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VACCINE INFORMATION FACT SHEET FOR RECIPIENTS AND CAREGIVERS 
ABOUT COMIRNATY (COVID-19 VACCINE, mRNA)  

AND THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT CORONAVIRUS 
DISEASE 2019 (COVID-19) FOR USE IN INDIVIDUALS 12 YEARS OF AGE AND 

OLDER 
 

 
FOR 12 YEARS OF AGE AND OLDER 

 
 

 
You are being offered either COMIRNATY (COVID-19 Vaccine, mRNA) or the 
Pfizer-BioNT  

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

1 
 

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

• a 2-dose primary series to individuals 12 through 15 years;  
• a third primary series dose to individuals 12 years of age and older who 

have been determined to have certain kinds of immunocompromise; 
and  

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

o 65 years of age and older 
o 18 through 64 years of age at high risk of severe COVID-19 

 
1 When prepared according to their respective instructions for use, the FDA-approved COMIRNATY 
(COVID-19 Vaccine, mRNA) and the two EUA-authorized formulations of Pfizer-BioNTech COVID-19 
Vaccine for ages 12 years of age and older can be used interchangeably without presenting any safety or 
effectiveness concerns.  
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o 18 through 64 years of age with frequent institutional or 
occupational exposure to SARS-CoV-2  

• a single booster dose to eligible individuals who have completed 
primary vaccination with a different authorized COVID-19 vaccine. 
Booster eligibility and schedule are based on the labeling information 
of the vaccine used for the primary series.  

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

• a 2-dose primary series to individuals 12 years of age and older;  
• a third primary series dose to individuals 12 years of age and older who 

http://www.cvdvaccine.com/
http://www.cvdvaccine.com/
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WHAT IS COMIRNATY (COVID-19 VACCINE, mRNA) AND HOW IS IT RELATED TO 
THE PFIZER-BIONTECH COVID-19 VACCINE? 
 
COMIRNATY (COVID-19 Vaccine, mRNA) and the Pfizer-BioNTech COVID-19 Vaccine 
when prepared according to their respective instructions for use, can be used 
interchangeably. 
 
For more information on EUA, see the “What is an Emergency Use Authorization 
(EUA)?” section at the end of this Fact Sheet.  
 
WHAT SHOULD YOU MENTION TO YOUR VACCINATION PROVIDER BEFORE 
YOU GET THE VACCINE? 
Tell the vaccination provider about all of your medical conditions, including if 
you: 

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

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

 
HOW IS THE VACCINE GIVEN? 
The Pfizer-BioNTech COVID-19 Vaccine or COMIRNATY will be given to you as an 
injection into the muscle. 
 
Primary Series: The vaccine is administered as a 2-dose series, 3 weeks apart. A third 
primary series dose may be administered at least 4 weeks after the second dose to 
individuals who are determined to have certain kinds of immunocompromise. 
 
Booster Dose:  

• A single booster dose of the vaccine may be administered at least 6 months after 
completion of a primary series to individuals: 

o 65 years of age and older 
o 18 through 64 years of age at high risk of severe COVID-19 
o 18 through 64 years of age with frequent institutional or occupational 

exposure to SARS-CoV-2  
• A single booster dose of the vaccine may be administered to certain individuals 

who have completed primary vaccination with a different authorized 
COVID-19 vaccine. Please check with your healthcare provider regarding 
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• Difficulty breathing 
• Swelling of your face and throat 
• A fast heartbeat 
• A bad rash all over your body 
• Dizziness and weakness 

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

• Chest pain 
• Shortness of breath 
• Feelings of having a fast-beating, fluttering, or pounding heart 

 
Side effects that have been reported with the vaccine include:  

• severe allergic reactions 
• non-severe allergic reactions such as rash, itching, hives, or swelling of the face 
• myocarditis (inflammation of the heart muscle) 
• pericarditis (inflammation of the lining outside the heart) 
• injection site pain 
• tiredness 
• headache 
• muscle pain 
• chills 
• joint pain 
• fever 
• injection site swelling 
• injection site redness 
• nausea 
• feeling unwell 
• swollen lymph nodes (lymphadenopathy) 
• decreased appetite 
• diarrhea 
• vomiting 
• arm pain 
• fainting in association with injection of the vaccine 

 
These may not be all the possible side effects of the vaccine. Serious and unexpected 
side effects may occur. The possible side effects of the vaccine are still being studied in 
clinical trials. 
 
