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RECORD OF TELEPHONE CONVERSATION
Subject: Information Request - STN 125428/0.77 Dynavax Hepatitis B Vaccine
(Recombinant), adjuvanted
Good Morning Elaine.

We are reviewing your submission for STN 125428 and have the following request for
information regarding the Lot Release Protocol Template submitted in 125428/0.77 on
17-Mar-2017.

1. Onall pages please delete the top 2 lines (Dynavax Technologies
Corporation BLA 125428/ SEQ No. 0075 and HEPLISAV™ [Hepatitis B
Vaccine (Recombinant), Adjuvanted] HEPLISAV Lot Release Protocol.

2. On pages 4 and 5 of 6 pages, Change the Endotoxin unit from EU/mL to 1U/mL.

The review of this submission is on-going and issues may be added, expanded upon, or
modified as we continue to review this submission.

Please let us know if you have any questions.
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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