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/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
1401 Rockville P ke
Rockville, MD 20852-1448

EMPLOYEE/OFFICER LIST MEMO

To: The File

Date: October 17, 2017

BLA: STN 125428/0

Sponsor: Dynavax Technologies

Product: HEPLISAV-B, Hepatitis B Vaccine (Recombinant), Adjuvanted
From: Marian Major, Ph.D.

Signature: [Stamp]

Section 916 of the Food and Drug Administration Amendments Act (FDAAA) requires that the
identity of each employee or officer who participated in the decision to approve an original
application be listed and filed as part of the Action Package for that file.

The following employees and officers have consented to have their names published publicly as
being a participant in the approval decision for this file.

Sudhakar Agnihothram, PhD
Lokesh Bhattacharyya, PhD
Suzanne Carter

Anil Choudhary, PhD
Maryna Eichelberger, PhD
Ellen Huang, MS

Cheryl Hulme

Bhanumahti Kannan

James Kenny, D.Sc.

Phillip Krause, MD, PhD
Hyesuk Kong, PhD
Anthony Lorenzo

Mary Malarkey

Carrie Mampilly

Timothy Nelle

Andrew O’Carroll, PhD
Priscilla Pastrana

Joseph Quander Il

Sonny Saini, PhD
Muhammad Shahabuddin, PhD
Lisa Stockbridge, PhD
Jerry Weir

Regulatory Project Manager
Quality Control Reviewer
Product Release

Quality Control Reviewer
Division Director
Consult Reviewer
Product Release

BIMO Reviewer

Quality Control Reviewer
Deputy Director

Quality Control Reviewer
Branch Chief

Office Director

BIMO

Regulatory Team Lead
Toxicology Reviewer
Facilities Reviewer
Branch Chief

Consult Reviewer
Quality Control Reviewer
Branch Chief

Division Director
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Rebekah Wiesmann Toxicology Reviewer

Page 2 of 2



