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Recombinant Zoster Vaccine (RZV, Shingrix) Updates

= 41.3 million doses distributed in U.S. from launch through end of 2020

=" European Medicines Agency approved an expanded indication on
August 25, 2020

— Shingrix now approved in the European Union for prevention of herpes zoster (HZ)
and postherpetic neuralgia in adults 50 years of age or older, and adults 18 years of
age or older at increased risk of HZ

* https://www.ema.europa.eu/en/medicines/human/EPAR/shingrix#tassessment-history-section

= Supplemental biologics license application submitted to FDA to support
use in immunocompromised adults 18 years of age or older

— https://www.gsk.com/media/6189/93-2020-results-announcement.pdf



https://www.ema.europa.eu/en/medicines/human/EPAR/shingrix#assessment-history-section
https://www.gsk.com/media/6189/q3-2020-results-announcement.pdf

October 2020 ACIP Zoster Vaccines Session

= Update on post-licensure safety monitoring of RZV in the Vaccine
Adverse Events Reporting System (VAERS)

= Vaccine Safety Datalink (VSD) update on post-licensure safety
monitoring of RZV

= Risk of Guillain-Barré syndrome following HZ

= Summary and planned risk-benefit analysis regarding use of RZV in
immunocompetent adults



Herpes Zoster Work Group Activities since October 2020

" Four work group meetings
= Reviewed and discussed

—Findings regarding risk of GBS following vaccination or disease
* FDA assessments of the risk of GBS following RZV using Medicare data

* RZV risk-benefit analysis, which incorporated new data on risk of GBS
associated with disease and vaccination

—PICO for use of RZV in immunocompromised adults and Evidence to
Recommendations Framework



Agenda for Today’s Session

= Risk of GBS following RZV
= RZV risk-benefit analysis

= Work group interpretation

= Introduction of the Evidence to Recommendations Framework for use
of RZV in immunocompromised adults
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Thank You

For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY: 1-888-232-6348 www.cdc.gov
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