaccine may not protect everyone.

WHO SHOULD NOT GET THE VACCINE?

You should not get the vaccine if you:
e had a severe allergic reaction after a previous dose of this vaccine
e had a severe allergic reaction to any ingredient of this vaccine.

WHAT ARE THE INGREDIENTS IN THE VACCINES?
COMIRNATY (COVID-19 Vaccine, mRNA) and the authorized formulations of the
vaccine include the following ingredients:
¢ mRNA and lipids ((4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)bis(2-
hexyldecanoate), 2 [(polyethylene glycol)-2000]-N,N-ditetradecylacetamide, 1,2-
Distearoyl-sn-glycero-3-phosphocholine, and cholesterol).
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Pfizer-BioNTech COVID-19 vaccines for individuals 12 years of age and older contain
1 of the following sets of additional ingredients; ask the vaccination provider which
version is being administered:
e potassium chloride, monobasic potassium phosphate, sodium chloride, dibasic
sodium phosphate dihydrate, and sucrose
OR
e tromethamine, tromethamine hydrochloride, and sucrose

COMIRNATY (COVID-19 Vaccine, mRNA) contains the following additional ingredients:
potassium chloride, monobasic potassium phosphate, sodium chloride, dibasic sodium
phosphate dihydrate, and sucrose.

HAS THE VACCINE BEEN USED BEFORE?

Yes. In clinical trials, approximately 23,000 individuals 12 years of age and older have
received at least 1 dose of the vaccine. Data from these clinical trials supported the
Emergency Use Authorization of the Pfizer-BioNTech COVID-19 Vaccines and the
approval of COMIRNATY (COVID-19 Vaccine, mRNA). Millions of individuals have
received the vaccine under EUA since December 11, 2020. The vaccine that is
authorized for use in individuals 12 years of age and older includes two formulations;
one that was studied in clinical trials and used under EUA, and one with the same
mRNA and lipids but different inactive ingredients. The use of the different inactive
ingredients helps stabilize the vaccine under refrigerated temperatures and the
formulation can be administered without dilution.

WHAT ARE THE BENEFITS OF THE VACCINE?
The vaccine has been shown to prevent COVID-19.

The duration of protection against COVID-19 is currently unknown.

WHAT ARE THE RISKS OF THE VACCINE?
There is a remote chance that the vaccine could cause a severe allergic reaction. A
severe allergic reaction would usually occur within a few minutes to 1 hour after getting
a dose of the vaccine. For this reason, your vaccination provider may ask you to stay at
the place where you received your vaccine for monitoring after vaccination. Signs of a
severe allergic reaction can include:

o Difficulty breathing
Swelling of your face and throat
A fast heartbeat
A bad rash all over your body
Dizziness and weakness

Myocarditis (inflammation of the heart muscle) and pericarditis (inflammation of the
lining outside the heart) have occurred in some people who have received the vaccine,
more commonly in males under 40 years of age than among females and older males.
In most of these people, symptoms began within a few days following receipt of the
second dose of vaccine. The chance of having this occur is very low. You should seek
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medical attention right away if you have any of the following symptoms after receiving
the vaccine:

e Chest pain

e Shortness of breath

e Feelings of having a fast-beating, fluttering, or pounding heart

Side effects that have been reported with the vaccine include:
e severe allergic reactions

non-severe allergic reactions such as rash, itching, hives, or swelling of the face

myocarditis (inflammation of the heart muscle)

pericarditis (inflammation of the lining outside the heart)

injection site pain

tiredness

headache

muscle pain

chills

joint pain

fever

injection site swelling

injection site redness

nausea

feeling unwell

swollen lymph nodes (lymphadenopathy)

decreased appetite

diarrhea

vomiting

arm pain

fainting in association with injection of the vaccine

These may not be all the possible side effects of the vaccine. Serious and unexpected
side effects may occur. The possible side effects of the vaccine are still being studied in
clinical trials.

WHAT SHOULD | DO ABOUT SIDE EFFECTS?
If you experience a severe allergic reaction, call 9-1-1, or go to the nearest hospital.

Call the vaccination provider or your healthcare provider if you have any side effects
that bother you or do not go away.

Report vaccine side effects to FDA/CDC Vaccine Adverse Event Reporting System
(VAERS). The VAERS toll-free number is 1-800-822-7967 or report online to
https://vaers.hhs.gov/reportevent.html. Please include either “COMIRNATY (COVID-19
Vaccine, mRNA)” or “Pfizer-BioNTech COVID-19 Vaccine EUA”, as appropriate, in the
first line of box #18 of the report form.
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In addition, you can report side effects to Pfizer Inc. at the contact information provided
below.

