\“/@ Y U.S. FOOD & DRUG

ADMINISTRATION
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To: The File

Date: September 23, 2019

BLA: STN 125678/0

Sponsor: Bavarian Nordic

Product: Smallpox and Monkeypox vaccine, live, non-replicating (JYNNEOS)
From: Josephine Resnick, PhD (RPM)

Through: Bharat Khurana, DVM, PhD, MBA (Chair)

The following officers or employees of FDA participated in the decision to approve this
application and consented to be identified on this list.

Josephine Resnick
Bharat Khurana
Sudhakar Agnihothram
Kerry Welsh

Doran Fink
Rakesh Pandey
Sixun Yang
Andrea Hulse
Nabil Al-Humadi
Tsai-Lien Lin

Lisa Stockbridge
Marion Gruber
Jerry Weir

Marian Ortiz-Rodriguez
Dennis Cato
Clement Meseda
Hector Carrero
Karen Farizo

Salil Ghosh

Most Nahid Parvin
Alexandra Yonts
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