UGS

University of California
San Francisco

Brian E Smith, JD, MBA

Chief Ethics and Compliance Officer
senior Associate Vice Chancellor -
Research

Box 0294
490 lllinois Street, Room 51Q
San Francisco CA 94143

tel: 415.514.2080
mobile: 415.463.0354
Brian.Smith@ucsf.edu

www.ucsf.edu

Office of the Center Director

Center for Drug Evaluation and Research

White Oak Building 51, 6th Floor

10903 New Hampshire Avenue

Silver Spring. MD 20993

Janet Woodcock, MD

Director, Center for Drug Evaluation and Research

Sent via email: CDERCENTERDIRECTOR@fda.hhs.gov

Center for Devices and Radiological Health
Office of the Center Director

10903 New Hampshire Avenue
WO066-5431

Silver Spring, MD 20993-0002

Jeffrey Shuren, MD, JD

Sent via email: jeff.shuren@fda.hhs.gov

Center for Biologics Evaluation and Research
Office of the Center Director

10903 New Hampshire Avenue

WO71-7232

Silver Spring. MD 20993-0002

Peter Marks, M.D., Ph.D.

Sent via email: Peter.Marks@fda.hhs.gov

Lowell Marshall

Electronic Submissions Gateway
U.S Food and Drug Administration
3WFN, Room 7C34

12225 Wilkins Avenue

Rockville, MD 20852

Sent via US Mail

May 18,2021

Re: Electronic Signature Certificate Statement
Dear Lowell Marshall:

Pursuant to Section 11.100 of Title 21 of the Code of Federal Regulations, this is
to certify that The University of California. San Francisco intends that all
electronic signatures executed in the following electronic record system(s) by
our officers, directors, employees, students or contractors, located anywhere in
the world, are the legally binding equivalent of traditional hand-written
signatures, subject to applicable University policies:
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e UCSF’s 21 CFR Part 11 Instance of DocuSigri
e UCSF’s REDCap Premium platform

Sincerely yours,

. S5l
sSrian Smith, JD, MBA

Chief Ethics and Compliance Officer
Senior Associate Vice Chancellor - Research




