FACT SHEET FOR RECIPIENTS AND CAREGIVERS
A EMERGENCY USE AUTHORIZATION (EUA) OF - R
THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT CORONAVIRUS
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You are belng offered the Pfizer-BioNTech COVID-19 Vaccine to prevent Coronavirus
Dlsease 2019 (COVID 19) caused:by: SARS-CoV-2. This Fact.Sheet contains
mformatlon to help you undérstand the risks and benefits of the Pfizer-BioNTech
CovID- 19 Vaccme which you may réceive because there is. currently aspandemic of:
COVID=49iss 1 v -

The- ?fiiér'—‘BieNTe'ch COVID-19 Véccine is a vaccine and may prevent you from getting
COVID-19. There is no U.S. Food and Drug Administration (FDA) approved vaccine to
prevent COVID 19..

Read thls Fact Sheet for information about the Pfrzer-BloNTech COVID 19 Vaccme
Talk to the vaccination provider if you have questions. lt is your ch0|ce to recelve the
Pfrzer-BloNTech COVID 19 Vaccrne ; - U

The Pfrzer-BroNTech COVID 19 Vaccme tS adm:mstered as a 2ﬁdose serree 81weeks
apart;ifito the muscte R I RIS SR LSS 0T

- ey ‘ .‘ we 5 8 IE & < » ey ¥ Pl T &
STHL RO : 5008 WRSE, T @ Wl

G568 of

The Pflzer-BlgNTech COVID 19 Vaccme may not protect everyone
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Thls Fact Sheet may have been updated For the’ most recent Fact Sheet pledse see
wwwicvdvaccine:com. - - : i as

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. 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 iliness that can
affect other organs. People with COVID-19 have had a wide range of symptoms
reported, ranging from mild symptoms to severe iliness. 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 THE PFIZER-BIONTECH COVID-19 VACCINE?
The Pfizer-BioNTech COVID-19 Vaccine is an unapproved vaccine that may prevent
COVID-19. There is no FDA-approved vaccine to prevent COVID-19.
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The FDA has authorized the emergency use of the Pfizer-BioNTech COVID- 19 Vaccine
to prevent COVID-19 in individuals. 12 years of age and older under an Emergency Use
Authorization (EUA).

For.mere information on EUA, see the “What is an Emergency Use Authorization
(EUA)?" Sectron at the end of this Fact Sheet. PR
WHAT SHOULD ‘YOU MENTION TO YOUR VACCINATION PROVIDER BEFORE
YOU GET.THE PFIZER-BIONTECH COVID-19 VACCINE? .
Tell the vaccmatron provrder about all of your medical conditions, mcludmg if
you:
f hévé 'any'allergies
have a fever
: have a.bleeding disorder or are on a blood thrnner =y e e
are immunocompromised or are on a medicine that affects your |mmune 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 PFIZER-BIONTECH COVID-19:VACCINE?
FDA has authorized the emergency use of the Pfizer-BioNTech 'COVID-19 Vaccinerin
individuals 12 years of age and older.

WHO SHOULD NOT GET THE 'PFIZER-BIONTECH COVID-19 VACCINE? & .- :<*
You should not get the Pfizer-BioNTech COVID-19 Vaccine if you: ,
« had a severe allergic reaction after a previous dose of this vaccine
. had a severe allerglc reaction to any ingredient of thrs vaccine.

WHAT ARE THE INGREDIENTS IN THE PFIZER-BIONTECH COVID-19 VACCINE?
The Pfizer-BioNTech COVID-19 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), potassium chloride, monobasic potassium
phosphate, sodium chloride, dibasic sodium phosphate dihydrate, and sucrose.

HOW IS THE PFIZER-BIONTECH COVID-19 VACCINE GIVEN?
The Pfrzer—BloNTech COVID 19 Vaccrne will be given to you asan |nject|on into the
muscle . - - ol :

The Pfrzer—BroNTech CQOVID-19 Vaccine vaccrnatron series |s 2 doses glven 3 weeks"
apart : : :

If you receive one dose of the Pfizer-BioNTech COVID-19 Vaccrne you should receive
a second dose of this same vaccine 3 weeks later to complete the vaccination series.
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HAS THE PFIZER-BIONTECH COVID-19 VACCINE BEEN USED BEFORE?
The Pfizer-BioNTech COVID-19 Vaccine is an unapproved vaccine. In clinical trials,
approximately 23,000 individuals 12 years of age and older have received at least
1 dose of the Pfizer-BioNTech COVID-19 Vaccine.
oL

WHAT ARE THE BENEFITS OF THE PFIZER-BIONTECH COVID-19 VACCINE?