Website Fax number Telephone number

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

You may also be given an option to enroll 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 on how to sign up, visit: www.cdc.gov/vsafe.

WHAT IF | DECIDE NOT TO GET COMIRNATY (COVID-19 VACCINE, mRNA) OR
THE PFIZER-BIONTECH COVID-19 VACCINE?

Under the EUA, it is your choice to receive or not receive the vaccine. Should you
decide not to receive it, it will not change your standard medical care.

ARE OTHER CHOICES AVAILABLE FOR PREVENTING COVID-19 BESIDES
COMIRNATY (COVID-19 VACCINE, mRNA) OR THE PFIZER-BIONTECH COVID-19
VACCINE?

Other vaccines to prevent COVID-19 may be available under Emergency Use
Authorization.

CAN | RECEIVE THE COMIRNATY (COVID-19 VACCINE, mRNA) OR
PFIZER-BIONTECH COVID-19 VACCINE AT THE SAME TIME AS OTHER
VACCINES?

Data have not yet been submitted to FDA on administration of COMIRNATY
(COVID-19 Vaccine, mRNA) or the Pfizer-BioNTech COVID-19 Vaccine at the same
time with other vaccines. If you are considering receiving COMIRNATY (COVID-19
Vaccine, mRNA) or the Pfizer-BioNTech COVID-19 Vaccine with other vaccines,
discuss your options with your healthcare provider.

WHAT IF | AM IMMUNOCOMPROMISED?

If you are immunocompromised, you may receive a third dose of the vaccine. The
third dose may still not provide full immunity to COVID-19 in people who are
immunocompromised, and you should continue to maintain physical precautions to
help prevent COVID-19. In addition, your close contacts should be vaccinated as
appropriate.

WHAT IF | AM PREGNANT OR BREASTFEEDING?

If you are pregnant or breastfeeding, discuss your options with your healthcare
provider.
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WILL THE VACCINE GIVE ME COVID-19?
No. The vaccine does not contain SARS-CoV-2 and cannot give you COVID-19.

KEEP YOUR VACCINATION CARD
When you get your first dose, you will get a vaccination card to show you when to

return for your next dose(s) of the vaccine. Remember to bring your card when you
return.

ADDITIONAL INFORMATION
If you have questions, visit the website or call the telephone number provided below.

To access the most recent Fact Sheets, please scan the QR code provided below.

Global website Telephone number
www.cvdvaccine.com

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

HOW CAN | LEARN MORE?
e Ask the vaccination provider.
e Visit CDC at https://www.cdc.gov/coronavirus/2019-ncov/index.html.
e Visit FDA at https://www.fda.gov/emergency-preparedness-and-response/mcm-
legal-requlatory-and-policy-framework/emergency-use-authorization.
e Contact your local or state public health department.

WHERE WILL MY VACCINATION INFORMATION BE RECORDED?

The vaccination provider may include your vaccination information in your state/local
jurisdiction’s Immunization Information System (IIS) or other designated system. This
will ensure that you receive the same vaccine when you return for the second dose. For
more information about II1Ss visit: https://www.cdc.gov/vaccines/programs/iis/about.html.

CAN | BE CHARGED AN ADMINISTRATION FEE FOR RECEIPT OF THE COVID-19
VACCINE?

No. At this time, the provider cannot charge you for a vaccine dose and you cannot be
charged an out-of-pocket vaccine administration fee or any other fee if only receiving a
COVID-19 vaccination. 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).
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WHERE CAN | REPORT CASES OF SUSPECTED FRAUD?

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.

WHAT IS THE COUNTERMEASURES INJURY COMPENSATION PROGRAM?

The Countermeasures Injury Compensation Program (CICP) is a federal program that
may help pay for costs of medical care and other specific expenses of certain people
who have been seriously injured by certain medicines or vaccines, including this
vaccine. Generally, a claim must be submitted to the CICP within one (1) year from the
date of receiving the vaccine. To learn more about this program, visit
www.hrsa.gov/cicp/ or call 1-855-266-2427.

WHAT IS AN EMERGENCY USE AUTHORIZATION (EUA)?

An Emergency Use Authorization (EUA) is a mechanism to facilitate the availability and
use of medical products, including vaccines, during public health emergencies, such as
the current COVID-19 pandemic. An EUA is supported by a Secretary of Health and
Human Services (HHS) declaration that circumstances exist to justify the emergency
use of drugs and biological products during the COVID-19 pandemic.

