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OPEN SESSION

On March 10, 2022, at 10:00 a.m. Eastern Standard Time (EST), Lisa Butterfield, Ph.D., (Chair) called to
order the 71% Meeting of the Cellular, Tissue, and Gene Therapies Advisory Committee. The partially
closed meeting was held virtually by an Adobe Connect web conferencing platform. The Designated
Federal Official (DFO), Christina Vert, made administrative remarks, conducted roll call, and invited
members to introduce themselves, and read into the official record the conflicts of interest (COI) statement.
Given that the topics of this meeting were determined to be a Non-Particular Matters, no COI screening
was needed or conducted for this meeting. It was stated that no conflicts of interest waivers were issued
under 18 U.S. Code 208 in connection with the meeting.

The topic of the meeting included:

Overview of the research programs of the Gene Transfer and Immunogenicity Branch (GTIB), Division of
Cellular and Gene Therapies (DCGT), Office of Tissues and Advanced Therapies (OTAT), Center for
Biologics Evaluation and Research (CBER)

In open session, the Committee heard presentations on the following:

e Overview of CBER Research Programs

by Dr. Karen Elkins, Ph.D. Associate Director for Science, CBER
e Overview of OTAT and DCGT Research Programs

by Steven Oh, Ph.D., Deputy Director, DCGT, OTAT, CBER
e Overview of GTIB Research Programs

by Andrew Byrnes, Ph.D., Chief, GTIB, DCGT, OTAT, CBER

After the FDA speaker presentations, the Committee then proceeded with the Open Public Hearing. There
were no open public hearing speakers, therefore the open session adjourned at 11:40 a.m. EST. Following
the Open session, the Committee met in closed session to proceed with the Site Visit report discussion
followed by the vote. Dr. Lisa Butterfield handed the meeting over to the DFO who adjourned the meeting
March 10, 2022, at 12:45 p.m. EST.

Additional information and details may be obtained from the transcript and the recordings of the
webcast of the meeting that may be viewed at:

https://www.fda.eov/advisory-committees/advisory-committee-calendar/cellular-tissue-and-gene-
therapies-advisory-committee-march-10-2022-meeting-announcement-03102022

Direct Link to Recording of the Open Session: https://youtu.be/silb2C Ro8I
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