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Janssen COVID-19 Vaccine

May 5, 2022: The FDA Limits Use of Janssen COVID-19 Vaccine to Certain Individuals. Read the press release (/news-events/press-
announcements/coronavirus-covid-19-update-fda-limits-use-janssen-covid-19-vaccine-certain-individuals).

{ Fact Sheets and FAQs J

{ Fact Sheet Translations }

{ Informacién sobre las vacunas para el COVID-19 (https://www.fda.gov/about-fda/fda-en-espanoI/informacion-sobre-las-vacunas-para-el-c%svidJ9)

Janssen COVID-19 Vaccine is available under EUA as a single primary vaccination dose for individuals 18 years of
age and older and as a single booster dose for individuals 18 years of age and older at least two months after
completing primary vaccination with the vaccine.

On May 5, 2022, the U.S. Food and Drug Administration limited the authorized use of the Janssen COVID-19
Vaccine to individuals 18 years of age and older for whom other authorized or approved COVID-19 vaccines are
not accessible or clinically appropriate, and to individuals 18 years of age and older who elect to receive the
Janssen COVID-19 Vaccine because they would otherwise not receive a COVID-19 vaccine.

The Janssen COVID-19 Vaccine is also authorized for use as a heterologous (or “mix and match”) single booster
dose for individuals 18 years of age and older following completion of primary vaccination with a different
available COVID-19 vaccine. For example, Pfizer-BioNTech COVID-19 Vaccine and Moderna COVID-19 vaccine
recipients 18 years of age and older may receive a single booster dose of the Janssen COVID-19 Vaccine. View
COVID-19 vaccine booster eligibility (/emergency-preparedness-and-response/coronavirus-disease-2019-covid-

19/do-i-qualify-covid-19-vaccine-booster-and-which-one).

Emergency Use Authorization Status:
Authorized

Name:

Janssen COVID-19 Vaccine
Manufacturer:

Janssen Biotech Inc.,
a Janssen Pharmaceutical Company of Johnson & Johnson

Authorized Use

For the prevention of Coronavirus Disease 2019 (COVID-19) in individuals 18 years of age and older for whom
other FDA-authorized or approved COVID-19 vaccines are not accessible or clinically appropriate, and in
individuals 18 years of age and older who elect to receive the Janssen COVID-19 Vaccine because they would
otherwise not receive a COVID-19 vaccine.

Common Side Effects
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The most commonly reported side effects were pain at the injection site, headache, fatigue, muscle aches and

https://www.fda.gov/emergency-preparedness-and-response/coronavirus-...

nausea. Most of these side effects occurred within 1-2 days following vaccination and were mild to moderate in

severity and lasted 1-2 days. Learn more (/media/146305/download).

Fact Sheets (English) and FAQs

Information

Fact Sheet for Healthcare Providers Administering Vaccine (/media/146304/download)

Fact Sheet for Recipients and Caregivers (/media/146305/download)

Frequently Asked Questions on the Janssen COVID-19 Vaccine (/emergency-preparedness-and-

response/coronavirus-disease-2019-covid-19/janssen-covid-19-vaccine-frequently-asked-
questions)

Regulatory Information

Information

Letter of Authorization (https://www.fda.gov/media/146303/download) (Reissued)

Concurrence Letter (/media/157554/download)

Concurrence Letter (/media/156787/download)

Letter Granting EUA Amendment (/media/155862/download)

Letter Granting EUA Amendment (https://www.fda.gov/media/155391/download)

Addendum to Jan 7, 2022 Review Memorandum (/media/155467/download)

Review Memorandum (/media/155466/download)

Decision Memorandum Addendum (/media/155547/download)

Decision Memorandum Addendum (/media/155236/download)

Addendum to Dec. 22, 2021 Review Memorandum (/media/155671/download)

Review Memorandum (/media/155670/download)

Letter Granting EUA Amendment (/media/154870/download)

Letter of Authorization (/media/146303/download) (Reissued)

Decision Memorandum Addendum (/media/154359/download)

FDA Decision Memorandum Addendum (/media/153944/download)

Concurrence Letter (/media/153931/download)

Memorandum to the File (/media/153439/download)

Decision Memorandum (/media/153441/download)

