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Tecartus® (brexucabtagene autoleucel)
Use in Burkitt Lymphoma

Kite, a Gilead Company is providing this document to US Healthcare Professionals in
response to your unsolicited request for medical information. Some of the information
contained in this response may be outside of the US FDA-approved Prescribing Information.
Kite does not intend to offer an opinion regarding the clinical relevance of these data nor the
advisability of administering any drug in a manner inconsistent with its approved labeling.
Please refer to the product labeling for complete product information.

The full indication, important safety information, and boxed warnings for cytokine
release syndrome, neurologic toxicities and secondary hematological malignancies
are available at:
https://www.gilead.com/-/medial/files/pdfs/medicines/oncology/tecartus/tecartus-pi.pdf

Relevant Prescribing Information*

TECARTUS is a CD19-directed genetically modified autologous T cell immunotherapy
indicated for the treatment of:

e Adult patients with relapsed or refractory mantle cell lymphoma (MCL). This
indication is approved under accelerated approval based on overall response rate
and durability of response. Continued approval for this indication may be contingent
upon verification and description of clinical benefit in a confirmatory trial.

e Adult patients with relapsed or refractory B-cell precursor acute lymphoblastic
leukemia (ALL).

There is no information in the TECARTUS US Prescribing information regarding the use of
TECARTUS in patients with Burkitt lymphoma.

Clinical Studies
ZUMA-3 and ZUMA-2 Studies

ZUMA-3 was a multicenter, single arm, phase 1/2 study to evaluate the efficacy and safety
of TECARTUS in adult patients with relapsed/refractory B-precursor acute lymphoblastic
leukemia (ALL).? Patients with a diagnosis of Burkitt leukemia/lymphoma, according to World
Health Organization (WHO) classification were excluded from ZUMA-3.23

The ZUMA-2 Phase 2 study is a single-arm, open-label, registrational, multicenter, global
study assessing the safety and efficacy of TECARTUS, an anti-CD19 chimeric antigen
receptor (CAR) T cell therapy, in patients with mantle cell lymphoma (MCL) who relapsed or
were refractory to 1-5 prior therapies, including Bruton’s tyrosine kinase inhibitor (BTKi)
therapy. There is no information regarding Burkitt lymphoma (BL) in ZUMA-2.4
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ZUMA-25 Study

ZUMA-25 (NCT05537766) is a Phase 2, open-label, multicenter study evaluating the safety
and efficacy of brexucabtagene autoleucel in adults with rare B-cell malignancies. The study
uses a basket study design with separate, indication-specific substudies, to investigate
relapsed/refractory Waldenstrom macroglobulinemia (r/r WM), r/r Richter transformation (r/r
RT), r/r Burkitt lymphoma (r/r BL), and r/r hairy cell leukemia (r/r HCL).®

Please note this study is currently active, but no longer recruiting and is estimated to be
completed by March, 2025.5

Additional information from this study can be found using the link provided in the citation
details below.

It is at the discretion of the treating physician to clinically evaluate whether to use
TECARTUS in patients with BL.

The decision to treat a patient with a product for a non-approved indication is an
independent medical decision by the treating physician for their patients. We cannot offer an
opinion or recommendation on administering Tecartus in a manner inconsistent with its
respective approved labeling.
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Abbreviations

ALL=acute lymphoblastic CAR=chimeric antigen USPI=US Prescribing
leukemia receptor Information
BL=Burkitt lymphoma HCL=hairy cell leukemia WHO=World Health
BTKi= Bruton’s tyrosine MCL= mantle cell ymphoma Organization
kinase inhibitor r/ir=relapsed/refractory WM=Waldenstrém
RT=Richter transformation macroglobulinemia
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Product Label

For the full indication, important safety information, and Boxed Warning(s), please refer to
the TECARTUS® (brexucabtagene autoleucel) US Prescribing Information available at:
https://www.gilead.com/-/media/files/pdfs/medicines/oncology/tecartus/tecartus-pi.pdf.

Follow Up

For any additional questions, please contact Kite Medical Information at:
731-844-454-KITE (1-844-454-5483) or < medinfo@Kkitepharma.com

Adverse Event Reporting
Please report all adverse events to:
Kite 1-844-454-KITE (1-844-454-5483)

FDA MedWatch Program by 1-800-FDA-1088 or < MedWatch, FDA, 5600 Fishers Ln,
Rockville, MD 20852 or Y8 www.accessdata.fda.gov/scripts/medwatch

Data Privacy

The Medical Information service at Kite, a Gilead Company, may collect, store, and use your
personal information to provide a response to your medical request. We may share your
information with other Kite or Gilead colleagues to ensure that your request is addressed
appropriately. If you report an adverse event or concern about the quality of a Kite or Gilead
product, we will need to use the information you have given us in order to meet our
regulatory requirements in relation to the safety of our medicines.

It may be necessary for us to share your information with Kite’s affiliates, business partners,
service providers and regulatory authorities located in countries besides your own. Kite has
implemented measures to protect the personal information you provide. Please see the Kite
Privacy Statement (https://www.kitepharma.com/privacy-policy/) for more information about
how Kite handles your personal information and your rights. If you have any further
guestions about the use of your personal information, please contact
privacy@kitepharma.com.

TECARTUS, KITE and the KITE logo are trademarks of Kite Pharma, Inc. GILEAD and the
GILEAD logo are trademarks of Gilead Sciences, Inc.
© 2024 Kite Pharma, Inc. All rights reserved.
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