The FDA may issue an EUA when certain criteria are met, which includes that there are
no adequate, approved, available alternatives. In addition, the FDA decision is based
on the totality of scientific evidence available showing that the product may be effective
to prevent COVID-19 during the COVID-19 pandemic and that the known and potential
benefits of the product outweigh the known and potential risks of the product. All of
these criteria must be met to allow for the product to be used in the treatment of
patients during the COVID-19 pandemic.
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This EUA for the Pfizer-BioNTech COVID-19 Vaccine and COMIRNATY 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.
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FACT SHEET FOR RECIPIENTS AND CAREGIVERS
EMERGENCY USE AUTHORIZATION (EUA) OF
THE MODERNA COVID-19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019
(COVID-19) IN INDIVIDUALS 18 YEARS OF AGE AND OLDER

You are being offered the Moderna COVID-19 Vaccine to prevent Coronavirus Disease 2019
(COVID-19) caused by SARS-CoV-2. This Fact Sheet contains information to help you
understand the risks and benefits of the Moderna COVID-19 Vaccine, which you may receive
because there is currently a pandemic of COVID-19.

The Moderna COVID-19 Vaccine is a vaccine and may prevent you from getting COVID-109.

Read this Fact Sheet for information about the Moderna COVID-19 Vaccine. Talk to the
vaccination provider if you have questions. It is your choice to receive the Moderna COVID-19
Vaccine.

The Moderna COVID-19 Vaccine has received EUA from FDA to provide:

e atwo-dose primary series to individuals 18 years of age and older;

e athird primary series dose to individuals 18 years of age and older who have been
determined to have certain kinds of immunocompromise;

e asingle booster dose to the individuals 18 years of age and older who have completed a
primary series with the Moderna COVID-19 Vaccine; and

e asingle booster dose to individuals 18 years of age and older who have completed
primary vaccination with a different authorized or approved COVID-19 vaccine.

The Moderna COVID-19 Vaccine may not protect everyone.

This Fact Sheet may have been updated. For the most recent Fact Sheet, please visit
www.modernatx.com/covid19vaccine-eua.

WHAT YOU NEED TO KNOW BEFORE YOU GET THIS VACCINE

WHAT IS COVID-19?

COVID-19 is caused by a coronavirus called SARS-CoV-2. This type of coronavirus has not
been seen before. You can get COVID-19 through contact with another person who has the
virus. It is predominantly a respiratory illness that can affect other organs. People with COVID-
19 have had a wide range of symptoms reported, 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; headache; new loss of taste or
smell; sore throat; congestion or runny nose; nausea or vomiting; diarrhea.
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WHAT IS THE MODERNA COVID-19 VACCINE?
The Moderna COVID-19 Vaccine is an unapproved vaccine that may prevent COVID-109.

The FDA has authorized the emergency use of the Moderna COVID-19 Vaccine to prevent
COVID-19 in individuals 18 years of age and older under an Emergency Use Authorization
(EUA).

For more information on EUA, see the “What is an Emergency Use Authorization (EUA)?”
section at the end of this Fact Sheet.

WHAT SHOULD YOU MENTION TO YOUR VACCINATION PROVIDER BEFORE
YOU GET THE MODERNA COVID-19 VACCINE?
Tell your vaccination provider about all of your medical conditions, including if you:
e have any allergies
e have had myocarditis (inflammation of the heart muscle) or pericarditis (inflammation of
the lining outside the heart)
have a fever
have a bleeding disorder or are on a blood thinner
are immunocompromised or are on a medicine that affects your immune system
are pregnant or plan to become pregnant
are breastfeeding
have received another COVID-19 vaccine
have ever fainted in association with an injection

WHO SHOULD GET THE MODERNA COVID-19 VACCINE?
FDA has authorized the emergency use of the Moderna COVID-19 Vaccine in individuals 18
years of age and older.

WHO SHOULD NOT GET THE MODERNA COVID-19 VACCINE?
You should not get the Moderna COVID-19 Vaccine if you:

e had a severe allergic reaction after a previous dose of this vaccine

e had a severe allergic reaction to any ingredient of this vaccine

WHAT ARE THE INGREDIENTS IN THE MODERNA COVID-19 VACCINE?

The Moderna COVID-19 Vaccine contains the following ingredients: messenger ribonucleic acid
(mRNA), lipids (SM-102, polyethylene glycol [PEG] 2000 dimyristoyl glycerol [DMG],
cholesterol, and 1,2-distearoyl-sn-glycero-3-phosphocholine [DSPC]), tromethamine,
tromethamine hydrochloride, acetic acid, sodium acetate trihydrate, and sucrose.

HOW IS THE MODERNA COVID-19 VACCINE GIVEN?
The Moderna COVID-19 Vaccine will be given to you as an injection into the muscle.

