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Hi Elaine,

As a follow up to 9/21/17 telecon, please find our comments on the Hazard Ratio
(HR) as stated below.

FDA agrees with your proposal to use a HR of 2.5 for the interim results as threshold
to conduct formal analyses.

On a different note, please note we are still reviewing your synopsis for the Post
Marketing Study DV-HBYV -26, as well as your submission STN 125428/0/93 describing
details of the pregnancy registry.

Within next two weeks, we will be providing you with our comments on both of these
submissions.

Thanks,

Sudhakar

Sudhakar Agnihothram B.Pharm, Ph.D,

Primary Reviewer/ Regulatory Project Manager,
Division of Vaccine Related Product Applications,
Office of Vaccines Research and Review,

Center For Biologics Evaluation and Research,
10903, New Hampshire Avenue,

BLDG 71, 3215 C,

Silver Spring, Maryland, 20993.

Email: Sudhakar.Agnihothram@fda.hhs.gov

Ph: 301-348-3056
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