In an ofigoing clinical trial, the Pfizer-BioNTech COVID-19 Vaccine has been shown to
prevent COVID-19 following 2. doses given 3 weeks apart. The duration of:protection
against COVID-19 is currently unknown '

WHAT ARE THE RISKS OF THE PFIZER-BIONTECH COVID-19, VACCINE? |,

There is.a remote chance that the Pfizer-BioNTech COVID-19 Vaccine could cause 3
severe allergrc reaction. A severe allergic reaction would usually occur within a few
minutes to one hour after getting a dose of the Pfizer-BioNTech COVID-18 Vaccine. For
this reason, your vaccination provider may ask you to stay at the place where you
received’ your vaccine for monitoring after vaccination. Slgns of a severe allergic
reaction can include:

. le_flculty breathing
o Swelling of your face and throat
A fast heartbeat ¥

A bad rash all 6ver your body
Dlzzmess and weakness

Side effetts that have been’ reported with the Pfizer-BioNTech COVID-19 Vaccine
mclude it T
severe allergic reactions
non-severe allergic reactions such as rash, itching, hives, or swelling of the face
_injection site pain '
tiredriess
. headache
‘muscle pain-
chills .
joint pain ) . I IR R
fever ‘
" injection site swelling .
injection.site redness
nausea
deeling unwell
swollen lymph nodes’ (Iymphadenopathy)
diarrhea
‘vomiting
arm paln

'ojooqooooooo.'oo,o&

These may not be all the pOSSIbIe side effects of the Pfizer-BioNTech COVED 19

Vaccine. Serious and unexpected side effects may occur. Pfizer-BioNTech COVID-19
Vaccine is still being studied in clinical trials.
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WHAT SHOULD IDO ABOUT SIDE EFFECTS? -
If you experience a severe allergic reaction, call 9-1-1, or go to the nearest hospltal

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

Report,vaccine side effects to FDA/CDC Vaccine Adverse‘ Event Reportlng System
(VAERS) The VAERS toll-free number is 1-800-822-7967 or report online'to”” "~
https://vaers.hhs: gov/regortevent html. Please include- "Pﬂzer-BloNTech COVID 19 =
Vaccine EUA™in the first line of box #18 of the report form. g =

In addttlon you can report snde effects to Pﬁzer Inc.-at the contact tnformatlon prov1ded
below

Website . Fax number , - |- Telephone number
www pfizérsafetyreporting.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- effécts-after COVID=19
vaccination. V-safe asks questions that help CDC monitor-the safety of COVID-19:
vaccin8s; V-safe also provides $econd-dose reminders if needed-and live telephone -
follow-up-by. CDC if participants report a signif icant health impact following COVID-19
vaccmatlon For more lnformatlon on how to sign up, visit: www.cdc. qov/vsafe

WHAT IF I DECIDE NOT TO GET THE PFIZER-BIONTECH COVID-19 VACCINE?
It is your choice to receive or not receive the Pfizer-BioNTech 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 )
PFIZER-BIONTECH COVID-18 VACCINE? Fsmie
Currently, there is no approved alternative vaccine available for preventlon of COVID-19.
Other vaccines to prevent COVID-19 may be available under Emergency Use
Authorization.

CAN [ RECEIVE THE PFIZER- BIONTECH COVID 19 VACCINE WITH OTHER
VACCINES?-. .

There-is-no.information on the use of the Pfi zer—BloNTech COVID 19 Vaccme W|th
other vaccines. , s : : pihey

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 PFIZER BIONTECH COVID-19 VACCINE GIVE ME COVID-19?
No. The Pfizer-BioNTech COVID-19 Vaccine does not contaln 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 second dose of Pfizer-BioNTech COVID-19 Vaccine. Remember to bring
your card wheh you return.

ADDITIONAL INFORMATION e
If you have questions, visit the website or call the telephone number prowded 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 I LEARN MORE" P
 Ask the Vaccination provider.

¢ . Visit CDC at https://www.cdc. govlcoronavnrus/201 9~ncovlmdex html.

o Visit FDA at https://www.fda. qov/emerqencv-preparedness-and-response/mcm-
- legal-regulatory-and-policy-framework/emergency-use- authorlzatlon

» 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 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 fof'the’ vaccine recipient (private insurance, Medicare, Medicaid, Health -
Resources & Services Administration [HRSA] COVID-19 Unlnsured 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 fromthe
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 Pfizer-BioNTech COVID-19 Vaccine avallable
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.

Al .
The Pfizer-BioNTech 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, 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.

