










































































































































































































































































































































































































































VACCINE INFORMATION STATEMENT

Many vaccine information statements are 
available in Spanish and other languages.  
See www.immunize.org/vis

Hojas de información sobre vacunas están 
disponibles en español y en muchos otros 
idiomas. Visite www.immunize.org/vis

U.S. Department of 
Health and Human Services 
Centers for Disease 
Control and Prevention 

1. Why get vaccinated?

In!uenza vaccine can prevent in!uenza (!u).

Flu is a contagious disease that spreads around the 
United States every year, usually between October 
and May. Anyone can get the !u, but it is more 
dangerous for some people. Infants and young 
children, people 65 years and older, pregnant people, 
and people with certain health conditions or a 
weakened immune system are at greatest risk of !u 
complications.

Pneumonia, bronchitis, sinus infections, and ear 
infections are examples of !u-related complications. 
If you have a medical condition, such as heart 
disease, cancer, or diabetes, !u can make it worse.

Flu can cause fever and chills, sore throat, muscle 
aches, fatigue, cough, headache, and runny or stu"y 
nose. Some people may have vomiting and diarrhea, 
though this is more common in children than adults.

In an average year, thousands of people in the 
United States die from !u, and many more are 
hospitalized. Flu vaccine prevents millions of 
illnesses and !u-related visits to the doctor each year.

2. Influenza vaccines

CDC recommends everyone 6 months and older 
get vaccinated every !u season. Children 6 months 
through 8 years of age may need 2 doses during a 
single !u season. Everyone else needs only 1 dose 
each !u season.

It takes about 2 weeks for protection to develop  
a#er vaccination.

$ere are many !u viruses, and they are always 
changing. Each year a new !u vaccine is made to 
protect against the in!uenza viruses believed to be 
likely to cause disease in the upcoming !u season. 

Even when the vaccine doesn’t exactly match these 
viruses, it may still provide some protection.

In!uenza vaccine does not cause !u.

In!uenza vaccine may be given at the same time as 
other vaccines.

3.  Talk with your health  
care provider

Tell your vaccination provider if the person getting 
the vaccine:
 � Has had an allergic reaction a"er a previous 
dose of in!uenza vaccine, or has any severe, life-
threatening allergies

 � Has ever had Guillain-Barré Syndrome (also 
called “GBS”)

In some cases, your health care provider may decide 
to postpone in!uenza vaccination until a future visit.

In!uenza vaccine can be administered at any 
time during pregnancy. People who are or will be 
pregnant during in!uenza season should receive 
inactivated in!uenza vaccine.

People with minor illnesses, such as a cold, may be 
vaccinated. People who are moderately or severely ill 
should usually wait until they recover before getting 
in!uenza vaccine.

Your health care provider can give you more 
information.

Influenza (Flu) Vaccine (Inactivated or 
Recombinant): What you need to know

http://www.immunize.org/vis
http://www.immunize.org/vis
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4. Risks of a vaccine reaction

 � Soreness, redness, and swelling where the shot 
is given, fever, muscle aches, and headache can 
happen a#er in!uenza vaccination.

 � $ere may be a very small increased risk of 
Guillain-Barré Syndrome (GBS) a#er inactivated 
in!uenza vaccine (the !u shot).

Young children who get the !u shot along with 
pneumococcal vaccine (PCV13) and/or DTaP 
vaccine at the same time might be slightly more 
likely to have a seizure caused by fever. Tell your 
health care provider if a child who is getting !u 
vaccine has ever had a seizure.

People sometimes faint a#er medical procedures, 
including vaccination. Tell your provider if you feel 
dizzy or have vision changes or ringing in the ears.

As with any medicine, there is a very remote chance 
of a vaccine causing a severe allergic reaction, other 
serious injury, or death.

5.  What if there is a serious 
problem?

An allergic reaction could occur a#er the  
vaccinated person leaves the clinic. If you see signs 
of a severe allergic reaction (hives, swelling of the 
face and throat, di%culty breathing, a fast heartbeat, 
dizziness, or weakness), call 9-1-1 and get the person 
to the nearest hospital.

For other signs that concern you, call your health 
care provider.

Adverse reactions should be reported to the Vaccine 
Adverse Event Reporting System (VAERS). Your 
health care provider will usually &le this report, or 
you can do it yourself. Visit the VAERS website at 
www.vaers.hhs.gov or call 1-800-822-7967. VAERS 
is only for reporting reactions, and VAERS sta! 
members do not give medical advice.

6.  The National Vaccine Injury 
Compensation Program

$e National Vaccine Injury Compensation Program 
(VICP) is a federal program that was created to 
compensate people who may have been injured by 
certain vaccines. Claims regarding alleged injury or 
death due to vaccination have a time limit for &ling, 
which may be as short as two years. Visit the VICP 
website at www.hrsa.gov/vaccinecompensation or 
call 1-800-338-2382 to learn about the program and 
about &ling a claim.

7. How can I learn more?

 � Ask your health care provider.
 � Call your local or state health department.
 � Visit the website of the Food and Drug 
Administration (FDA) for vaccine package  
inserts and additional information at  
www.fda.gov/vaccines-blood-biologics/vaccines.

 � Contact the Centers for Disease Control and 
Prevention (CDC):
 - Call 1-800-232-4636 (1-800-CDC-INFO) or
 - Visit CDC’s website at www.cdc.gov/!u.

http://www.hrsa.gov/vaccinecompensation
https://www.fda.gov/vaccines-blood-biologics/vaccines
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Vaccine Adverse Event Reporting System
A  N a t i o n a l  P r o g r a m  f o r  M o n i t o r i n g  V a c c i n e  S a f e t y

CS267401

Vaccine Adverse Event Reporting System (VAERS)
The Vaccine Adverse Event Reporting System (VAERS), is a national program managed 
by the U.S. Centers for Disease Control and Prevention (CDC) and the U.S. Food and 
Drug Administration (FDA) to monitor the safety of all vaccines licensed in the United 
States. VAERS collects and reviews reports of adverse events that occur after vaccination. 
An “adverse event” is any health problem or “side effect” that happens after a vaccination. 
VAERS cannot determine if  a vaccine caused an adverse event, but can determine if  
further investigation is needed.

VAERS provides valuable information
VAERS is an early-warning system that detects problems possibly related to vaccines. The 
system relies on reports from healthcare providers*, vaccine manufacturers, and the general 
public. Reporting gives CDC and FDA important information to identify health concerns 
and ensure vaccines are safe in order to protect the public’s health.  

VAERS sta! evaluate reports of adverse events
VAERS de!nes a “serious adverse event” as life-threatening illness, hospitalization, 
prolongation of an existing hospitalization, permanent disability or death. Once adverse 
events are identi!ed using VAERS, they may be monitored in other immunization safety 
systems to con!rm if  a particular adverse event is related to a vaccination and identify any 
speci!c risk factors. 

Anyone can report to VAERS
Anyone can submit a report to VAERS, including patients, family members, healthcare 
providers, vaccine manufacturers and the general public. CDC and FDA encourage 
anyone who experiences an adverse event after receiving a vaccine to report to VAERS.

How to report to VAERS
You can report to VAERS online at https://vaers.hhs.gov/index.  