Primary Series: The Moderna COVID-19 Vaccine is administered as a 2-dose series, one month
apart. A third primary series dose may be administered at least one month after the second dose
to individuals who are determined to have certain kinds of immunocompromise.
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Booster Dose:

e A single booster dose of the Moderna COVID-19 Vaccine may be administered at least 6
months after completion of a primary series.

e Assingle booster dose of the Moderna COVID-19 Vaccine may be administered to
individuals 18 years of age and older who have completed primary vaccination with a
different authorized or approved COVID-19 vaccine. Please check with your healthcare
provider regarding timing of the booster dose.

HAS THE MODERNA COVID-19 VACCINE BEEN USED BEFORE?

The Moderna COVID-19 Vaccine is an unapproved vaccine. In clinical trials, approximately
15,400 individuals 18 years of age and older have received at least 1 dose of the Moderna
COVID-19 Vaccine. Millions of individuals have received the vaccine under EUA since
December 18, 2020.

WHAT ARE THE BENEFITS OF THE MODERNA COVID-19 VACCINE?

In an ongoing clinical trial, the Moderna COVID-19 Vaccine has been shown to prevent
COVID-19 following 2 doses given 1 month apart. The duration of protection against COVID-19
is currently unknown.

WHAT ARE THE RISKS OF THE MODERNA COVID-19 VACCINE?
There is a remote chance that the Moderna COVID-19 Vaccine could cause a severe allergic
reaction. A severe allergic reaction would usually occur within a few minutes to one hour after
getting a dose of the Moderna COVID-19 Vaccine. For this reason, your vaccination provider
may ask you to stay at the place where you received your vaccine for monitoring after
vaccination. Signs of a severe allergic reaction can include:

e Difficulty breathing
Swelling of your face and throat
A fast heartbeat
A bad rash all over your body
Dizziness and weakness

Myocarditis (inflammation of the heart muscle) and pericarditis (inflammation of the lining
outside the heart) have occurred in some people who have received the Moderna COVID-19
Vaccine, more commonly in males under 40 years of age than among females and older males.
In most of these people, symptoms began within a few days following receipt of the second dose
of the Moderna COVID-19 Vaccine. The chance of having this occur is very low. You should
seek medical attention right away if you have any of the following symptoms after receiving the
Moderna COVID-19 Vaccine:

e Chest pain

e Shortness of breath

e Feelings of having a fast-beating, fluttering, or pounding heart

Side effects that have been reported in clinical trials with the Moderna COVID-19 Vaccine
include:
e Injection site reactions: pain, tenderness and swelling of the lymph nodes in the same arm
of the injection, swelling (hardness), and redness
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e General side effects: fatigue, headache, muscle pain, joint pain, chills, nausea and
vomiting, fever, and rash

Side effects that have been reported during post-authorization use of the Moderna COVID-19
Vaccine include:

Severe allergic reactions

Myocarditis (inflammation of the heart muscle)

Pericarditis (inflammation of the lining outside the heart)

Fainting in association with injection of the vaccine

These may not be all the possible side effects of the Moderna COVID-19 Vaccine. Serious and
unexpected side effects may occur. The Moderna COVID-19 Vaccine is still being studied in
clinical trials.

WHAT SHOULD | DO ABOUT SIDE EFFECTS?
If you experience a severe allergic reaction, call 9-1-1, or go to the nearest hospital.

Call the vaccination provider or your healthcare provider if you have any side effects that bother
you or do not go away.

Report vaccine side effects to FDA/CDC Vaccine Adverse Event Reporting System
(VAERS). The VAERS toll-free number is 1-800-822-7967 or report online to
https://vaers.hhs.gov/reportevent.html. Please include “Moderna COVID-19 Vaccine EUA” in
the first line of box #18 of the report form.

In addition, you can report side effects to ModernaTX, Inc. at 1-866-MODERNA (1-866-663-
3762).

You may also be given an option to enroll in v-safe. VV-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 on how to sign up, visit:
www.cdc.gov/vsafe.

WHAT IF | DECIDE NOT TO GET THE MODERNA COVID-19 VACCINE?
It is your choice to receive or not receive the Moderna COVID-19 Vaccine. Should you decide
not to receive it, it will not change your standard medical care.

ARE OTHER CHOICES AVAILABLE FOR PREVENTING COVID-19 BESIDES
MODERNA COVID-19 VACCINE?

Another choice for preventing COVID-19 is Comirnaty, an FDA-approved COVID-19 vaccine.
Other vaccines to prevent COVID-19 may be available under Emergency Use Authorization.
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CAN | RECEIVE THE MODERNA COVID-19 VACCINE AT THE SAME TIME AS
OTHER VACCINES?

Data have not yet been submitted to FDA on administration of Moderna COVID-19 Vaccine at
the same time as other vaccines. If you are considering receiving Moderna COVID-19 Vaccine
with other vaccines, discuss your options with your healthcare provider.

