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Introduction: Equitable representation of diverse racial and ethnic groups in oncology clinical trials continues to be a major
challenge. Numerous initiatives designed to enhance diversity in oncology clinical trials are ongoing, including efforts at the
U.S. Food and Drug Administration (FDA) such as the Oncology Center of Excellence’s Project Equity. Given the multiple re-
cent FDA approvals of CAR T-cell therapies for relapsed or refractory hematologic malignancies, we evaluated the enrollment
rates of racial and ethnic groups in the CAR T-cell registrational trials submitted to the FDA.

Methods: We conducted a pooled, patient-level analysis of all registrational trials of CAR T-cell therapies submitted to the
FDA to support approval for hematologic malignancies between 2017 and 2021. Datasets from approved licensing applica-
tions were pooled, and demographics and efficacy outcomes were analyzed descriptively.

Results: A total of 13 registrational trials involving 6 autologous CAR T-cell products were analyzed, comprising 1,319 patients
with hematologic malignancies. The median age at enrollment was 60 years (range: 3 to 86 years). Of the 1,319 patients, 81%
(1068) were White, 5% (66) were Black, 5% (65) were Asian, 4% (48) were reported as Other, and 8% (110) were Hispanic or
Latino. Race and ethnicity information was not reported for 5% (72) and 10% (127) of patients, respectively. The majority of the
patients enrolled in the registrational trials were from the United States (80%), followed by Europe (11%) and Australia (2%).
The hematologic malignancies included large B cell lymphoma (59%), multiple myeloma (15%), follicular lymphoma (13%), B
cell acute lymphoblastic leukemia (9%), and mantle cell lymphoma (5%). Response rates by race, ethnicity, and histology are
shown in Table 1 and Table 2.

Conclusions: Despite the majority of patients being enrolled in the U.S., racial/ethnic subgroups other than White and non-
Hispanic/Latino were underrepresented in CAR T-cell registrational trials. This highlights the need to understand and over-
come the continued barriers to CAR T-cell clinical trial enrollment across racial and ethnic groups. Although clinically mean-
ingful efficacy was observed across these racial/ethnic groups and diseases, more data are needed to evaluate if efficacy
outcomes vary across these subgroups. Work to describe safety and tolerability, particularly cytokine release syndrome (CRS)
and neurotoxicity, in these racial and ethnic subgroups is ongoing. More effort is needed to better enhance diversity in CAR
T-cell trials, especially given the expanding use of CAR T-cell therapies in the treatment of patients with hematologic malig-
nancies.
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Table 1: Response Rate by Race and Ethnicity

Session 705

Overall White Black Asian Hispanic/ Non-Hispanic/
Results Latino Latino
N=1319 N=1068 N=66 N=65 N=110 N=1082
ORR*, n (%) 1031 (78) 837 (78) 55 (83) 51 (79) 82 (75) 869 (80)
[95%CI, %] [76, 80] [786, 81] [72, 91] [67, 88 [65, 82] [78, 83]
CR rate, n (%) 751 (57) 611 (57) 42 (64) 37 (57) 58 (46) 637 (59)
[95% CI, %] [54, 60] [54, 60] [51, 75] [44, 69] [37, 55] [56, 62]
*ORR represents at least partial response in lymphoma and MM and at least CRi in B-ALL.
Abbreviations: B-ALL, B-cell acute lymphoblastic leukemia; CR, complete response, CRi, complete
response with incomplete hematologic recovery; Follicular lymphoma; LBCL, large B-cell lymphoma,
MCL, mantle cell ymphoma; MM, multiple myeloma; ORR, overall response rate.

Table 2: Overall Response Rate by Race, Ethnicity, and Histology

i B-ALL LBCL FL MCL MM
Rasuits N=116 N=772 N=174 N=60 N=197
Wh't:,N (%) 59/81 (73) | 470/63 (74) 133/148 (90) | 52/56 (91) | 123/147 (84)

[95% CI, %] [62, 82] [70, 77] [84, 94] [83, 98] [77, 89]
Blacﬁm (%) 1/2 (50) 29/36 (81) 4/4 (100) 1/1 (100) 20/23 (87)
[95% CI, %] [1, 99] [64, 92] [40, 100] [3, 100] [66, 97]
As‘a;‘ N (%) 5/9 (56) 33/42 (79) 10/11 (90) 0/0 (0) 3/3 (100)

[95% CI, %] [21, 86] [63, 90] [59, 100] [0, O] [29, 100]
Non-Hispanic/
Latino 56/76 (74) | 487/636 (77) | 141/157 (90) | 44/48 (92) | 141/165 (86)
n/N (%)
[95% Cl, %] [62, 83] [73, 80] [84, 94] [80, 98] [79, 91]
Hispanic/
Latino 16/25 (64) 40/55 (73) 5/6 (83) 10/10 (100) 11/14 (79)
n/N (%)
[95% Cl, %] [43, 82] [59, 84] [36, 100] [69, 100] [49, 95]
*n is the number of responders by race/ethnicity and histology, and N is the total number of
patients in each race and ethnicity group within a specific disease.
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