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RECORD OF TELEPHONE CONVERSATION

From: Naik, Ramachandra

Sent: Friday, December 09, 2016 1:17 PM

To: Jody Gould

Cc: Norris Pyle; Smith, Michael (CBER); Collazo, Carmen

Subject: STN 125614/0: SAPs for studies Zoster-004, -006, -007, -022 and -026

Dear Dr. Gould,

In your submission to the BLA (STN 125614/0) dated October 21, 2016, CBER couldn’t
find the Statistical Analysis Plans (including all amendments) for the studies - Zoster-006,
Zoster-022, Zoster-026, Zoster-004 and Zoster-007. Please let us know if SAPs for these
studies were included in the submission or not. If included, please let us know the file
names and location in the submission.

Regards,
Ram

Ramachandra S. Naik, Ph.D.
Chemist (Regulatory) / Regulatory Project Manager

Center for Biologics Evaluation and Research
Office of Vaccines Research and Review

U.S. Food and Drug Administration
Tel: 301-796-2640

ramachandra.naik@fda.hhs.gov

p2y U.S. FOOD & DRUG

ADMINISTRATION

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a
person authorized to deliver the document to the addressee, you are hereby notified
that any review, disclosure, dissemination, copying, or other action based on the
content of this communication is not authorized. If you have received this document
in error, please immediately notify the sender by e-mail or phone.
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