WHAT IF | AM IMMUNOCOMPROMISED?

If you are immunocompromised, you may receive a third primary series dose of the Moderna
COVID-19 Vaccine. The third dose may still not provide full immunity to COVID-19 in people
who are immunocompromised, and you should continue to maintain physical precautions to help
prevent COVID-19. In addition, your close contacts should be vaccinated as appropriate.

WHAT IF | AM PREGNANT OR BREASTFEEDING?
If you are pregnant or breastfeeding, discuss your options with your healthcare provider.

WILL THE MODERNA COVID-19 VACCINE GIVE ME COVID-19?
No. The Moderna COVID-19 Vaccine does not contain SARS-CoV-2 and cannot give you
COVID-19.

KEEP YOUR VACCINATION CARD

When you receive your first dose, you will get a vaccination card to show you when to return for
your second dose of the Moderna COVID-19 Vaccine. Remember to bring your card when you
return.

ADDITIONAL INFORMATION
If you have questions, visit the website or call the telephone number provided below.

To access the most recent Fact Sheets, please scan the QR code provided below.

Moderna COVID-19 Vaccine website Telephone number

www.modernatx.com/covid19vaccine-eua 1-866-MODERNA
(1-866-663-3762)

HOW CAN | LEARN MORE?
e Ask the vaccination provider
e Visit CDC at https://www.cdc.gov/coronavirus/2019-ncov/index.html
e Visit FDA at https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-
requlatory-and-policy-framework/emergency-use-authorization
e Contact your state or local public health department
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WHERE WILL MY VACCINATION INFORMATION BE RECORDED?

The vaccination provider may include your vaccination information in your state/local
jurisdiction’s Immunization Information System (IIS) or other designated system. This will
ensure that you receive the same vaccine when you return for the second dose. For more
information about IISs, visit: https://www.cdc.gov/vaccines/programs/iis/about.html.

CAN | BE CHARGED AN ADMINISTRATION FEE FOR RECEIPT OF THE COVID-19
VACCINE?

No. At this time, the provider cannot charge you for a vaccine dose and you cannot be charged
an out-of-pocket vaccine administration fee or any other fee if only receiving a COVID-19
vaccination. 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, HRSA COVID-19 Uninsured Program for non-insured
recipients).

WHERE CAN | REPORT CASES OF SUSPECTED FRAUD?

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 TIPS.HHS.GOV.

WHAT IS THE COUNTERMEASURES INJURY COMPENSATION PROGRAM?

The Countermeasures Injury Compensation Program (CICP) is a federal program that may help
pay for costs of medical care and other specific expenses of certain people who have been
seriously injured by certain medicines or vaccines, including this vaccine. Generally, a claim
must be submitted to the CICP within one (1) year from the date of receiving the vaccine. To
learn more about this program, visit www.hrsa.gov/cicp/ or call 1-855-266-2427.

WHAT IS AN EMERGENCY USE AUTHORIZATION (EUA)?

The United States FDA has made the Moderna COVID-19 Vaccine available under an
emergency access mechanism called an EUA. The EUA is supported by a Secretary of Health
and Human Services (HHS) declaration that circumstances exist to justify the emergency use of
drugs and biological products during the COVID-19 pandemic.

The Moderna COVID-19 Vaccine has not undergone the same type of review as an FDA-
approved or cleared product. FDA may issue an EUA when certain criteria are met, which
includes that there are no adequate, approved, and available alternatives. In addition, the FDA
decision is based on the totality of the scientific evidence available showing that the product may
be effective to prevent COVID-19 during the COVID-19 pandemic and that the known and
potential benefits of the product outweigh the known and potential risks of the product. All of
these criteria must be met to allow for the product to be used during the COVID-19 pandemic.

The EUA for the Moderna COVID-19 Vaccine is in effect for the duration of the COVID-19

EUA declaration justifying emergency use of these products, unless terminated or revoked (after
which the products may no longer be used).

Revised: Nov/19/2021 6



Moderna US, Inc.
Cambridge, MA 02139

©2021 ModernaTX, Inc. All rights reserved.
Patent(s): www.modernatx.com/patents
Revised: Nov/19/2021

e Scan to capture that this Fact Sheet was provided to vaccine
] recipient for the electronic medical records/immunization
information systems.

GDTI: 0886983000349

Revised: Nov/19/2021



FACT SHEET FOR RECIPIENTS AND CAREGIVERS

EMERGENCY USE AUTHORIZATION (EUA) OF
THE JANSSEN COVID-19 VACCINE TO PREVENT CORONAVIRUS DISEASE 2019
(COVID-19) IN INDIVIDUALS 18 YEARS OF AGE AND OLDER

You are being offered the Janssen COVID-19 Vaccine to prevent Coronavirus Disease 2019
(COVID-19) caused by SARS-CoV-2. This Fact Sheet contains information to help you
understand the risks and benefits of receiving the Janssen COVID-19 Vaccine, which you may
receive because there is currently a pandemic of COVID-19.