For further assistance reporting to VAERS, visit https://vaers.hhs.gov/index or contact 
VAERS directly at info@VAERS.org or 1-800-822-7967.

VAERS data are available to the public
VAERS data can be downloaded at https://vaers.hhs.gov/data/index or searched 
at http://wonder.cdc.gov/vaers.html. Privacy is protected and personal identifying 
information (such as name, date of  birth and address) is removed from the public data.

* Healthcare providers are encouraged to report all clinically significant adverse events after vaccination to VAERS even if it  
is uncertain whether the vaccine caused the event. They are also required to report to VAERS adverse events found in the  
Reportable Events Table (RET) at https://vaers.hhs.gov/resources/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf

For more information 
about VAERS:

E-mail: info@vaers.org

Phone: 1-800-822-7967

Web site: www.vaers.hhs.gov

https://vaers.hhs.gov/index
https://vaers.hhs.gov/index
mailto:info@VAERS.org
https://vaers.hhs.gov/data/index
http://wonder.cdc.gov/vaers.html
https://vaers.hhs.gov/resources/VAERS_Table_of_Reportable_Events_Following_Vaccination.pdf
mailto:info@vaers.org
www.vaers.hhs.gov


 
 

 
 

 
 

 
 

 
 

 
 

 

 
 
 

 
 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 

 

 
 
 
 

 
 
 

 
 

 
 

  
  

  

 
  

  
  

  

 

  

  

¿Qué tipo de reacciones debo reportar? 
Usted debe reportar cualquier reacción adversa
que se presente después de recibir una vacuna,
aun cuando no esté seguro de que la vacuna haya
causado dicha reacción. Es de particular importancia
reportar cualquier reacción adversa que resulte en
hospitalización, discapacidad o muerte. Si usted no
está seguro si se debe reportar cierta reacción adversa a
VAERS, hable con su proveedor de atención médica. 
Por ley, los proveedores de atención médica
deben reportar ciertos tipos de reacciones
adversas. Para obtener una lista de estas 
reacciones, llame al 1-800-822-7967 o visite la
página https://vaers.hhs.gov/reportevent.html 

¿Como Reportar? 
Vaya a vaers.hhs.gov  Luego escoja una de dos5
maneras de reportar al VAERS: 
1) Reporte via internet (método preferido)
2) Reporte usando un formulario PDF donde se puede
escribir. Descargue en su computadora el formulario
PDF, completelo y una vez lleno regréselo a la página
web de VAERS.  Importante: Use una computadora
de o!cina (desktop) o portátil (laptop) en la que
se pueda salvar de manera segura un documento
que contenga información de salud, identi!cadores
personales u otra información personal sensible o
información del paciente. 
Si necesita ayuda adicional en reportar al VAERS, por
favor escriba un correo electrónico a info@VAERS.org
o llame al 1-800-822-7967. Los operadores estarán
disponibles de las 9:00 a.m. a 5:00 p.m., hora del
Este, lunes a viernes. Después que envíe un reporte,
es posible que el personal de VAERS se ponga en
contacto con usted para obtener información adicional. 
El CDC y la FDA usan los datos de VAERS para
monitorear la seguridad de las vacunas. Los datos de
VAERS están también disponibles al público después
que toda la información que identi!ca a las personas,
tales como nombres, apellidos y direcciones han sido
removidos para proteger la privacidad del paciente. 

Programa Nacional de Compen-
sación por Daños Derivados de 
Vacunas 

El Programa Nacional de Compensación por Daños
Derivados de Vacunas (VICP, por sus siglas en inglés) es
un programa federal diferente a VAERS que indemniza a
individuos cuyas lesiones podrían haber sido causadas por
ciertas vacunas. 
El VICP y VAERS no comparten información; por tanto
reportar a VAERS no equivale a presentar un reclamo
ante el VICP. Para obtener información sobre el VICP,
puede llamar al 1-800-338-2382 o visitar su sitio web en
www.hrsa.gov/vaccinecompensation/. 

Información adicional 
• Administración de Drogas y Alimentos

Para obtener información sobre la seguridad y e!cacia
de las vacunas autorizadas por la FDA, puede llamar
al 1-800-835-4709, o visitar
www.fda.gov/cber/vaers/vaers.htm.

• Centros para el Control y la Prevención de Enfermedades
Para obtener información sobre vacunas y 
calendarios de vacunación, puede llamar al 
(800) CDC-INFO 1-800-232-4636 o visitar
www.cdc.gov/vaccines.

VAERS  
5vaers.hhs.gov555

Tel: 1-800-822-7967  
Fax: 1- 877-721-0366  

info@vaers.org 

Departamento de Salud y Servicios Humanos 
Centros para el Control y la Prevención de Enfermedades 

Administración de Drogas y Alimentos  

CS297807B 

Haga su parte y ayude monitorear 
la seguridad de las vacunas  reporte a 

VAERS 
Sistema para Reportar Reacciones 

Adversas a las Vacunas 

http://www.hrsa.gov/vaccinecompensation/%20
www.cdc.gov/vaccines
www.vaers.hhs.gov
info@vaers.org
mailto:info@vaers.org
http:www.vaers.hhs.gov
www.cdc.gov/vaccines
www.fda.gov/cber/vaers/vaers.htm
www.hrsa.gov/vaccinecompensation
mailto:info@VAERS.org
http:www.vaers.hhs.gov
https://vaers.hhs.gov/reportevent.html


 
 
 

  
 

 
 

 

 
 

 
 
 

 
  

  
  

 
 
 

 
 

 
 

  
 

 
 

 

 
 

 

 
 
 
 

 

 
 

 

 
 
 
 

 
 

 
  

 

  
 

  
 

   
 

 
 
 
 

¿Quién puede reportar una 
reacción adversa a VAERS? 

¿Qué es VAERS? 
VAERS son las siglas en inglés del Sistema para • Padres Reportar Reacciones Adversas a las Vacunas, el cual • Pacientes se encarga de hacer seguimiento a la seguridad de las • Proveedores de atención médica vacunas después de que éstas han sido autorizadas.

• Otros VAERS es un  programa administrado conjuntamente
por los Centros para el Control y la Prevención de La FDA y los CDC invitan a todo aquel que haya
Enfermedades (CDC, por sus siglas en inglés) y la tenido algún problema después de recibir una vacuna
Administración de Drogas y Alimentos (FDA, por sus a que reporte la situación a VAERS. Por ley, los
siglas en inglés). proveedores de atención médica deben reportar

ciertos problemas. Las vacunas previenen enfermedades graves e incluso
la muerte en las personas que las reciben. Antes de ¿Por qué debo reportar las 
autorizar el uso de una vacuna, la FDA toma medidas reacciones adversas a VAERS? para asegurarse de que la vacuna sea segura. La FDA • Porque de esta manera estará proporcionandorequiere que las vacunas sean sometidas a una extensa información importante que ayudará a los CDC y aserie de pruebas de seguridad. Luego de que una vacuna Aunque VAERS no puede determinar si una vacuna la FDA a asegurarse de que las vacunas sean seguras.es autorizada, VAERS es uno de los mecanismos
utilizados para detectar cualquier problema o
“reacción adversa” que pudiera presentarse después
de la vacunación. 
No todos los eventos reportados a VAERS son causados
por las vacunas. Cuando se realizan estudios minuciosos
antes de autorizar el uso de una vacuna, es probable que
no se detecten ciertas reacciones adversas sino hasta 
después de haber administrado esa vacuna a millones
de personas de diferentes orígenes y con diferentes
antecedentes médicos. Con su servicio continuo de 

vigilancia de las vacunas, VAERS ayuda a cerciorarse de
que los bene!cios de las vacunas sean mucho mayores
que los riesgos. 
Todo el que reciba una vacuna debe recibir información
sobre los bene!cios así como los riesgos de esa vacuna.
Toda pregunta o inquietud debe ser discutida con un
proveedor de atención médica. 

