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COVID-19 Vaccine Safety Technical (VaST) Subgroup

Objectives

Review, evaluate, and interpret post-authorization/approval
COVID-19 vaccine safety data

Serve as the central hub for technical subject matter expertise
from federal agencies conducting post-authorization/approval
safety monitoring

Advise on analyses, interpretation, and data presentation

Provide updates to the ACIP COVID-19 Vaccines Working Group
and the ACIP on COVID-19 vaccine safety



VaST Activities

Pre-authorization AlCl? Post-authorization
Recommendations

Jun-Dec 2020 e Dec12 - Dec 21-present

e 14 meetings to Pfizer/BioNTech e 10 meetings to
prepare for vaccine e Dec 14 — 15t dose review vaccine
safety surveillance administered in safety data
in the U.S. U.S.

e Dec 19 — Moderna
e Feb 28 — Janssen
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VaST Procedures

Data — Weekly review of available data on vaccine administration
and adverse events of special interest (AESI)

Shared learning — All members, federal partners, and subject matter
experts are present for presentation of data

Independence — VaST members discuss findings independently

Reports — Summary and interpretation of aggregate data provided
to the ACIP Secretariat on a regular basis



VaST Topics Covered

= Reviewed routine data from VAERS, v-safe, VA ADERS, VSD and CMS
= Reviewed special topics including

— Background rates for AESI

— Maternal immunization

— Thrombocytopenia

— Multisystem Inflammatory Syndrome (MIS)

— Vaccination of persons with prior infection

= |nitiated monthly sessions with additional experts to review data on
vaccine safety in pregnancy



Outline of Today’s Session

= COVID-19 vaccine safety update
— Maternal immunization

= COVID-19 Vaccine Safety Technical (VaST) Subgroup discussion and
interpretation
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