Last Updated
May 5, 2022
May 5, 2022

February 16, 2022

Date

May 5, 2022

April 7,2022
March 4, 2022
January 31, 2022
January 11, 2022
January 7, 2022
January 7, 2022
January 6, 2021
December 30, 2021
December 22, 2021
December 22, 2021
December 14, 2021
November 19, 2021
November 18, 2021
November 5, 2021
November 5, 2021
October 20, 2021

October 20, 2021
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Information

Advisory Committee Meeting Information (/advisory-committees/advisory-committee-calendar
/vaccines-and-related-biological-products-advisory-committee-october-14-15-2021-meeting-
announcement)

FDA Decision Memorandum Addendum (/media/152567/download)

Concurrence Letter (/media/152547/download)

FDA Decision Memorandum Addendum (/media/152170/download)

Concurrence Letter (/media/152171/download)

FDA Decision Memorandum Addendum (/media/152100/download)

Concurrence Letter (https://www.fda.gov/media/152046/download)

Letter Granting EUA Amendment (/media/151868/download)

Concurrence Letter (/media/151141/download) (shelf life extension to 6 months)

FDA Decision Memorandum Addendum (/media/150745/download)

Concurrence Letter (/media/150743/download)

Letter Granting EUA Amendment (/media/150723/download)

Concurrence Letter (/media/150136/download) (Reissued)

Concurrence Letter (/media/150163/download) (Reissued)

Concurrence Letter (/media/150567/download)

FDA Decision Memorandum Addendum (/media/150571/download)

FDA Decision Memorandum Addendum (/media/150139/download)

FDA Decision Memorandum (/media/150081/download)

Concurrence Letter (/media/150064/download) (concurring with the extension of the shelf-life of
Janssen COVID-19 Vaccine stored at 2-8°C, from 3 months to 4.5 months)

Letter Granting EUA Amendment (/media/147865/download)

Letter Granting EUA Amendment (/media/147194/download)

FDA Decision Memorandum (/media/146338/download)

Advisory Committee Meeting Information (/advisory-committees/advisory-committee-calendar
/vaccines-and-related-biological-products-advisory-committee-february-26-2021-meeting-
announcement)

Media Materials and Webcasts

Information

Date

October 15, 2021

September 29, 2021
September 29, 2021
September 14, 2021
September 14, 2021
September 8, 2021
September 8, 2021
August 30, 2021
July 28, 2021

July 13,2021

July 13,2021

July 12,2021

July 2, 2021

July 2, 2021

July 2, 2021

July 1, 2021

June 15, 2021

June 11, 2021

June 10, 2021

April 23, 2021
March 29, 2021
February 27, 2021

February 26, 2021

Date
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VACINA CONTRA A COVID-19 DA JANSSEN PARA PREVENCAOQ DA DOENGA POR CORONAVIRUS 2019 (COVID-19) EM (Portuguese)
INDIVIDUOS COM IDADE IGUAL OU SUPERIOR A 18 ANOS (/media/146741/download)

(January 11, 2022)

NHSOPMALIMOHHbIN BIONNETEHb A1 PELUUMUMEHTOB W COELIMANTIMCTOB MO YXONY (/media Pycckuit (Russian)
[154426/download)
(January 11, 2022)

HOJA INFORMATIVA PARA RECEPTORES Y PROVEEDORES DE CUIDADO (/media/146762/download) Espafiol (Spanish)
(January 31, 2022)

FACT SHEET PARA SA MGA TATANGGAP AT MGA TAGAPAG-ALAGA (/media/146797/download) Tagalog (Tagalog)
(January 31,2022)

TG THONG TIN CHO NGU'G'l NHAN VA NHUNG NGU'O'l CHAM SOC (/media/146742/download) Tiéng Vit
(January 31, 2022) (Vietnamese)
FAVQULOT HOLATDA KORONAVIRUS KASALLIGINING OLDINI OLISH UCHUN JANSSEN COVID-19 VAKSINASI 2019 0'zbek (Uzbek)

(KOVID-19).18 VA UNDAN KATTA SHAXSLARDA FOYDALANISH (EUA) (/media/155805/download)
(January 11, 2022)
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