Limitaciones y utilidad de VAERS 
VAERS no puede determinar si una vacuna ha causado
o no una reacción adversa. Algunas veces, las personas
que se vacunan se enferman por otras razones no
relacionadas con la vacuna. 

ha causado una reacción adversa, puede proporcionar
información importante a la FDA y a los CDC para
alertar sobre un posible problema. Si se sospecha que
una vacuna está causando reacciones adversas, la FDA y
los CDC harán una investigación más profunda. 

VAERS proporciona consejos médicos? 
No, VAERS no proporciona consejos médicos.  
Para obtener un consejo médico, consulte a su proveedor 
de atención médica o al departamento de salud local.  

• Porque al reportar las reacciones adversas se fortalece
a VAERS de tal manera que pueda utilizarse para
evaluar la reacción del público a las vacunas.

• Porque al reportar esta información se pueden
evaluar las medidas de prevención y control que se
usan en el sector de la salud pública.

Recuerde, ninguna vacuna (ni medicina) está
totalmente libre de riesgos y  pueden presentarse 
reacciones adversas.  Si usted experimenta alguna
reacción adversa después de una vacuna, por favor
informe a VAERS. ¡Toda información es importante! 



 

 
 
 

 
 
 

 
  

 

 

 
 

 
 
 

 
  

     
  

 
 

  

 
  

 
 

  

 
 

 
   

 

What Types of Events Should I 
Report? 
You should report any adverse event that happens5
after getting a vaccine, even if you are not sure that5
the vaccine caused the adverse event. It is especially5
important to report any adverse event that resulted in5
hospitalization, disability, or death. If you are not sure5
that a certain type of adverse event should be reported5
to VAERS, talk with your healthcare provider. 
Healthcare providers are required by law to
report certain adverse events. To get a list of these,
please call 1-800-822-7967 or go to
https://vaers.hhs.gov/reportevent.html 

How Do I Report? 
Go to vaers.hhs.gov then choose one of two ways5to 
report to VAERS:
1) Report online (preferred method)
2) Report using a Writable PDF Form. Download
the Writable PDF Form to your computer, complete it
and then return to the VAERS website to upload the
completed form. Important: Use a desktop or laptop
computer on which you can securely save a document
that contains protected health information, personal
identi!ers or other sensitive personal or
patient information. 

If you need further assistance with reporting to
VAERS, please email info@VAERS.org or call 1-800-
822-7967. Operators are on duty from 9:00 a.m. to 5:00
p.m., Eastern Time, Monday through Friday. After
you submit a report, VAERS sta" may contact you for 

additional information. 
CDC and FDA use VAERS data to monitor 
vaccine safety. VAERS data are also available to the
public after all identifying formation, such as names
and addresses are removed to protect the privacy of
the patient. 

National Vaccine Injury  
Compensation Program  
#e National Vaccine Injury Compensation
Program (VICP) is a separate federal program
that provides compensation to individuals whose
injuries may have been caused by certain vaccines.
Please be aware that reporting an event to VAERS 
does not constitute !ling a claim with the VICP.
Information on the VICP can be obtained by 
calling 1-800-338-2382 or visiting their website at 
http://www.hrsa.gov/vaccinecompensation/. 

For More Information 
• Centers for Disease Control and Prevention
For general information on vaccines and 
immunization schedules you can call 
1-800-CDC-INFO (1-800-232-4636)  
or visit www.cdc.gov/vaccines.  
• Food and Drug Administration
For safety and e"ectiveness information on
FDA-licensed vaccines you can call
1-800-835-4709 and visit 
www.fda.gov/cber/vaers/vaers.htm. 

VAERS 
55555vaers.hhs.gov 

Tel: 1-800-822-7967 
Fax: 1-877-721-0366 

info@vaers.org 
U.S. Department of Health and Human Services 

Centers for Disease Control and Prevention  
Food and Drug Administration  

CS279807A 

Do Your Part for Vaccine Safety — 

Report to 

VAERS 
Vaccine Adverse Event Reporting System

A National Program for Monitoring Vaccine Safety 

http://www.hrsa.gov/vaccinecompensation/
www.cdc.gov/vaccines
www.vaers.hhs.gov
info@vaers.org
mailto:info@vaers.org
www.cdc.gov/vaccines
http://www.hrsa.gov/vaccinecompensation
mailto:info@VAERS.org
http:www.vaers.hhs.gov
https://vaers.hhs.gov/reportevent.html


 
 

   
 

 

 
 
 

 
  

 

 
 

 
 

 
 

  
 

 
 

 

 

 
 

 
  

 
 
  

 

 

  
 

 
 
 
 

 
  

 
  

 

  

  

 
 

 
 

What is VAERS? 
#e Vaccine Adverse Event Reporting System
(VAERS) is a national program that monitors the
safety of vaccines after they are licensed. VAERS
is managed by the U.S. Centers for Disease Control
and Prevention (CDC) and the U.S. Food and
Drug Administration (FDA). 
Vaccines prevent serious illnesses and even death in
persons who receive them.  Before a vaccine is licensed,
FDA takes steps to make sure the vaccine is safe.  FDA 
requires that a vaccine goes through extensive safety
testing.  After a vaccine is licensed, VAERS is one of
the mechanisms used to monitor for any problems, or
“adverse events,” that happen after vaccination. 
Not all events reported to VAERS are caused by the
vaccine.  Even though careful studies are done before
a vaccine is licensed, rare adverse e"ects may not be
found until a vaccine is given to millions of people
with di"erent backgrounds and medical histories.  By
continued monitoring, VAERS helps to make sure that
the bene!ts of vaccines are far greater than the risks. 
Anyone who receives a vaccine should be informed
about both the bene!ts and risks of vaccination.  Any 
questions or concerns should be discussed with a
healthcare provider. 

Limitation and Usefulness 
of VAERS 
VAERS is unable to determine that a vaccine caused 
or did not cause an adverse event.  Sometimes people
who are vaccinated get sick from another cause
unrelated to the vaccine. 
Even though VAERS cannot determine that a vaccine
caused an adverse event, it can give CDC and FDA
important information that might signal a problem.
If it looks as though a vaccine might be causing an
adverse event, FDA and CDC will investigate further. 

Does VAERS  
Provide Medical Advice?  
No, VAERS does not provide medical advice.
For medical advice, please contact your healthcare
provider or state health department. 

Who Can Report to VAERS? 
� Parents 
� Patients 
� Healthcare Providers 
� Others 
CDC and FDA encourage anybody who experiences
any problems after vaccination to report to VAERS.
Healthcare providers are required by law to report
certain problems. 