The Janssen COVID-19 Vaccine may prevent you from getting COVID-109.

Read this Fact Sheet for information about the Janssen COVID-19 Vaccine. Talk to the vaccination
provider if you have questions. It is your choice to receive the Janssen COVID-19 Vaccine.

The Janssen COVID-19 Vaccine has received EUA from FDA to provide:
e Asingle dose primary vaccination to individuals 18 years of age and older.

e A ssingle booster dose to individuals 18 years of age and older who have completed a primary
vaccination with Janssen COVID-19 Vaccine.

e A ssingle booster dose to individuals 18 years of age and older who have completed primary
vaccination with a different authorized or approved COVID-19 vaccine.

The Janssen COVID-19 Vaccine may not protect everyone.

This Fact Sheet may have been updated. For the most recent Fact Sheet, please visit
www.janssencovidl9vaccine.com.

WHAT YOU NEED TO KNOW BEFORE YOU GET THIS VACCINE
WHAT IS COVID-19?

COVID-19 is caused by a coronavirus called SARS-CoV-2. This type of coronavirus has not been
seen before. You can get COVID-19 through contact with another person who has the virus. It is
predominantly a respiratory illness that can affect other organs. People with COVID-19 have had
a wide range of symptoms reported, ranging from mild symptoms to severe illness. Symptoms
may appear 2 to 14 days after exposure to the virus. Common symptoms may include: fever or
chills; cough; shortness of breath; fatigue; muscle or body aches; headache; new loss of taste or
smell; sore throat; congestion or runny nose; nausea or vomiting; diarrhea.

WHAT IS THE JANSSEN COVID-19 VACCINE?

The Janssen COVID-19 Vaccine is an unapproved vaccine that may prevent COVID-19.


http://www.janssencovid19vaccine.com/

The FDA has authorized the emergency use of the Janssen COVID-19 Vaccine to prevent
COVID-19 in individuals 18 years of age and older under an Emergency Use Authorization
(EUA).

For more information on EUA, see the “What is an Emergency Use Authorization (EUA)?”
section at the end of this Fact Sheet.

WHAT SHOULD YOU MENTION TO YOUR VACCINATION PROVIDER BEFORE
YOU GET THE JANSSEN COVID-19 VACCINE?

Tell the vaccination provider about all of your medical conditions, including if you:

e have any allergies,

e have afever,

e have a bleeding disorder or are on a blood thinner,

e are immunocompromised or are on a medicine that affects your immune system,
e are pregnant or plan to become pregnant,

e are breastfeeding,

e have received another COVID-19 vaccine,

e have ever fainted in association with an injection.

WHO SHOULD GET THE JANSSEN COVID-19 VACCINE?

FDA has authorized the emergency use of the Janssen COVID-19 Vaccine in individuals 18 years
of age and older.

WHO SHOULD NOT GET THE JANSSEN COVID-19 VACCINE?
You should not get the Janssen COVID-19 Vaccine if you:

e had a severe allergic reaction after a previous dose of this vaccine.
e had a severe allergic reaction to any ingredient of this vaccine.

WHAT ARE THE INGREDIENTS IN THE JANSSEN COVID-19 VACCINE?

The Janssen COVID-19 Vaccine includes the following ingredients: recombinant,
replication-incompetent adenovirus type 26 expressing the SARS-CoV-2 spike protein, citric acid
monohydrate, trisodium citrate dihydrate, ethanol, 2-hydroxypropyl-p-cyclodextrin (HBCD),
polysorbate-80, sodium chloride.



HOW IS THE JANSSEN COVID -19 VACCINE GIVEN?
The Janssen COVID-19 Vaccine will be given to you as an injection into the muscle.

Primary Vaccination

The Janssen COVID-19 Vaccine is administered as a single dose.

Booster Dose

e A single booster dose of the Janssen COVID-19 Vaccine may be administered at least two
months after primary vaccination with the Janssen COVID-19 Vaccine.

e A ssingle booster dose of the Janssen COVID-19 Vaccine may be administered to individuals
18 years of age and older who have completed primary vaccination with a different authorized
or approved COVID-19 vaccine. Please check with your health care provider regarding timing
of the booster dose.

HAS THE JANSSEN COVID-19 VACCINE BEEN USED BEFORE?

