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Dear Elaine,

We have reviewed your information submitted on July 28, 016, in
Amendment 55 (Seg#53), on method validation’s precision of the
(b) (4) assay and have the following Information Request.

You assessed intermediate precision from results obtained by = () (4)
using.  (b) (4) . Youstated, (b) (4) were
available to assess the intermediate precision”. This is not

acceptable. Intermediate precision should be assessed by at the minimum
of @@ analysts on preferably different instruments. Please provide data
from appropriate assessment of intermediate precision on both samples

from the (b) (4)

Please send the requested information by September 20, 2016. If you
cannot do so, please provide the date when you will submit the requested
information.

Kind regards,
%%W’w

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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