Moderna COVID-19 Vaccines

Moderna COVID-19 Vaccine, Bivalent Now Authorized For All Doses

April 18, 2023: FDA authorizes changes to simplify use of bivalent mRNA COVID-19 vaccines. Read the press release (/news-events/press-announcements/coronavirus-covid-19-update-
fda-authorizes-changes-simplify-use-bivalent-mrna-covid-19-vaccines) and listen to the media call (https://youtu.be/bT5XM9Rti_A) (' (http://www.fda.gov/about-fda/website-
policies/website-disclaimer).
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[ Informacion sobre las vacunas para el COVID-19 (https://www.fda.gov/about-fda/fda-en-espanol/informacion-sobre-las-vacunas-para-el-covid-19) }

On April 18, 2023, the Food and Drug Administration amended the emergency use authorization (EUA) of Moderna COVID-19 Vaccine, Bivalent to simplify the
vaccination schedule for most individuals. This action includes authorizing the current bivalent vaccine (Original and Omicron BA.4/BA.5 strains) to be used for all doses
administered to individuals 6 months of age and older. The monovalent Moderna COVID-19 Vaccine (/vaccines-blood-biologics/industry-biologics/coronavirus-covid-
19-cber-regulated-biologics) is no longer authorized for use in the United States.

Moderna COVID-19 Vaccine, Bivalent is now authorized for use as follows:
Individuals 6 months through 5 years of age:

¢ Unvaccinated individuals: Two doses of Moderna COVID-19 Vaccine, Bivalent are administered. The second dose is administered 1 month after the first.

¢ Individuals who have received one dose of Moderna COVID-19 Vaccine: A single dose of Moderna COVID-19 Vaccine, Bivalent is administered 1 month
after the dose of Moderna COVID-19 Vaccine.

¢ Individuals who have received two doses of Moderna COVID-19 Vaccine: A single dose of Moderna COVID-19 Vaccine, Bivalent is administered at least
2 months after the last dose of Moderna COVID-19 Vaccine.

Individuals 6 years of age and older:

¢ Unvaccinated individuals: A single dose of Moderna COVID-19 Vaccine, Bivalent.

¢ Individuals who have received one or more doses of a monovalent COVID-19 vaccine: A single dose of Moderna COVID-19 Vaccine, Bivalent is
administered at least 2 months after any monovalent COVID-19 vaccine.

¢ Individuals 65 years of age and older who have received one dose of a bivalent COVID-19 vaccine: A dose of Moderna COVID-19 Vaccine, Bivalent
may be administered at least 4 months after the dose of the bivalent COVID-19 vaccine.

Immunocompromised individuals 6 months of age and older:

¢ For immunocompromised individuals 6 months through 5 years of age who have received two doses (Moderna COVID-19 Vaccine or Moderna COVID-19 Vaccine,
Bivalent), a single additional dose of Moderna COVID-19 Vaccine, Bivalent may be administered at least 1 month following the most recent dose of Moderna
COVID-19 Vaccine, Bivalent; additional doses of Moderna COVID-19 Vaccine, Bivalent may be administered at the discretion of the healthcare provider, taking into
consideration the individual’s clinical circumstances.

¢ For immunocompromised individuals 6 years of age and older, a single additional age-appropriate dose of Moderna COVID-19 Vaccine, Bivalent may be
administered at least 2 months following the initial dose of a bivalent COVID-19 vaccine; additional age-appropriate doses of Moderna COVID-19 Vaccine, Bivalent
may be administered at the discretion of the healthcare provider, taking into consideration the individual’s clinical circumstances.
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Fact Sheet (/media/167209/download) Recipient and Caregiver April 18,2023
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Decision Memorandum (/media/167306/download). April 18,2023

Letter of Authorization (/media/144636/download) (Reissued) April 18,2023
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Federal Register Notices
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Authorizations of Emergency Use of Two Biological Products During the COVID-19 Pandemic; Availability January 19, 2021
(https://www.federalregister.gov/documents/2021/01/19/2021-01022/authorizations-of-emergency-use-of-two-biological-products-during-the-covid-
19-pandemic-availability)
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(April 18,2023)

HOJA DE INFORMACION PARA RECEPTORES Y CUIDADORES SOBRE LA VACUNA BIVALENTE CONTRA EL COVID-19 DE MODERNA
QUE CUENTA CON AUTORIZACIGN DE USO DE EMERGENCIA (EUA)_PARA PREVENIR LA ENFERMEDAD DEL CORONAVIRUS 2019 (COVID-19) (/media/167285/download)
(April 18, 2023)

FACT SHEET PARA SA MGA TUMATANGGAP AT TAGAPAG-ALAGA TUNGKOL SA BAKUNANG MODERNA PARA SA COVID-19 NA BIVALENT ALIN ANG MAY AWTORISASYON PARA SA PANG-
EMERHENSYANG PAGGAMIT (EUA).PARA MAIWASAN ANG SAKIT NA CORONAVIRUS 2019 (COVID-19) (/media/167287/download)
(April 18, 2023)

TO THONG TIN DANH CHO NGU'OI NHAN VAC-XIN VA NGU'O1 CHAM SOC VE VAC-XIN NGUA COVID-19 MODERNA, LW'O'NG TR] GIAY PHEP SUY DUNG KHAN CAP (EUA) DE PHONG
CHONG BENH VI-RUT CORONA 2019 (COVID-19) (/media/167288/download)
(April 18, 2023)
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