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Submission Information

Application Type BLA
STN 125428/0.0
Review Office OVRR

Applicant

Dynavax Technologies Corporation / Lic. # 1883

Product

Hepatitis B VVaccine (Recombinant), Adjuvanted

Trans-BLA Group:

No

Telecon Details

Telecon Date/Time

03-MAR-2017 02:27 PM

Author BERKHOUSEN, KATHERINE
EDR No

Post to Web No

Outside Phone Number

FDA Originated? Yes

Communication Categories

IR - Information Request

Related STNs

None

Related PMCs

None

Telecon Summary

Method SOP

Request (D) (4) Endotoxin

Test

(b) (4)

FDA Participants

Katherine Berkhousen

Applicant Participants

Elaine Alambra

Telecon Body:

From: Berkhousen, Katherine

Sent: Friday, March 03, 2017 2:27 PM

To: Alambra, Elaine
Cc: Daemer, Richard J.
Subject: IR-2
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Dear Elaine,

CBER requests a copy of your () (4) Endotoxin (b) (4) Test Method
SOP (SOP QBA 060) on or before 10 March, 2017.

Kind regards,
Katherine

Katherine Berkhousen

CAPT., US Public Health Service

FDA/CBER/Office of Vaccines

Div. of Vaccines & Related Products Applications

10903 New Hampshire Ave. WQ71-3022

Silver Spring, MD 20993-0002

Tel: (301) 796-1296

katherine.berkhousen@fda.hhs.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM
IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL AND PROTECTED FROM DISCLOSURE UNDER LAW.

If you are not the addressee, or a person authorized to deliver the document to addressee,
you are hereby notified that any review, disclosure, dissemination, copying or other
action based on the content of this communication is not authorized. If you received this
document in error, please immediately notify the sender by e-mail or phone.
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