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Our STN: BL 125703/0 MID-CYCLE COMMUNICATION SUMMARY
APRIL 03, 2020

Kite Pharma Inc.
Attention: Sophia Siu
2400 Broadway

Santa Monica, CA 90404

Dear Ms. Siu:

Attached is a copy of the summary for your March 26, 2020 Mid-Cycle Communication

Teleconference with CBER.

Please include a reference to STN 125703/0 in your future submissions related to the

subject product.

If you have any questions, please contact Crystal Melendez at (240) 772-6272.

Sincerely,

Raj K. Puri, MD, PhD

Director

Division of Cellular and Gene Therapies
Office of Tissues and Advanced Therapies
Center for Biologics Evaluation and Research

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Mid-Cycle Communication Teleconference Summary
Application type and number: BLA 125703/0
Product name: KTE-X19; autologous chimeric antigen receptor (CAR) T cell product

Proposed Indication: For the treatment of adult patients with relapsed/refractory mantle
cell lymphoma (r/r MCL)

Applicant: Kite Pharma Inc.
Meeting date & time: March 26, 2020 at 15:00-16:00 pm
Committee Chair: Graeme Price, PhD

RPM: Crystal Melendez MT, RN, BSN and Adriane Fisher MPH, MBA

FDA Attendees:

Meghna Alimchandani, MD, CBER/OBE

Naomi Boston, CDER/OSE/OMEPRM/DRM

Wilson Bryan, MD, CBER/OTAT

Suzanne Carter, CBER/OCBQ/DBSQC/QAB

CDR Donald Ertel, MS,MT(ASCP), CBER/OCBQ/DMPQ/BI
Adriane Fisher, MPH, MBA CBER/OTAT/DRPM

Denise Gavin, PhD, CBER/OTAT/DCGT

Christopher Jason, MD CBER/OBE/DE/PB

CDR James Kenney, D.Sc, CBER/OCBQ/DBSQC/LMIVTS
Larissa Lapteva, MD, MHS, MBA, CBER/OTAT/DCEPT
Carolyn Laurencot, PhD, CBER/OTAT/DCGT

Sarah Lee, MPH, CBER/OCBQ/DMPQ/ARB

Adamma Mba-Jonas, MD, MPH CBER/OBE/DE/PB
Crystal Melendez, MT, RN, BSN CBER/OTAT/DRPM
Margret Merino, CDER/OND/OOD/DHMII

Brad Moriyama, CDER/OSE/OMEPRM/DRM

Narayan Nair, CBER/OBE/DE

Steven Oh, PhD, CBER/OTAT/DCGT

Kay Owosela, MSc, RAC, CBER/OTAT/DRPM

Graeme Price, PhD, CBER/OTAT/DCGT/GTIB

Raj Puri, MD, PhD, CBER/OTAT/DCGT

Marc Theoret, MD, OCE

Neil Vora, PharmD, MBA, PMP, CDER/OSE/PMS
Xiaofei Wang, PhD, CBER/OTAT/DCEPT




Page 3 — BLA 125703/0 — Ms. Siu

Kite Pharma, Inc. Attendees:
Randy Steiner, DPA
Mehrshid Alai-Safar, PhD
Swami Murugappan, MD, PhD
Arati Rao, MD

Kanti Thirumoorthy, PhD
Bita Badiei, RAC

Daryl Lin, MSPH

Chuck Smith, MD, PhD
Arianne Perez, PhD

John Rossi, MS

Bryan Silvey

Paul Wang

Alison Blaus, RAC

Allen Xue

Weimin Peng, PhD

Jo-Ann Peterson

Sophia Siu, MS

Diana Ibrahim

Summary:

The Mid Cycle Meeting will primarily consist of Discipline review updates including any
issues of concern that warrant a discussion.

Discussion Summary:

1. Any significant issues/major deficiencies, categorized by discipline, identified by
the Review Committee to date.

CMC: Please provide an update regarding the status of the non-proprietary
(USAN) name.

Kite submitted the USAN Council Letter to FDA on March 27, 2020 with

the Statement of a Nonproprietary Name Adopted by the USAN Council
for brexucabtagene autoleucel.

There are no significant issues/major deficiencies identified at this time in all
other disciplines.

2. Information regarding major safety concerns.
There are no major safety concerns identified at this time.

3. Preliminary Review Committee thinking regarding risk management.
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End

We have determined that a Risk Evaluation and Mitigation Strategy (REMS) is
necessary to ensure that the benefits of KTE-X19 outweigh the risks of Cytokine
Release Syndrome and Neurotoxicity. We are reviewing the proposed combined
REMS program for KTE-X19 and Yescarta and will be in communication with you
regarding the details of the REMS program at a later date.

The pharmacovigilance plan for KTE-X19 includes a long-term follow-up registry
of KTE-X19 recipients; the preliminary protocol is currently under review.

Any information requests sent, and responses not received.
Not at this time

Any new information requests to be communicated.

CIVllgl.ease provide 12-month stability updates for KTE-X19 PPQ lots when this
data is available.

Kite expects to submit this data in May 2020.

Proposed date for the Late-Cycle meeting (LCM).

a. The LCM between you and the Review Committee is currently scheduled for
May 28, 2020 3-4:30pm EST.

b. We intend to send the LCM meeting materials to you approximately 10 days
in advance of the LCM.

c. If these timelines change, we will communicate updates to you during the
course of the review.

Updates regarding plans for the AC meeting.
e There are no plans for an AC meeting at this time.

Other projected milestone dates for the remainder of the review cycle, including
changes to previously communicated dates.

There are no changes at this time.