Why Should I Report to VAERS? 
��Reporting gives valuable information that helps

CDC and FDA make sure that vaccines are safe. 
� Reporting strengthens VAERS so it can be used

to assess public health response to vaccines. 
� Reporting allows for evaluating public health

prevention and control measures. 
Remember, no vaccine (or any medicine) is
completely free of risk and adverse events are 
possible.  If you have an adverse event after a vaccine, 
please report to VAERS.  Each report is important! 
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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-19.  
 
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:  

x a two-dose primary series to individuals 18 years of age and older;  
x a third primary series dose to individuals 18 years of age and older who have been 

determined to have certain kinds of immunocompromise;  
x a single booster dose to the individuals 18 years of age and older who have completed a 

primary series with the Moderna COVID-19 Vaccine; and 
x a single 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-19.  
 
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: 

x have any allergies 
x have had myocarditis (inflammation of the heart muscle) or pericarditis (inflammation of 

the lining outside the heart) 
x have a fever 
x have a bleeding disorder or are on a blood thinner 
x are immunocompromised or are on a medicine that affects your immune system 
x are pregnant or plan to become pregnant 
x are breastfeeding 
x have received another COVID-19 vaccine 
x 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: 

x had a severe allergic reaction after a previous dose of this vaccine 
x 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:  
x A single booster dose of the Moderna COVID-19 Vaccine may be administered at least 6 

months after completion of a primary series of the Moderna COVID-19 Vaccine in 
individuals 18 years of age and older.  

x A single 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:  

x Difficulty breathing  
x Swelling of your face and throat  
x A fast heartbeat  
x A bad rash all over your body  
x 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:  

x Chest pain 
x Shortness of breath 
x 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: 

x Injection site reactions: pain, tenderness and swelling of the lymph nodes in the same arm 
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of the injection, swelling (hardness), and redness 
x 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: 

x Severe allergic reactions 
x Myocarditis (inflammation of the heart muscle) 
x Pericarditis (inflammation of the lining outside the heart) 
x 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 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 “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. 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 I 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 I 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 I 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 I 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 I LEARN MORE? 

x Ask the vaccination provider 
x Visit CDC at https://www.cdc.gov/coronavirus/2019-ncov/index.html 
x Visit FDA at https://www.fda.gov/emergency-preparedness-and-response/mcm-legal- 

regulatory-and-policy-framework/emergency-use-authorization 
x 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 I 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 I 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). 
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Prevaccination Checklist  
for COVID-19 Vaccination

For vaccine recipients: 
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” 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.

Name

Age

1. Are you feeling sick today?

Yes No
Don't 
know

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

 � P!zer-BioNTech  � Moderna  � Janssen  
 (Johnson & Johnson)

 � Another Product

 • How many doses of COVID-19 vaccine have you received? 

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

3. Do you have a health condition or are you undergoing treatment that makes you moderately 
or severely immunocompromised? (This would include treatment for cancer or HIV, receipt of organ transplant, 
immunosuppressive therapy or high-dose corticosteroids, CAR-T-cell therapy, hematopoietic cell transplant [HCT], DiGeorge syndrome  
or Wiskott-Aldrich syndrome)

4. Have you received hematopoietic cell transplant (HCT) or CAR-T-cell therapies since receiving 
COVID-19 vaccine?

5. 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:
 ӑ Polyethylene glycol (PEG), which is found in some medications, such as laxatives and preparations for 

colonoscopy procedures

 ӑ Polysorbate, which is found in some vaccines, !lm coated tablets, and intravenous steroids

 • A previous dose of COVID-19 vaccine

6. 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.)

7. Check all that apply to you:

 � Am a female between ages 18 and 49 years old

 � Am a male between ages 12 and 29 years old

 � Have a history of myocarditis or pericarditis

 � Have been treated with monoclonal antibodies or convalescent 
serum to prevent or treat COVID-19

 � Diagnosed with Multisystem In"ammatory Syndrome (MIS-C or 
MIS-A) after a COVID-19 infection

 � Have a bleeding disorder

 � Take a blood thinner

 � Have a history of heparin-induced thrombocytopenia (HIT)

 � Am currently pregnant or breastfeeding

 � Have received dermal !llers 

 � Have a history of Guillain-Barré Syndrome (GBS)
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Prevaccination Checklist  
for COVID-19 Vaccines 
Information for Healthcare Professionals

For additional information on COVID-19 vaccine clinical guidance, see  https://www.cdc.gov/vaccines/
covid-19/info-by-product/clinical-considerations.html.

For additional information on Advisory Committee on Immunization Practices General Best Practice 
Guidelines for Immunization, see  https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html.

COVID-19 vaccines are authorized and approved for different age groups and are given intramuscularly. 

VACCINE PRODUCT AUTHORIZED AGE GROUPS SERIES INTERVAL

P!zer-BioNTech  
COVID-19 Vaccine 
(Orange cap and orange 
border on the label)

5 through 11 years of age

Primary: 2 doses 21 days

Additional primary dose: N/A* N/A

Booster dose: N/A* N/A

P!zer-BioNTech  
COVID-19 Vaccine 
(Purple cap and may 
have a purple border on 
the label)

12 years of age and older

Primary series: 2 doses 21 days

Additional primary dose: 1 dose* At least 28 days after last 
primary series dose

Booster dose: 1 dose for persons 
18 years of age and older*† 

At least 6 months after 
last primary series dose or 
additional primary dose

Moderna COVID-19 
Vaccine 18 years of age and older

Primary series: 2 doses 28 days

Additional primary dose: 1 dose* At least 28 days after primary 
series dose

Booster dose: 1 dose*† 
At least 6 months after 
last primary series dose or 
additional primary dose

Janssen COVID-19 
Vaccine (Johnson & 
Johnson)

18 years of age and older

Primary series: 1 dose N/A

Additional primary dose: N/A* N/A

Booster dose: 1 dose*† At least 2 months (8 weeks) 
after primary dose

* See question 2 below for additional information regarding recommendations for additional (3rd) primary dose or booster dose.

† Booster doses can be a di#erent COVID-19 vaccine product.

Postvaccination Observation Times for People without Contraindications to COVID-19 Vaccination
30 minutes: 

 � People with a history of:
 ӑ A contraindication to another type of COVID-19 vaccine product (i.e., mRNA or viral vector COVID-19 vaccines)
 ӑ Immediate (within 4 hours of exposure) non-severe allergic reaction to a COVID-19 vaccine or injectable therapies 
 ӑ Anaphylaxis due to any cause 
 ӑ Immediate allergic reaction of any severity to a non-COVID-19 vaccine

15 minutes: 
 ӑ All other people

https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html
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Prevaccination Checklist  
for COVID-19 Vaccines
Information for Healthcare Professionals

Co-administration of COVID-19 vaccines and other vaccines
COVID-19 vaccines and other vaccines may be administered without regard to timing. This includes simultaneous administration 
of COVID-19 vaccines and other vaccines during the same visit. Other vaccines can also be administered anytime before or after 
COVID-19 vaccination. 

1. Are you feeling sick today? 

While there is no evidence acute illness reduces vaccine 
e$cacy or increases adverse reactions, as a precaution, delay 
vaccinating patients with moderate or severe illness until 
the illness has improved. 