WHAT SHOULD I DO ABOUT SIDE EFFECTS? 
If you experience a severe allergic reaction, call 9-1-1, or go to the nearest hospital. 
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Call the vaccination provider or your healthcare provider if you have any side effects 
that bother you or do not go away. 
 
Report vaccine side effects to FDA/CDC Vaccine Adverse Event Reporting System 
(VAERS). The VAERS toll-free number is 1-800-822-7967 or report online to 
https://vaers.hhs.gov/reportevent.html. Please include either “COMIRNATY (COVID-19 
Vaccine, mRNA)” or “Pfizer-BioNTech COVID-19 Vaccine EUA”, as appropriate, in the 
first line of box #18 of the report form. 
 
In addition, you can report side effects to Pfizer Inc. at the contact information provided 
below. 
 

Website Fax number Telephone number 

www.pfizersafetyreporting.com 1-866-635-8337 1-800-438-1985 
 
You may also be given an option to enroll in v-safe. V-safe is a new voluntary 
smartphone-based tool that uses text messaging and web surveys to check in with 
people who have been vaccinated to identify potential side effects after COVID-19 
vaccination. V-safe asks questions that help CDC monitor the safety of COVID-19 
vaccines. V-safe also provides second-dose reminders if needed and live telephone 
follow-up by CDC if participants report a significant health impact following COVID-19 
vaccination. For more information on how to sign up, visit: www.cdc.gov/vsafe. 
 
WHAT IF I DECIDE NOT TO GET COMIRNATY (COVID-19 VACCINE, mRNA) OR 
THE PFIZER-BIONTECH COVID-19 VACCINE?  
Under the EUA, it is your choice to receive or not receive the vaccine. Should you 

