From: Hoffman, Kelsy

Sent: Friday, July 24, 2015 10:55 AM

To: krissy.carrington@sanofipasteur.com

Cc: Rivers, Katie <Katie.Rivers@fda.hhs.gov>; Chattopadhyay, Rana <Rana.Chattopadhyay@fda.hhs.gov>
Subject: Package Insert Revisions for BLA 125563/0

Ms. Carrington,

| have attached our proposed revisions to the Package Insert for (b) (4) (BLA 125563/0) to this
email. Please let me know if you have any questions.

Thank you,
Kelsy Hoffman

Kelsy F. Hoffman, Ph.D.

LCDR, USPHS

Primary Reviewer/Regulatory Project Manager
FDA/CBER/OVRR/DVRPA

10903 New Hampshire Ave.

WQ71-3205

Silver Spring, MD 20993-0002

Office- 301-796-2640

Fax- 301-595-1124
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