Defer vaccination of people with current SARS-CoV-2 
infection until the person has recovered from acute illness 
and has discontinued isolation.  This recommendation 

applies regardless of whether the SARS-CoV-2 infection occurred 
before the recipient received an initial dose or between doses. 
Viral or serological testing to assess for current or prior infection 
solely for the purpose of vaccine-decision making is not 
recommended.

People with mild illnesses can be vaccinated. Do not 
withhold vaccination if a person is taking antibiotics.

2. Have you ever received a dose of COVID-19 vaccine?

VACCINE PRODUCT Primary Series 
Dosage (Amount) 

Booster Dosage 
(Amount)

P!zer-BioNTech COVID-19 Vaccine (Orange Cap) 5 through 11 years of age   0.2 mL N/A

P!zer-BioNTech COVID-19 Vaccine (Purple Cap) 12 years of age and older  0.3 mL 0.3 mL

Moderna COVID-19 Vaccine 0.5 mL 0.25 mL

Janssen COVID-19 Vaccine (Johnson & Johnson) 0.5 mL 0.5 mL

People 5 years of age and older should receive a primary series 
of COVID-19 vaccine. All COVID-19 primary series doses and 
additional primary doses should be the same vaccine product. 
Booster doses, for eligible persons, may be a di#erent product 
than the COVID-19 vaccine product used in the primary series 
(e.g., mix and match may be used for boosters). 

To determine previously administered COVID-19 doses, check 
medical records, immunization information systems, and 
vaccination record cards to help determine the initial product 
received. If the vaccine product for a primary mRNA dose cannot 
be determined or is no longer available, any available mRNA 
vaccine may be administered (separate doses by at least 28 
days). If a di#erent mRNA COVID-19 vaccine is inadvertently 
administered for the primary series or additional primary dose, 
the dose is considered valid, and no additional doses of either 
product are recommended.

People who were vaccinated as part of a clinical trial should 
consult with the trial sponsors to determine if it is possible to 
receive additional doses. 

Ages 5 through 11 years of age:  
P!zer-BioNTech (orange cap), 2-dose primary series

Ages 12 through 17 years of age:  
P!zer-BioNTech (purple cap), 2-dose primary series

Ages 18 and older:  
P!zer-BioNTech (purple cap), 2-dose primary series followed by 1 
booster dose

Moderna, 2-dose primary series followed by 1 booster dose

Janssen (Johnson & Johnson), 1-dose primary series followed by 
1 booster dose

Immunocompromised Persons
See answers to question 3 to determine if an additional primary 
dose is recommended. 
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Prevaccination Checklist  
for COVID-19 Vaccines
Information for Healthcare Professionals

For people who received a COVID-19 vaccine outside the United States: 

‡ See Interim Clinical Considerations for Use of COVID-19 Vaccines Currently Approved or Authorized in the United States (https://www.cdc.gov/vaccines/covid-19/info-
by-product/clinical-considerations.htmll) for a list of WHO vaccines for emergency use and additional guidance for people who received COVID-19 vaccine outside the 
United States. 

 � People who received all recommended doses of an FDA- 
authorized or -approved COVID-19 vaccine or a WHO-EUL‡ 
COVID-19 vaccine do not need any subsequent primary 
series doses. 

 � People who received the !rst dose of an FDA-authorized or 
-approved COVID-19 vaccine that requires two doses do not 
need to restart the vaccine series in the United States but 
should receive the second dose as close to the recommended 
time as possible.

 � People who completed a mix-product regimen of FDA-
authorized, FDA-approved, or WHO-EUL† COVID-19 vaccines 
are considered fully vaccinated and do not need to restart a 
COVID-19 primary series. 

 � People who received only the !rst dose of a 2-dose WHO-
EUL† COVID-19 vaccine primary series or who received all 
or some of a COVID-19 vaccine primary series doses not on 
the WHO-EUL list may be o#ered a complete FDA-approved 
or -authorized COVID-19 primary series. Wait at least 28 
days after the last dose of the previous product before 
administering vaccine. 

 � People who completed a primary vaccination series of 
an FDA- approved or -authorized vaccine mRNA vaccine 
(including a mixed mRNA product primary series) may receive 
an additional primary mRNA dose at least 28 days after the 
second mRNA vaccine if they are  moderately or severely 
immunocompromised. 

 � People who have completed a primary vaccination series of an 
FDA-approved or -authorized COVID-19 vaccine may receive or 
a booster dose if they are eligible. 

 � People who completed a primary series of a COVID-19 vaccine 
that is not FDA-approved or -authorized but is listed for 
emergency use by the World Health Organization and people 
who completed a mix-product regimen of FDA-authorized, FDA-
approved, or WHO-EUL COVID-19 vaccines are eligible for†

 ӑ An additional primary dose of P!zer-BioNTech COVID-19 
Vaccine, if 12 years of age or older and moderately to 
severely immunocompromised

 ӑ A single Pfizer-BioNTech booster dose, if 18 years of age 
or older

3. Do you have a health condition or are you undergoing treatment that makes you moderately 
or severely immunocompromised? 

COVID-19 vaccines may be administered to people with underlying medical conditions, such as HIV infection or other 
immunocompromising conditions, or who take immunosuppressive medications or therapies, who have no contraindications to 
vaccination.

VACCINE PRODUCT Additional Primary Series 
Dosage (Amount) 

P!zer-BioNTech COVID-19 Vaccine (Orange Cap) 5 through 11 years of age   N/A

P!zer-BioNTech COVID-19 Vaccine (Purple Cap) 12 years of age and older  0.3 mL 

Moderna COVID-19 Vaccine 0.5 mL

Janssen COVID-19 Vaccine (Johnson & Johnson) 0.5 mL

Moderately or severely immunocompromised persons 12 years 
of age and older (P!zer-BioNTech recipients) or 18 years and 
older (Moderna recipients) should receive an additional primary 
dose of the same mRNA COVID-19 vaccine administered for the 

primary series at least 28 days after completion of the initial 
2-dose series. An additional primary dose is NOT recommended 
for Janssen vaccine recipients (see #2 for additional information 
for people who received a primary dose of Janssen.) 

https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.htmll
https://www.cdc.gov/vaccines/covid-19/info-by-product/clinical-considerations.htmll
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These conditions and treatments include but are not limited to:

§ Polyethylene glycol (PEG) is an ingredient in both mRNA COVID-19 vaccines, and polysorbate 80 is an ingredient in Janssen COVID-19 Vaccine. Because PEG and 
polysorbate are structurally related, cross-reactive hypersensitivity between these compounds may occur.

¶ When vaccine recipients report a history of an immediate allergic reaction, providers should attempt to determine whether reactions reported following 
vaccination are consistent with immediate allergic reactions versus other types of reactions commonly observed following vaccination, such as vasovagal reaction or 
postvaccination side e#ects (which are not contraindications to receiving the second of an mRNA COVID-19 vaccine dose). 