The Janssen COVID-19 Vaccine is an unapproved vaccine. In clinical trials, more than 61,000
individuals 18 years of age and older have received the Janssen COVID-19 Vaccine. Millions of
individuals have received the vaccine under EUA since February 27, 2021.

WHAT ARE THE BENEFITS OF THE JANSSEN COVID-19 VACCINE?

The Janssen COVID-19 Vaccine has been shown to prevent COVID-19. The duration of protection
against COVID-19 is currently unknown.

WHAT ARE THE RISKS OF THE JANSSEN COVID-19 VACCINE?
Side effects that have been reported with the Janssen COVID-19 Vaccine include:

e Injection site reactions: pain, redness of the skin and swelling.

e General side effects: headache, feeling very tired, muscle aches, nausea, and fever.
e Swollen lymph nodes.

e Blood clots.

e Unusual feeling in the skin (such as tingling or a crawling feeling) (paresthesia), decreased feeling
or sensitivity, especially in the skin (hypoesthesia).

e Persistent ringing in the ears (tinnitus).

e Diarrhea, vomiting.



Severe Allergic Reactions

There is a remote chance that the Janssen COVID-19 Vaccine could cause a severe allergic
reaction. A severe allergic reaction would usually occur within a few minutes to one hour after
getting a dose of the Janssen COVID-19 Vaccine. For this reason, your vaccination provider may
ask you to stay at the place where you received your vaccine for monitoring after vaccination.
Signs of a severe allergic reaction can include:

e Difficulty breathing,

e Swelling of your face and throat,
e A fast heartbeat,

e A bad rash all over your body,

e Dizziness and weakness.

Blood Clots with Low Levels of Platelets

Blood clots involving blood vessels in the brain, lungs, abdomen, and legs along with low levels of
platelets (blood cells that help your body stop bleeding), have occurred in some people who have
received the Janssen COVID-19 Vaccine. In people who developed these blood clots and low levels
of platelets, symptoms began approximately one to two weeks after vaccination. Reporting of these
blood clots and low levels of platelets has been highest in females ages 18 through 49 years. The
chance of having this occur is remote. You should seek medical attention right away if you have
any of the following symptoms after receiving the Janssen COVID-19 Vaccine:

e Shortness of breath,

e Chest pain,

e Legswelling,

e Persistent abdominal pain,

e Severe or persistent headaches or blurred vision,

e Easy bruising or tiny blood spots under the skin beyond the site of the injection.

These may not be all the possible side effects of the Janssen COVID-19 Vaccine. Serious and
unexpected effects may occur. The Janssen COVID-19 Vaccine is still being studied in clinical
trials.

Guillain Barré Syndrome

Guillain Barré syndrome (a neurological disorder in which the body’s immune system damages
nerve cells, causing muscle weakness and sometimes paralysis) has occurred in some people who
have received the Janssen COVID-19 Vaccine. In most of these people, symptoms began within
42 days following receipt of the Janssen COVID-19 Vaccine. The chance of having this occur is



very low. You should seek medical attention right away if you develop any of the following
symptoms after receiving the Janssen COVID-19 Vaccine:

e Weakness or tingling sensations, especially in the legs or arms, that’s worsening and spreading
to other parts of the body.

o Difficulty walking.
o Difficulty with facial movements, including speaking, chewing, or swallowing.
e Double vision or inability to move eyes.

e Difficulty with bladder control or bowel function.
WHAT SHOULD I DO ABOUT SIDE EFFECTS?
If you experience a severe allergic reaction, call 9-1-1, or go to the nearest hospital.

Call the vaccination provider or your healthcare provider if you have any side effects that bother
you or do not go away.

Report vaccine side effects to FDA/CDC Vaccine Adverse Event Reporting System (VAERS).
The VAERS toll-free number is  1-800-822-7967 or report online to
https://vaers.hhs.gov/reportevent.html. Please include “Janssen COVID-19 Vaccine EUA” in the
first line of box #18 of the report form.

In addition, you can report side effects to Janssen Biotech, Inc. at the contact information provided
below.

e-mail Fax number Telephone numbers
JNJvaccineAE@its.jnj.com 215-293-9955 US Toll Free: 1-800-565-4008
US Toll: (908) 455-9922

You may also be given an option to enroll in v-safe. VV-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. VV-safe asks questions that help CDC
monitor the safety of COVID-19 vaccines. V-safe also provides live telephone follow-up by CDC
if participants report a significant health impact following COVID-19 vaccination. For more
information on how to sign up, visit: www.cdc.gov/vsafe.

WHAT IF | DECIDE NOT TO GET THE JANSSEN COVID-19 VACCINE?