https://urldefense.proofpoint.com/v2/url?u=http-3A__www.cdc.gov_vsafe&d=DwMF-g&c=UE1eNsedaKncO0Yl_u8bfw&r=iggimxFo1bnCoTNHtFHht7zBjWLmMD5xyYOHusHEMRA&m=NUusRcDWxrAYwskpVPikFjIp1YMB1upPlqmEqHLqywo&s=ZgZDg3o&s=A6ZgZDgFN/O/Layout/WritingMode/LrTb>><</O/Layout/WritingMode/LrTb>><</EndIndent 12.1/O/Layout/WritingMode/L6ing9:6.1/O/>><</O/V2Iy29UDWQqf3K-6eMVizRE&e=ang(EN-US/O/Layo/Annot>><</S/URI/URI(https://urldefense.proofpoint367ingModel?u=htt67i2144ww.cdc.gov_vsafe&d=DwMF2g&c=UE1eNsedaKncO0Yl_u8bfw&r=iggimxFo1bnCoTNHtFHht7zBjWLmMD5xyYOHusHEMRA&m=NUusRcDWxrAYwskpVPikFjIp1YMB1upPlqmEqHLqywo&s=ZgZDg3o&s=A6ZgZDgFN/O/Layout/WritingMode/LrTb>><</O/Layout/WritingMode/LrTb>><</EndIndent 12.1/O/Layout/WritingMode/L6ing9:6.1/O/>><</O/V2Iy29UDWQqf3K-6eMVizRE&e=ang(EN-US/P 304 0 6710 0 R39/Hyperlink>><</O/Lay 329P 56 0 R/Pg 13 0 R/S/Normal>><</><</O/Layout/25 R/Pg 10 0Sp/WrAfter 6.00Sp/WrBefore 6.00Start/O/Layo5i21/rmalAlign/CLayRI(hR/S/Hyperlink>><</O/K6 327P 56 3 330g 13 0TH<</O/K[ 3440 0 R329P 59 345P 59 33/HyperP7 331g 13 0TRng(EN-US/ct[463.[ 3330 0 R37/HyperP7out>><< 0TablingMode/LrT59i214 53.)/P530.8BS<<6.691>><</O/Layout/WritingMode/LrTb>.[ 3440 0 R245P 59 235P 59 24/HyperP7 331g 13 0TRng(ENR/KgMod 3330 06 0 R/Pg 13 0Artifact<</O/K6 297P 56 3 200g 13 0TH<</O/K5 340P 56 3 200g 13 0TH<</O/K5 350P 56 3 200g 13 0TH<</O/A4 3396 0 R/K 37/Lang(EN-US)/ 24/Hyp6 0 R/Pg 13 0 R/S/Normal>><</><</O/Layout/25 R/Pg 10 0Sp/WrAfter 6.00Sp/WrBefore 6.00Start/O/Layo5i21/rmalAlign/CLayRI(hR/S/Hyperlink>><</O/A6 3419 0 R/K 14/Lang(EN-US)/ 235P 56 0 R/Pg 13 0 R/S/Normal>><</><</O/Layout/25 R/Pg 10 0Sp/WrAfter 6.00Sp/WrBefore 6.00Start/O/Layo5i21/rmalAlign/CLayRI(hR/S/Hyperlink>><</O/A6 302 0 R/K 11/Lang(EN-US)/R245P 56 0 R/Pg 13 0 R/S/Normal>><</><</O/Layout/25 R/Pg 10 0Sp/WrAfter 6.00Sp/WrBefore 6.00Start/O/Layo5i21/rmalAlign/CLayRI(hR/S/Hyperlink>><</O/K6276 3 330g 13 0 R/Pg 13 0Artifact<</O/K6 377P 56 3 330g 13 0TD<</O/K6 347P 56 3 330g 13 0TD<</O/A2 348304 0 R46 349Hyperlink>PT-BRUS)/R335P 56 0 R/Pg 13 0 R/S/Normal>><</><</O/Layout/25 R/Pg 10 0Sp/WrAfter 6.00Sp/WrBefore 6.00Start/O/Layo5i21/rmalAlign/CLayRI(hR/S/Hyperlink>><</O/K62 37/Lang(EN-US)/ 34/Hyp6 0 R/Pg 13 0Sp/n<</O/A2 3419 0 R/2337/Lang(EN-US)/ 345P 56 0 R/Pg 13 0 R/S/Normal>><</><</O/Layout/25 R/Pg 10 0Sp/WrAfter 6.00Sp/WrBefore 6.00Start/O/Layo5i21/rmalAlign/CLayRI(hR/S/Hyperlink>><</O/A0 353[463.2576 3 3R/BS<</S/S/Type/Border/W 0>>/Border[0 0 0]/H/I/R413 0 R/S46 3927/BS<</S/S/Type/Border/W 0>>/Border[0 0 0]/H/I/R44/Type/Annot>><</S/URI/URI(http://www.cvdvaccine.com/)>><53.8 27753.83 2737i2341529.61.gov_vsafe&d=DwMF1/Lang(EN-US)/P 56 0 R/Pg 10 0 R/S/Body#20Text>><</pfizerupPltyreporS/HyK 1/Lang(EN-US46/Type/Annot>><</S/URI/URI(http://www.cvdvaccine.com/)>>69.173 2753.83 2158.3 27729.61.gov_vsafe&d=DwMF0/Lang(EN-US)/P 56 0 R/Pg 10 0 R/S/Body#20Text>><</pfizerupPltyreporS/HyK 1/Lang(EN-US488304 0 R 629P 59 49/Hyperlink>><</O/Layout>><</A 309 0 R/K 48/P 68 0 R/Pg 10 0 R/S/Hyperlink>><</O/Lay553[463.2556 3 47/BS<</S/S/Type/Border/W 0>>/Border[0 0 0]/H/I/R513 0 R/S44 3926/BS<</S/S/Type/Border/W 0>>/Border[0 0 0]/H/I/R54/Type/Annot>><</S/URI/URI(http://www.cvdvaccine.com/)>><68.4214639.2320 com03 2653.0013 0 R/Type/MCR>9g&c=UE1eNsedaKncO0Yl_u8bfw&r=iggimxFo1bnCoTNHtFvaeru.hhsp1YM/reporSevMCR.htmlang
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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 

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


https://tips.hhs.gov/
https://tips.hhs.gov/
http://www.hrsa.gov/cicp/
http://www.hrsa.gov/cicp/
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This EUA for the Pfizer-BioNTech COVID-19 Vaccine and COMIRNATY will end when 
the Secretary of HHS determines that the circumstances justifying the EUA no longer 
exist or when there is a change in the approval status of the product such that an EUA 
is no longer needed. 
 
 
 

 
Manufactured by 
Pfizer Inc., New York, NY 10017  
 

 
Manufactured for 
BioNTech Manufacturing GmbH  
An der Goldgrube 12 
55131 Mainz, Germany 
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