 � Active treatment for solid tumor and hematologic malignancies

 � Receipt of solid-organ transplant and taking 
immunosuppressive therapy

 � Receipt of CAR-T-cell or hematopoietic stem cell transplant (within 
2 years of transplantation or taking immunosuppression therapy)

 � Moderate or severe primary immunode!ciency (e.g., DiGeorge 
syndrome, Wiskott-Aldrich syndrome)

 � Advanced or untreated HIV infection

 � Active treatment with high-dose corticosteroids (i.e., %20mg 
prednisone or equivalent per day), alkylating agents, 
antimetabolites, transplant-related immunosuppressive 
drugs, cancer chemotherapeutic agents classi!ed as severely 
immunosuppressive, tumor-necrosis (TNF) blockers, and 
other biologic agents that are immunosuppressive or 
immunomodulatory

Moderately and severely immunocompromised people 18 
years and older should follow the booster recommendations 
for the general population (https://www.cdc.gov/vaccines/
covid-19/clinical-considerations/covid-19-vaccines-us.
html#considerations-covid19-vax-booster)

A patient’s clinical team is best positioned to determine the degree 
of immune compromise and appropriate timing of vaccination.

People who are immunocompromised should be counseled 
about the potential for a reduced immune response to COVID-19 
vaccines and the need to continue to follow current prevention 
measures (https://www.cdc.gov/coronavirus/2019-ncov/prevent-
getting-sick/prevention.html) to protect themselves against 
COVID-19 until advised otherwise by their healthcare professional.

Additional information can be found in the Interim Clinical 
Considerations for Use of COVID-19 Vaccines Currently Approved 
or Authorized in the United States: https://www.cdc.gov/vaccines/
covid-19/clinical-considerations/covid-19-vaccines-us.html

4. Have you received a hematopoietic cell transplant (HCT) or CAR-T-cell therapy since receiving 
COVID-19 vaccine?

HCT and CAR-T-cell recipients who received doses of COVID-19 vaccine prior to receiving an HCT or CAR-T-cell therapy should be 
revaccinated with a primary vaccine series at least 3 months (12 weeks) after transplant or CAR-T-cell therapy.

5. Have you ever had an allergic reaction to:
 • A component of a COVID-19 vaccine, including: 

 ӑ Polyethylene glycol (PEG)§, which is found in some medications, such as laxatives and preparations for colonoscopy procedures

 ӑ Polysorbate‡, which is found in some vaccines, !lm-coated tablets, and intravenous steroids 

 • A previous dose of COVID-19 vaccine 

People with a severe allergic reaction¶ to a previous COVID-19 
vaccine dose or a known (diagnosed) allergy to a component of 
the vaccine have a contraindication to vaccination. People who 
had an immediate (< 4 hours), but non-severe allergic reaction to a 
previous dose of COVID-19 vaccine, have a precaution to receiving 
the same type of COVID-19 vaccine product. Although they can 
receive the same product, a di#erent COVID-19 vaccine product 
can also be administered. 

People with a contraindication to one type of COVID-19 vaccine 
(e.g., mRNA) should not receive any doses of that type of 
vaccine and have a precaution to the other type of vaccine (e.g., 
Janssen viral vector). People with a history of immediate allergic 
reaction to a vaccine or injectable therapy that contains multiple 
components, one or more of which is a component of a COVID-19 
vaccine, have a precaution to vaccination with that COVID-19 
vaccine, even if it is unknown which component elicited the 
allergic reaction.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html%23consideratio
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html%23consideratio
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html%23consideratio
https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/prevention.html
https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/prevention.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
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COVID-19 Vaccine Components**

Description
Pfizer-BioNTech mRNA COVID-19 Vaccine

Moderna  
mRNA COVID-19 Vaccine

Janssen  
COVID-19 VaccineFor 5-11 years  

formulation  
(Orange Cap)

For 12 years and  
older formulation  

(Purple Cap)

Active 
ingredients

Nucleoside-modified mRNA encoding the viral 
spike (S) glycoprotein of SARS-CoV-2

Nucleoside-modified mRNA encoding the 
viral spike (S) glycoprotein of SARS-CoV-2

Recombinant, replication-
incompetent Ad26 vector, 
encoding a stabilized variant of 
the SARS-CoV-2 Spike (S) protein

Inactive 
ingredients

2[(polyethylene glycol {PEG})-2000]-N, 
N-ditetradecylacetamide

PEG2000-DMG: 1,2-dimyristoyl-rac-glycerol, 
methoxypolyethylene glycol Polysorbate-80

1,2-distearoyl-sn-glycero-3-phosphocholine 1,2-distearoyl-sn-glycero-3-phosphocholine 2-hydroxypropyl-&-cyclodextrin

Cholesterol Cholesterol Citric acid monohydrate

(4-hydroxybutyl)azanediyl)bis(hexane-6,1-diyl)
bis(2-hexyldecanoate)

SM-102: heptadecan-9-yl 8-((2-hydroxyethyl)  
(6-oxo-6-(undecyloxy) hexyl) amino) octanoate Trisodium citrate dihydrate

Tromethamine Sodium chloride Tromethamine Sodium chloride

Tromethamine 
hydrochloride

Monobasic potassium 
phosphate Tromethamine hydrochloride Ethanol

Sucrose Potassium chloride Acetic acid

Dibasic sodium phosphate 
dihydrate Sodium acetate

Sucrose Sucrose

** None of the vaccines contain eggs, gelatin, latex, or preservatives.

Potential characteristics of allergic reactions, vasovagal reactions, and vaccine side effects following 
COVID-19 vaccination
In patients who experience post-vaccination symptoms, determining 
the etiology (including allergic reaction, vasovagal reaction, or 
vaccine side e#ects) is important to determine whether a person 
can receive additional doses of the vaccine. The following table of 

signs and symptoms is meant to serve as a resource but may not 
be exhaustive, and patients may not have all signs or symptoms. 
Providers should use their clinical judgement when assessing 
patients to determine the diagnosis and appropriate management.

Characteristic Immediate allergic reactions  
(including anaphylaxis) Vasovagal reactions Vaccine side effects  

(local and systemic)

Timing after 
vaccination

Most occur within 15-30 minutes of 
vaccination Most occur within 15 minutes 

Median of 1 to 3 days after 
vaccination (with most occurring 
the day after vaccination)

SIGNS AND SYMPTOMS

Characteristic Immediate allergic reactions  
(including anaphylaxis) Vasovagal reactions Vaccine side effects  

(local and systemic)

Constitutional Feeling of impending doom Feeling warm or cold Fever, chills, fatigue

Cutaneous

Skin symptoms present in ~90% of 
people with anaphylaxis, including 
pruritus, urticaria, "ushing, 
angioedema

Pallor, diaphoresis, clammy skin, sensation of 
facial warmth

Pain, erythema, or swelling at 
injection site, lymphadenopathy 
in same arm as vaccination
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Characteristic Immediate allergic reactions  
(including anaphylaxis) Vasovagal reactions Vaccine side effects  

(local and systemic)

Neurologic
Confusion, disorientation, dizziness, 
lightheadedness, weakness, loss of 
consciousness

Dizziness, lightheadedness, syncope (often 
after prodromal symptoms for a few seconds 
or minutes), weakness, changes in vision (such 
as spots of "ickering lights, tunnel vision), 
changes in hearing

Headache

Respiratory Shortness of breath, wheezing, 
bronchospasm, stridor, hypoxia

Variable; if accompanied by anxiety, may have 
an elevated respiratory rate N/A

Cardiovascular Hypotension, tachycardia Variable; may have hypotension or bradycardia 
during syncopal event N/A

Gastrointestinal Nausea, vomiting, abdominal 
cramps, diarrhea Nausea, vomiting Vomiting or diarrhea might occur

Musculoskeletal N/A N/A Myalgia, arthralgia

VACCINE RECOMMENDATIONS AND CLINICAL MANAGEMENT

Characteristic Immediate allergic reactions  
(including anaphylaxis) 

Vasovagal 
reactions

Vaccine side effects  
(local and systemic)

Can receive a 
subsequent dose of 
COVID-19 vaccine

No, contraindicated if:

 � Severe allergic reaction (e.g., anaphylaxis) 

 � Known (diagnosed) allergy to a component of a COVID-19 vaccine

Yes, with precaution if:

 � Any immediate (onset <4 hours after exposure) allergic reaction to other 
vaccines (non-COVID-19) or injectable therapies 

 � Non-severe, immediate allergic reaction after a previous dose of 
COVID-19 vaccine.

