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An Adaptive Phase 3, Randomized, Open-Label, Multicenter Study to Compare
the Efficacy and Safety of Axicabtagene Ciloleucel Versus Standard of Care
Therapy as First-Line Therapy in Subjects With High-Risk Large B-Cell Lymphoma
(ZUMA-23)

Clinical summary
Eligible participants will be randomly allocated to either the Experimental Arm or the Active
Comparator Arm.
In the Experimental Arm, participants will receive lymphodepletion chemotherapy for 3 days,
followed by axicabtagene ciloleucel. hemotherapy will consist of cyclophosphamide (500mg/m^2 per
day) intravenously (IV) plus fludarabine (30mg/m^2 per day) via IV. Axicabtagene ciloleucel will be
administered as a single IV infusion at a target dose of 2 x 10^6 anti-cluster of differentiation (CD)19
chimeric antigen receptor (CAR) transduced autologous T cells/kg on Day 0.
In the Active Comparator Arm, participants will receive the investigator's choice of one of the
following Standard of Care Therapies: Rituximab plus cyclophosphamide, doxorubicin, vincristine,
and prednisone (R-CHOP) for a total of 6 cycles (21-day cycle); Or Dose-adjusted etoposide,
prednisone, vincristine, cyclophosphamide, doxorubicin, and rituximab (DA-EPOCH-R) for a total of 6
cycles (21-day cycle).

Conditions
This trial is treating patients with high-risk large B-cell lymphoma

Trial Acronym
ZUMA-23

Trial Identifiers
NCT05605899
CT1535; KT-US-484-0136

Cancer
Diffuse Large B-Cell Lymphoma (DLBCL),
Lymphoma

Age: 18+
Phase: III
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