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On February 4, 2022, the
met to discuss the FDA approval of Moderna’s
, for active immunization to prevent coronavirus disease 2019 (COVID-19)
caused by severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) in individuals 18 years
of age and older.

— The experts reviewed updated data from the original phase 3 trials that supported the
emergency use authorization (EUA) as well as real world evidence from post-authorizations
of the vaccine.

Myocarditis: As of January 13, 2022, 164 million doses of Moderna’s COVID-19 vaccine have been
administered to adults 18 years of age and older. A total of 359 reports of myocarditis have been
reported to the

— Vaccine-associated myocarditis rates exceeded expected background rates in males 18—49
years and in females 18—29 years (after dose 2 only).

— Most myocarditis patients were hospitalized (337), and most were discharged home (335).

— According to the COVID-19 Vaccine Safety Technical (VaST) Work Group, most cases of
myocarditis are clinically mild, and data do not suggest new safety concerns regarding
Moderna vaccination among persons aged 18 years or older, beyond those previously
identified.

ACIP discussed the epidemiology of COVID-19, effectiveness and safety of the Spikevax vaccine.

— The ACIP felt the benefits of the vaccine outweighed any risks in adults 18 years of age and
older.

After extensive discussion, ACIP voted unanimously in favor of vaccination with Spikevax COVID-19
vaccine (2-doses, 100 mcg, intramuscularly) for adults 18 years of age and older.

— This recommendation is for the initial primary series of two doses.

What’s Next:

The CDC’s Director will need to sign off on the recommendations of ACIP.

Currently, the Spikevax vaccine is not available; however, the Moderna COVID-19 vaccine approved
under emergency use authorization may be used interchangeably.

Additional Discussion:

The revised guidance for vaccine administration for moderately or severely
immunocompromised individuals through emergency use instructions (EUI):

— People (ages 12 years and older for Comirnaty and 18 years and older for Spikevax) who
are moderately or severely immunocompromised should receive a booster dose at least 3
months after the last (third) dose of an mMRNA COVID-19 vaccine. Previously, the booster
dose was recommended after 5 months.

Continued . . .


https://www.cdc.gov/vaccines/acip/meetings/downloads/agenda-archive/agenda-2022-02-04-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/agenda-archive/agenda-2022-02-04-508.pdf
https://assets.ctfassets.net/qjie68e5s6cv/5z3Eh7GEIURixd7wmKA3RW/3b781794281d5ab4893a20077c47f5bf/Spikevax-PI-Final_1.31.22.pdf
https://assets.ctfassets.net/qjie68e5s6cv/5z3Eh7GEIURixd7wmKA3RW/3b781794281d5ab4893a20077c47f5bf/Spikevax-PI-Final_1.31.22.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-02-04/03-COVID-Shimabukuro-508.pdf
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2022-02-04/08-COVID-Hall-508.pdf

— People who are moderately or severely immunocompromised should receive an additional
dose of a mRNA vaccine at least 28 days after the first dose of the Janssen COVID-19
vaccine and a booster dose at least 2 months after the 2" dose (for a total of 3 doses).

— For booster doses, any vaccine may be used; however, mRNA vaccines are preferred.

— On a case-by-case basis, providers who care for moderately or severely
immunocompromised patients may administer mRNA COVID-19 vaccines outside of the
FDA and CDC dosing intervals based on clinical judgement when the benefits of vaccination
are deemed to outweigh the potential and unknown risks.

— CDC’s updated clinical guidelines can be found

e The CDC also recommended revised guidance for passive antibody products:

— No recommended deferral period after COVID-19 vaccination.

— Previously, COVID-19 vaccination was recommended to be deferred for 30 days if product
was used for post-exposure prophylaxis, 90 days if product was used for treatment, and
there was no guidance for pre-exposure prophylaxis.

— However, should be deferred for at least two weeks

after vaccination.

A‘: O PT U M ’ optumrx.com

OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products.
We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com.

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their
respective owners.

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written
consent of OptumRXx.

RxNews® is published by the OptumRx Clinical Services Department.
©2022 Optum, Inc. All rights reserved.


file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html#CoV-19-vaccination
https://den8dhaj6zs0e.cloudfront.net/50fd68b9-106b-4550-b5d0-12b045f8b184/6d1d5fea-2532-46e9-a1d4-1504f6dd41b2/6d1d5fea-2532-46e9-a1d4-1504f6dd41b2_viewable_rendition__v.pdf