People with a contraindication to mRNA COVID-19 vaccines have a 
precaution to Janssen COVID-19 vaccine and vice versa.

Yes Yes

Healthcare providers or health departments in the United States can request a consultation from the Clinical Immunization Safety Assessment COVIDvax project 
(https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/cisa/index.html) for a complex COVID-19 vaccine safety question not readily addressed by CDC 
guidance about an individual patient residing in the United States.

Healthcare professionals should be familiar with identifying 
severe allergic reactions, including anaphylaxis, and be 
competent in treating these events at the time of vaccine 
administration. Appropriate medical treatment for severe 
allergic reactions must be immediately available in the 
event that an acute anaphylactic reaction occurs following 
administration of a COVID-19 vaccine. See Management of 
Anaphylaxis at COVID-19 Vaccination Sites for additional 
guidance.  
https://www.cdc.gov/vaccines/covid-19/info-by-product/p!zer/
anaphylaxis-management.html

Syncope may occur in association with injectable 
vaccines, in particular among adolescents. 
Procedures should be in place to avoid falling injuries 
and manage syncopal reactions. All people are 
recommended to be observed following COVID-19 
vaccination for at least 15 minutes. Patients should 
be seated or lying down for vaccination and during 
the observation period to decrease the risk for injury 
should they faint. If syncope develops, patients 
should be observed until symptoms resolve.

https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/cisa/index.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/anaphylaxis-management.html
https://www.cdc.gov/vaccines/covid-19/info-by-product/pfizer/anaphylaxis-management.html
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6. Have you ever had an allergic reaction to another vaccine (other than COVID-19 vaccine)  
or another injectable medication?

A history of any immediate allergic reaction (onset <4 hours 
of exposure) to any other vaccine or injectable therapy (i.e., 
intramuscular, intravenous, or subcutaneous vaccines or 
therapies not related to a component of COVID-19 vaccines) 
is a precaution to currently FDA-authorized or -approved 
COVID-19 vaccines. This also applies if the non-COVID-19 
vaccine or therapy has multiple components, one or more 
of which is a component of a COVID-19 vaccine, and it is 
unknown which component elicited the allergic reaction. 
Vaccine may be given, but counsel patients about unknown 

risks of developing a severe allergic reaction and balance 
these risks against the benefits of vaccination. Deferral 
of vaccination and/or consultation with an allergist-
immunologist should be considered. Considerations for 
vaccination include risk of exposure to SARS-CoV-2, risk of 
severe disease or death due to COVID-19, previous infection 
with COVID-19, unknown risk of anaphylaxis following 
COVID-19 vaccination, and ability of recipient to receive care 
immediately for anaphylaxis, if necessary. These individuals 
should be observed for 30 minutes after vaccination. 

7. Clinical Considerations:

Response Consideration

Female between 18 
and 49 years of age

Women 18 through 49 years of age can receive any FDA-authorized or -approved COVID-19 
vaccine.  However, they should be informed of the rare but increased risk of thrombosis with 
thrombocytopenia syndrome (TTS) after receipt of the Janssen COVID-19 Vaccine and the 
availability of other FDA-authorized and -approved COVID-19 vaccines. People who had TTS after 
a !rst dose of Janssen vaccine should not receive a subsequent dose of Janssen product. (https://
www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/
janssen-covid-19-vaccine)

Additional recipient education materials can be found at www.cdc.gov/coronavirus/2019-ncov/
vaccines/safety/JJUpdate.html.

Male between 12 and 
29 years of age

Males 5 through 17 years of age may receive the correct formulation of P!zer-BioNTech COVID-19 
vaccine.  Males 18 and older can receive any FDA-authorized or -approved vaccine.

However, people receiving an mRNA COVID-19 vaccine, especially males 12 through 29 years of age 
and their parents/legal representative (when relevant), should be informed of the risk of developing 
myocarditis (an in"ammation of the heart muscle) or pericarditis (in"ammation of the lining around 
the heart) after receipt of an mRNA vaccine. Accumulating evidence from multiple sources suggests 
a higher risk for myocarditis following Moderna compared to P!zer-BioNTech vaccination; however, 
it is not possible to directly compare the risk in persons aged 12–17 years old because P!zer-
BioNTech is the only COVID-19 vaccine authorized in this age group. There are currently no data 
comparing the risk for myocarditis after a booster dose of P!zer-BioNTech COVID-19 Vaccine versus 
a booster dose of Moderna COVID-19 Vaccine. The risk of myocarditis or pericarditis associated with 
SARS-CoV-2 infection is greater than the risk of myocarditis or pericarditis occurring after receipt 
of an mRNA COVID-19 vaccine in adolescents and adults. Vaccine recipients should be counseled 
about the need to seek care if symptoms of myocarditis or pericarditis develop after vaccination. 

Additional recipient education materials can be found at www.cdc.gov/coronavirus/2019-ncov/
vaccines/safety/myocarditis.html. 

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/janssen-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/janssen-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/janssen-covid-19-vaccine
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/JJUpdate.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/JJUpdate.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/myocarditis.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/myocarditis.html
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Response Consideration

History of myocarditis 
or pericarditis

Myocarditis or pericarditis after receipt of the first dose of an mRNA COVID-19 vaccine series 
but before administration of the second dose

Experts advise that people who develop myocarditis or pericarditis after a dose of an mRNA 
COVID-19 vaccine not receive  a subsequent dose of any COVID-19 vaccine, until additional 
safety data are available.

Administration of a subsequent dose of COVID-19 vaccine before safety data are available can be 
considered in certain circumstances after the episode of myocarditis or pericarditis has completely 
resolved. Until additional data are available, some experts recommend a Janssen COVID-19 
vaccine be considered instead of an mRNA COVID-19 vaccine. Decisions about proceeding 
with a subsequent dose should include a conversation between the patient, their parent/legal 
representative (when relevant), and their clinical team, which may include a cardiologist.

Considerations for vaccination can be found at: https://www.cdc.gov/vaccines/covid-19/
clinical-considerations/covid-19-vaccines-us.html#underlying-conditions. Healthcare providers 
and health departments may also request a consultation from the Clinical Immunization Safety 
Assessment Project at www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/cisa/index.html. 

History of myocarditis or pericarditis prior to COVID-19 vaccination 

People who have a history of myocarditis or pericarditis unrelated to mRNA COVID-19 
vaccination may receive any FDA-authorized or -approved COVID-19 vaccine after the episode 
of myocarditis or pericarditis has completely resolved.

