From: Chattopadhyay, Rana

To: Greenfeder, Scott (scott.greenfeder@merck.com)

Cc: Lacayo, Juan

Subject: STN 125473.0: Information Request (IR)

Date: Monday, September 16, 2013 1:04:00 PM

Attachments: STN 125473. 0-Information Request-09.16.13.pdf

Dear Scott

Please find attached the CMC Information Request (IR) for your BLA, STN 125473.0.
Please submit the response to all the items in this IR through a single amendment to your
BLA, STN 125473.0.

Regards.
Rana

Rana Chattopadhyay, Ph.D.

Biologist [Regulatory]

Division of Vaccines & Related Product Applications
Office of Vaccines Research & Review

Center for Biologics Evaluation & Research
US Food & Drug Administration

Room No. 2327, WOC 2

1401 Rockville Pike (HFM-481)

Rockville, MD 20852.

Tel: +1 301 796 2640

E-Fax: +1 301 402 0004; Fax: +1 301 827 3075
E. Mail: rana.chattopadhyay@fda.hhs.gov



