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Dear Elaine,

1) In the lot release protocol template submitted on 9/28/2016, in
amendment 125428/.64, we note that the incorrect address is being
used for the sample custodian. Please change this to:

Food and Drug Administration
Center for Biologics Evaluation and Research
Sample Custodian
10903 New Hampshire Avenue
WO75-
G707
Silver Spring, MD 20993-0002

2) Please submit an updated protocol to the BLA by October 25, 2016.
Once this correction is made you may submit the lot release protocol
to the sample custodian for the launch lot that was submitted.

Kind regards,
%%wtﬁne

Katherine Berkhousen
CAPT., US Public Health Service

FDA/CBER/Office of Vaccines

Div. of Vaccines & Related Products Applications
10903 New Hampshire Ave. WQO71-3022

Silver Spring, MD 20993-0002

Tel: (301) 796-1296
katherine.berkhousen@fda.hhs.gov
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