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

Allergic reactions, including severe allergic reactions, NOT related to vaccines, injectable 
therapies, or components of COVID-19 vaccines, are NOT contraindications or precautions 
to vaccination with currently FDA-authorized or -approved COVID-19 vaccines. However, 
individuals who have had severe allergic reactions to anything, regardless of cause, should be 
observed for 30 minutes after vaccination.

Treated with 
monoclonal antibodies 
or convalescent serum 

Vaccination should be o#ered to people regardless of history of prior symptomatic or asymptomatic 
SARS-CoV-2 infection. There is no recommended minimal interval between infection and vaccination. 

However, vaccination should be deferred if a patient received monoclonal antibodies or convalescent 
serum as treatment for COVID-19 or for post-exposure prophylaxis. This is a precautionary measure 
until additional information becomes available, to avoid interference of the antibody treatment with 
vaccine-induced immune responses.

Defer COVID-19 vaccination for 30 days when a passive antibody product was used for post-exposure 
prophylaxis.

Defer COVID-19 vaccination for 90 days when a passive antibody product was used to treat COVID-19.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html%23underlying-c
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html%23underlying-c
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/cisa/index.html
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Response Consideration

Had multisystem 
in"ammatory 
syndrome; either MIS-C 
(children) or MIS-A 
(adults)

It is unknown if people with a history of MIS-C or MIS-A are at risk for a dysregulated immune 
response to COVID-19 vaccination.

People with a history of MIS-C or MIS-A may choose to be vaccinated. Considerations for vaccination 
may include:

 � Clinical recovery from MIS-C or MIS-A, including return to normal cardiac function

 � Personal risk of severe acute COVID-19 (e.g., age, underlying conditions)

 � High or substantial community transmission of SARS-CoV-2 and personal increased risk of 
reinfection. 

 � Timing of any immunomodulatory therapies (general best practice guidelines for immunization 
can be consulted for more information https://www.cdc.gov/vaccines/hcp/acip-recs/general-
recs/index.html)

 � It has been 90 days or more since their diagnosis of MIS-C

 � Onset of MIS-C occurred before any COVID-19 vaccination

A conversation between the patient, their guardian(s), and their clinical team or a specialist may 
assist with COVID-19 vaccination decisions. Healthcare providers and health departments may also 
request a consultation from the Clinical Immunization Safety Assessment Project at www.cdc.gov/
vaccinesafety/ensuringsafety/monitoring/cisa/index.html.

Have a bleeding 
disorder

Take a blood thinner

As with all vaccines, any COVID-19 vaccine product may be given to these patients, if a physician 
familiar with the patient’s bleeding risk determines that the vaccine can be administered 
intramuscularly with reasonable safety. 

ACIP recommends the following technique for intramuscular vaccination in patients with bleeding 
disorders or taking blood thinners: a !ne-gauge needle (23-gauge or smaller caliber) should be used 
for the vaccination, followed by !rm pressure on the site, without rubbing, for at least 2 minutes. 

People who regularly take aspirin or anticoagulants as part of their routine medications do not need 
to stop these medications prior to receipt of any COVID-19 vaccine.

https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html
https://www.cdc.gov/vaccines/hcp/acip-recs/general-recs/index.html
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/cisa/index.html
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/cisa/index.html
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Response Consideration

History of 
heparin-induced 
thrombocytopenia 
(HIT) or 
thrombosis with 
thrombocytopenia 
syndrome (TTS)

Although the etiology of TTS associated with the Janssen COVID-19 vaccine is unclear, it appears to 
be similar to another rare immune-mediated syndrome, heparin-induced thrombocytopenia (HIT). 
People with a history of an episode of an immune-mediated syndrome characterized by thrombosis 
and thrombocytopenia, such as HIT, should be o#ered a currently FDA-approved or FDA-authorized 
mRNA COVID-19 vaccine if it has been '90 days since their TTS resolved. After 90 days, patients may 
be vaccinated with any currently FDA-approved or FDA-authorized COVID-19 vaccine, including 
Janssen COVID-19 Vaccine. However, people who developed TTS after their initial Janssen vaccine 
should not receive a Janssen booster dose. 

Experts believe the following factors do not make people more susceptible to TTS after receipt 
of the Janssen COVID-19 Vaccine. People with these conditions can be vaccinated with any FDA-
authorized or - approved COVID-19 vaccine, including the Janssen COVID-19 Vaccine:

 � A prior history of venous thromboembolism

 � Risk factors for venous thromboembolism (e.g., inherited or acquired thrombophilia including 
Factor V Leiden; prothrombin gene 20210A mutation; antiphospholipid syndrome; protein C, 
protein S or antithrombin de!ciency

 � A prior history of other types of thromboses not associated with thrombocytopenia

 � Pregnancy, post-partum status, or receipt of hormonal contraceptives (e.g., combined oral 
contraceptives, patch, ring)

Additional recipient education materials can be found at www.cdc.gov/coronavirus/2019-ncov/
vaccines/safety/JJUpdate.html.

Currently pregnant or 
breastfeeding

Vaccination is recommended for all people aged 12 years and older, including people that are:

 � Pregnant

 � Breastfeeding

 � Trying to get pregnant now or who might become pregnant in the future 

Pregnant, breastfeeding, and post-partum people 18 through 49 years of age should be aware of 
the rare risk of TTS after receipt of the Janssen COVID-19 Vaccine and the availability of other FDA- 
authorized or -approved COVID-19 vaccines (i.e., mRNA vaccines).

For purposes of decisions around administering both primary series vaccination and a booster dose,  
(https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/pregnant-people.html) 
pregnant and recently pregnant people (for at least 42 days following end of pregnancy) should be 
considered in the same group as people with underlying medical conditions (https://www.cdc.gov/
coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html).

https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/JJUpdate.html
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/JJUpdate.html
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/pregnant-people.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html
https://www.cdc.gov/coronavirus/2019-ncov/hcp/clinical-care/underlyingconditions.html
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Response Consideration

Have dermal !llers

FDA-authorized or -approved COVID-19 vaccines can be administered to people who have received 
injectable dermal !llers who have no contraindications for vaccination. 

Infrequently, these people might experience temporary swelling at or near the site of !ller injection 
(usually the face or lips) following administration of a dose of an mRNA COVID-19 vaccine. These 
people should be advised to contact their healthcare provider if swelling develops at or near the site 
of dermal !ller following vaccination.

History of Guillain-
Barré Syndrome (GBS)

People with a history of GBS can receive any FDA-authorized or -approved COVID-19 vaccine. 
However, given the possible association between the Janssen COVID-19 Vaccine and an 
increased risk of GBS, a patient with a history of GBS and their clinical team should discuss 
the availability of mRNA vaccines to offer protection against COVID-19. The highest risk has 
been observed in men aged 50-64 years with symptoms of GBS beginning within 42 days after 
Janssen COVID-19 vaccination. 

People who had GBS after receiving Janssen vaccine should be made aware of the option to 
receive an mRNA COVID-19 vaccine booster at least 2 months (8 weeks) after the Janssen dose. 
However, Janssen vaccine may be used as a booster, particularly if GBS occurred more than 42 
days after vaccination or was related to a non-vaccine factor. Prior to booster vaccination, a 
conversation between the patient and their clinical team may assist with decisions about use of 
a COVID-19 booster dose, including the timing of administration.
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