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COVID-19 vaccine development: Clinical information

Clinical guidance

Find clinical vaccine guidance from the U.S. Food and Drug Administration (FDA), Centers for Disease
Control and Prevention (CDC) and other health organizations.

FDA

e Vaccines and Related Biological Products Advisory Committee
e FDA information on COVID-19 Vaccines

CDC

e Myocarditis and Pericarditis Following mRNA COVID-19 Vaccination

e Clinical Considerations: Myocarditis and Pericarditis after Receipt of mMRNA COVID-19
Vaccines Among Adolescents and Young Adults

e Advisory Committee on Immunization Practices

e Healthcare Professionals: Preparing for COVID-19 Vaccination

e COVID-19 Vaccination Communication Toolkit For Medical Centers, Clinics, and Clinicians

Janssen/J&J COVID-19 vaccine

e FDA: The FDA has issued an EUA to permit the emergency use of the Janssen COVID-19
Vaccine for the prevention of COVID-19 in individuals 18 years of age and older.

e FDA: The FDA has issued an amended EUA with warnings and precautions for Thrombosis
with Thrombocytopenia.

e FDA: Fact Sheet for Healthcare Providers Administering the Janssen COVID-19 Vaccine

e CDC HAN: Cases of Cerebral Venous Sinus Thrombosis with Thrombocytopenia after
Receipt of the Johnson & Johnson COVID-19 Vaccine (includes recommendations for
clinicians)

e American Society of Hematology Guidance: Thrombosis with Thrombocytopenia
Syndrome (also termed Vaccine-induced Thrombotic Thrombocytopenia)
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https://www.fda.gov/advisory-committees/vaccines-and-related-biological-products-advisory-committee/2020-meeting-materials-vaccines-and-related-biological-products-advisory-committee
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/covid-19-vaccines
https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/myocarditis.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/myocarditis.html
https://www.cdc.gov/vaccines/acip/index.html
https://www.cdc.gov/vaccines/covid-19/hcp/index.html
https://www.cdc.gov/vaccines/covid-19/health-systems-communication-toolkit.html
https://www.fda.gov/media/146303/download?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/147865/download
https://www.fda.gov/media/146304/download?utm_medium=email&utm_source=govdelivery
https://emergency.cdc.gov/han/2021/han00442.asp
https://emergency.cdc.gov/han/2021/han00442.asp
https://www.hematology.org/covid-19/vaccine-induced-immune-thrombotic-thrombocytopenia
https://www.hematology.org/covid-19/vaccine-induced-immune-thrombotic-thrombocytopenia
https://www.ama-assn.org/
https://www.ama-assn.org/delivering-care/public-health/covid-19-vaccine-development-clinical-information

AMAE

o CDC Morbidity and Mortality Weekly Report:Updated Recommendations from the Advisory
Committee on Immunization Practices for Use of the Janssen (Johnson & Johnson) COVID-
19 Vaccine After Reports of Thrombosis with Thrombocytopenia Syndrome Among Vaccine
Recipients—United States, April 2021

Pfizer-BioNTech COVID-19 vaccine

e FDA: The FDA has issued an Emergency Use Authorization (EUA) to permit the emergency
use of the Pfizer-BioNTech COVID-19 Vaccine, for active immunization to prevent COVID-19
in individuals 16 years of age and older.

e FDA: Fact Sheet for Healthcare Providers Administering the Pfizer-BioNTech COVID-19
Vaccine

e CDC Morbidity and Mortality Weekly Report: The Advisory Committee on Immunization
Practices’ Interim Recommendation for Use of Pfizer-BioNTech COVID-19 Vaccine—United
States, December 2020

o CDC: What Clinicians Need to Know About the Pfizer-BioNTech COVID-19 Vaccine

Moderna COVID-19 vaccine

e FDA: The FDA has issued an EUA to permit the emergency use of the Moderna COVID-19
Vaccine for the prevention of COVID-19 in individuals 18 years of age and older.

e FDA: Fact Sheet for Healthcare Providers Administering the Moderna COVID-19 Vaccine

e CDC Morbidity and Mortality Weekly Report: The Advisory Committee on Immunization
Practices’ Interim Recommendation for Use of Moderna COVID-19 Vaccine—United States,
December 2020
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https://www.cdc.gov/mmwr/volumes/70/wr/mm7017e4.htm
https://www.cdc.gov/mmwr/volumes/70/wr/mm7017e4.htm
https://www.cdc.gov/mmwr/volumes/70/wr/mm7017e4.htm
https://www.cdc.gov/mmwr/volumes/70/wr/mm7017e4.htm
https://www.fda.gov/media/144412/download
https://www.fda.gov/media/144413/download
https://www.fda.gov/media/144413/download
https://www.cdc.gov/mmwr/volumes/69/wr/mm6950e2.htm?s_cid=mm6950e2_x
https://www.cdc.gov/mmwr/volumes/69/wr/mm6950e2.htm?s_cid=mm6950e2_x
https://www.cdc.gov/mmwr/volumes/69/wr/mm6950e2.htm?s_cid=mm6950e2_x
https://www.cdc.gov/vaccines/covid-19/downloads/pfizer-biontech-vaccine-what-Clinicians-need-to-know.pdf
https://www.fda.gov/media/144636/download
https://www.fda.gov/media/144637/download
https://www.cdc.gov/mmwr/volumes/69/wr/mm695152e1.htm?s_cid=mm695152e1_e&ACSTrackingID=USCDC_921-DM45179&ACSTrackingLabel=MMWR%20Early%20Release%20-%20Vol.%2069%2C%20December%2020%2C%202020&deliveryName=USCDC_921-DM45179
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