The EUA for the Pfizer-BioNTech 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).
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[ (the pat:ent) understand that the vaccination is being glven by Children’s HealthCare. The owner
and/or operator of this site, their affiliates, officers, directors, employees and-agents expressly disclaim
any responsibility for the vaccination. My consent is given in light of this knowledge, and in
consideration of Children’s HealthCare giving the COVID-19 vaccine. | {the patrent), for myself and my
heirs and family members administrators, trustees, executors, assrgns and successors in lnterest do
hereby agree to release and hold harmless Children’s HealthCare, its'subsidiaries, dwrsrons affllrates '
successors, assigns, officers, trustees, employees, volunteers and agents from an against any and all
demands, damages losses, costs, expenses, obligations, liabilities, claims, actions and cause of action
(whether any of which is groundless or otherwise) of any nature whatsoever (mcludlng, without
limitation, reasonable attorney’s fees and court costs) by reason of or resulting, in any way, from apy- -
and-all acts, accidents, events, occurrences, omissions and the like related to, or ansmg out .of, directly

.oe R R T

or mdrrectly, my recetpt of this COVID-19 vaccine. 5 .- o SR

[ (the. patrent) understand that Children’s HealthCare will be required to prowde certain demographtc
data, as well as any reaction or side effects experienced to state and Federal authorities and consent to.
this disclosure. | (the patient) further understand and agree that Children’s HealthCare is required to
submit COVID-19 \’/accine administration data to the Pennsylvania Immunization Information System
(PA SIIS), and report moderate and severe adverse events following vaccination to the Vaccine Adverse
Event Reportlng System (VAERS).

| (the patrent) was provided an opportunity to ask questions, Wthh were answered to my satlsfaction [
(the patrent) understand the benefits and risks of the vaccine and request the vaccine be grven t6 me.
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o WHAT TO DO IF YOU HAVE A REACTION TO THE COVID 19 VACCINATION

> B 3, ey
Most people have side, effects from the vaccination, but these usually only Iast.24 48 hours after recelpt of the vaccmatron
Afew ‘people may have no side effects at all. Most people will experience pain, redness and/or soreness at the injection site.
Many people will ‘have a headache, fever, chills, muscle pain and/or fatigue from the vaccine, particularly after the second dose.
A few people W|ll have nausea .or swollen lymph nodes (Iymphadenopa(hy) I
In rare c:rcumstances, the vaccme may cause a severe allergic reaction which can Include anaphylaxrs (difficulty breathing),
swelling of theface and throat, a fast heartbeat, a rash all over the body, dizziness and/or weakness.

What should you do if you have a reaction?
If you experience any of the following:

Red, sore arm.at and around the injection site:
o Apply an ice pack to the affected area for comfort.

o If condition does not improve or worsens in 24 to 48 hours, call your physman

Fever, achiness, fatigue and/or headache:
o For adults 18 and over: Take the non- prescription product that you would usually use for discomfort or fever relief-as
needed. -

o If condition does not improve or worsens in. 24 - 48 hours, call your physician, oL

Unusual or severe reaction (for example, hives, difficulty breathing, wheezing, allergic reaction): ] 4
o ‘Immediately call your physician, call 911 or go to the emergency room or nearest urgent care center,

In addition, you may report vaccine side effects to the FDA/CDC Vaccine Adverse Event Reporting System (VAERS) The VAERS
toll-fr\‘ef: number is 1-800-822-7967 or report online to https://vaers.hhs.gov/reportevent.html|

Information about the COVID-19 Vaccine
The COVID-19 vaccines are not live virus vaccines so the vaccines cannot infect anyone with COVID-19.

All needles and syringes are sterile, are one-time use and are safely discarded.
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THERE IS NO!COST TO YOU. | (the patient) hereby authorize Children’s HealthCare to apply. for benefits
on my behalf for. all services rendered with my insurance. | (the patlent) certnfy the lnformatlon provuded
regarding my insurance coverage is correct. | (the patient) further authorize the release of any and all
information necessary for my insurance company to determine benefits for services rendered. | {the
patient) request payment of authorized benefits be made payable to Children’s HealthCare on my
behalf.

If | {the patient) do not have insurance, [ (the patient) have truthfully indicated above and will not be
responsible for the cost. | (the patient) acknowledge that if | (the patient) do not have insurance, my
information will be submitted to the U.S. Department of Health and Human Services’ Health Resources
and Services Administration (HRSA) so that Children’s HealthCare will be funded for the cost of my
immunization administration.

If | (the patient) have Medicare, Medicaid or other government insurance, | (the patient) authorize the
release of my medical or other information necessary to process this claim. I (the patient) also request
payment of government benefits either to myself or to the party who accepts assignment.

| (the patient or parent/guardian if patient is under 18 years of age) have read the above and have
provided Children’s HealthCare with true and correct information and will notify Children’s HealthCare
of any changes in health insurance coverage.

Signature .

Name of Signer

Date

Relationship to Patient (if patient is under 18 years of age)