It is your choice to receive or not receive the Janssen COVID-19 Vaccine. Should you decide not
to receive it, it will not change your standard medical care.


mailto:JNJvaccineAE@its.jnj.com

ARE OTHER CHOICES AVAILABLE FOR PREVENTING COVID-19 BESIDES
JANSSEN COVID-19 VACCINE?

Another choice for preventing COVID-19 is Comirnaty, an FDA-approved COVID-19 vaccine.
Other vaccines to prevent COVID-19 may be available under Emergency Use Authorization.

CAN | RECEIVE THE JANSSEN COVID-19 VACCINE AT THE SAME TIME AS
OTHER VACCINES?

Data have not yet been submitted to FDA on administration of the Janssen COVID-19 Vaccine at
the same time as other vaccines. If you are considering receiving the Janssen COVID-19 Vaccine
with other vaccines, discuss your options with your healthcare provider.

WHAT IF | AM PREGNANT OR BREASTFEEDING?
If you are pregnant or breastfeeding, discuss your options with your healthcare provider.
WILL THE JANSSEN COVID-19 VACCINE GIVE ME COVID-19?

No. The Janssen COVID-19 Vaccine does not contain SARS-CoV-2 and cannot give you
COVID-19.

KEEP YOUR VACCINATION CARD

When you receive the Janssen COVID-19 Vaccine, you will get a vaccination card to document
the name of the vaccine and date of when you received the vaccine.

ADDITIONAL INFORMATION

If you have questions or to access the most recent Janssen COVID-19 Vaccine Fact Sheets, scan
the QR code using your device, visit the website or call the telephone numbers provided below.

QR Code Fact Sheets Website Telephone numbers

www.janssencovid19vaccine.com. US Toll Free: 1-800-565-4008

US Toll: (908) 455-9922
ohog
e
S5t

HOW CAN | LEARN MORE?

e Ask the vaccination provider.
e Visit CDC at https://www.cdc.gov/coronavirus/2019-ncov/index.html.

e Visit FDA at https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-
regulatory-and-policy-framework/emergency-use-authorization.


http://www.janssencovid19vaccine.com/
https://www.cdc.gov/coronavirus/2019-ncov/index.html
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization

Contact your local or state public health department.
WHERE WILL MY VACCINATION INFORMATION BE RECORDED?

The vaccination provider may include your vaccination information in your state/local
jurisdiction’s Immunization Information System (IIS) or other designated system. For more
information about 11Ss visit: https://www.cdc.gov/vaccines/programs/iis/about.html.

CAN | BE CHARGED AN ADMINISTRATION FEE FOR RECEIPT OF THE COVID-19
VACCINE?

No. At this time, the provider cannot charge you for a vaccine dose and you cannot be charged an
out-of-pocket vaccine administration fee or any other fee if only receiving a COVID-19
vaccination. 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, HRSA COVID-19 Uninsured Program for non-insured
recipients).

WHERE CAN | REPORT CASES OF SUSPECTED FRAUD?

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 TIPS.HHS.GOV.

WHAT IS THE COUNTERMEASURE INJURY COMPENSATION PROGRAM?

The Countermeasures Injury Compensation Program (CICP) is a federal program that may help
pay for costs of medical care and other specific expenses for certain people who have been
seriously injured by certain medicines or vaccines, including this vaccine. Generally, a claim must
be submitted to the CICP within one (1) year from the date of receiving the vaccine. To learn more
about this program, visit www.hrsa.gov/cicp or call 1-855-266-2427.

WHAT IS AN EMERGENCY USE AUTHORIZATION (EUA)?

The United States FDA has made the Janssen COVID-19 Vaccine available under an emergency
access mechanism called an EUA. The EUA is supported by a Secretary of Health and Human
Services (HHS) declaration that circumstances exist to justify the emergency use of drugs and
biological products during the COVID-19 pandemic.

The Janssen COVID-19 Vaccine has not undergone the same type of review as an FDA-approved
or cleared product. FDA may issue an EUA when certain criteria are met, which includes that there
are no adequate, approved, and available alternatives. In addition, the FDA decision is based on
the totality of scientific evidence available showing that the product may be effective to prevent
COVID-19 during the COVID-19 pandemic and that the known and potential benefits of the
product outweigh the known and potential risks of the product. All of these criteria must be met to
allow for the product to be used during the COVID-19 pandemic.


https://www.cdc.gov/vaccines/programs/iis/about.html
http://www.hrsa.gov/cicp

The EUA for the Janssen COVID-19 Vaccine is in effect for the duration of the COVID-19
declaration justifying emergency use of these products, unless terminated or revoked (after which
the products may no longer be used).

Manufactured by:

Janssen Biotech, Inc.

a Janssen Pharmaceutical Company of Johnson & Johnson
Horsham, PA 19044, USA
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