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To: 'Elaine Alambra'
Cc: Berkhousen, Katherine; Daemer, Richard J.

Subject: STN 125428 Information Request (IR) Regarding the Risk Management Plan

Dear Elaine,

Please find below our request for further information as detailed below.

Submissions Referenced in this IR:

Risk Management Plan Version 2.0. BLA 125428/ SEQ No. 0072

Response to Information Request 18 May 2017. BLA 125428/ SEQ No. 0088

Response to Information Request 7 June 2017. BLA 125428/ SEQ No. 0089

Your preliminary information indicates that you anticipate completing the recruitment of
40,000 Hepatitis B vaccine recipients within one year. Our feasibility estimates from
Sentinel-PRISM suggest that your preliminary estimates may be too optimistic, and a
realistic accrual may be a quarter to a third of that. Please confirm the expected annual
accrual of hepatitis B vaccinees by Kaiser North and South per year, and provide more
specifics about expected accrual by vaccine group (HEPLISAV vs. comparison vaccine).

Please provide the requested information by COB 7/25/17.

Please let us know if you have any questions.

Thanks,

Sudhakar
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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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