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Request for Comments and Advice ? Proposal for adolescent (12-15 yoa) sBLA. In this amendment, Pfizer-BioNTech submitted a
Request for Comments and Advice regarding a proposal to submit a supplemental Biologics License Application (sBLA) to extend
the age group to include adolescents 12 through 15 years of age.

Pfizer is requesting CBER?s feedback regarding the acceptability of their proposed clinical package to support a sBLA no later than
August 17, 2021.

The amendment was routed to the clinical reviewer (Susan Wollersheim) and the statistical reviewer (Lei Huang) in BIRAMS, and
informed in an email message, on August 3, 2021.
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