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R E S U LTS Saf ety Figure 1. EFS for the_ pooled, ZUMA-7, ZUMA-7 for patients aged 2_65 years, ZUMA-7 for
Safety data from ZUMA-7 (N=170) and ALYCANTE (N=62) showed that all patients aged < 65 years and ALYCANTE populations

Baseline characteristics infused patients experienced at least one TEAE (Table 3). Table 4 displays Strata == Pooled = ZUMA7 —— ZUMA7 <65 —— ZUMA.7 > 85 — ALYCANTE

INTRODUCTION ZUMA-7 had 4 years of follow-up post-randomization, whereas ALYCANTE had 2 years of causes of mortality across the populations.

follow-up post-infusion. Baseline characteristics are presented in Table 1. Table 3. TEAEs in the pooled, ZUMA-7 and ALYCANTE populations

Table 1. Baseline characteristics TEAE Pooled ZUMA-7 ALYCANTE

The treatment landscape for relapsed/refractory ﬁg:’a“te"s“c Pooled (N = 249) ZUMA-7 (N = 180) ALYCANTE (N = 69) N = 232 N =170 N = 62

large B-cell lymphoma (R/R LBCL) is shifting Median (range) 62 (21— 81) 58 (21 — 80) 70 (49 — 81) Any TEAE 232 (100.00%) 170 (100.00%) 62 (100.00%)

toward chimeric antigen receptor T-cell (CAR-T) s 2 70 years 25.70% 14.44% 55.07% - Worst Grade = 3 210 (90.52%) 155 (91.18%) 55 (88.71%)
. : ex -
therapy, reducing reliance on autologous stem- . Male + Male: 161 (64.7%) + Male: 110 (61.1%) + Male: 51 (73.9%) Any serious TEAE 118 (50.86%) 95 (55.88%) 23 (37.10%)

cell transplant (ASCT) eligibility and broadening « Female « Female: 88 (35.3%) « Female: 70 (38.9%) « Female: 18 (26.1%) - Worst Grade = 3 95 (40.95%) 78 (45.88%) 17 (27.42%)
access to effective cellular therapies. ECOG status at screening Any TE neurologic event 135 (58.19%) 103 (60.59%) 32 (51.61%)

« 0: 125 (50.2%) « 0:95 (52.8%) « 0:30 (43.5%) -
. . 1:122 (49.0%) . 1:85 (47.2%) . 1:37 (53.6%) - Worst Grade 2 3 46 (19.83%) 36 (21.18%) 10 (16.13%) 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57
ZUMA-7 (NCT03391466) and ALYCANTE : . 212 (0.80%) ] . 212 (2.90%) Any TE CRS 215 (92.67%) 157 (92.35%) 58 (93.55%) Time (months)

(NCT04531046) evaluated axicabtagene Response to first-line therapy * Primary refractory: 171 * Primary refractory: 133 * Primary refractory: 38 - Worst Grade = 3 14 (6.03%) 11 (6.47%) 3 (4.84%) Number at risk

: P AR-T ther nd- * Primary refractory (68.67%) (73.9%) (55.10%) : o o o
ciloleucel (axi-cel), a C therapy, as second . Relanse . Relapse: 78 (31.32%) . Relapse: 47 (26.11%) . Relapse: 31 (44.90%) Any TE neutropenia 156 (67.24%) 122 (71.76%) 34 (54.84%) 247 210 146 137 127 119 114 108 106 80 74 70

line (2L) therapy for patients with R/R LBCL, o <6 months o <6 months: 24 (9.63%) o <6 months: 9 (5.0%) o <6 months: 15 (21.73%) - Worst Grade = 3 150 (64.66%) 119 (70.00%) 31 (50.00%) gg 13; 16070 gg 21 gg gl gg g: Zg Zg %

with ZUMA-7 patients being e|igib|e for ASCT, o 6 to 12 months o 6to 12 months: 49 (19.67%) | o 6 to 12 months: 38 (21.1%) o 6to 12 months: 11 (15.94%) Any TE thrombocytopenia 78 (33.62%) 50 (29.41%) 28 (45.16%) 50 46 33 32 30 28 27 27 26 24 22 21

: - . o >12 months o >12 months: 1 (0.40%) o >12 months: 1 (1.44%) i S 0 0 0 69 59 46 40 36 34 33 29 29 7 4 3
whereas ALYCANTE patients were me“glble for o Unknown duration o Unknown duration: 4 o Unknown duration: 4 (5.79%) Worst Grade 2 3 45 (19.40%) 25 (14.71%) 20 (32.26%) 0 3 6 9 12 15 18 21 24 27 30 33

ASCT 12 (1.60%) Any TE anemia 08 (42.24%) 73 (42.94%) 25 (40.32%) Time (months)

Disease type by central review « DLBCL: 186 (74.7%) « DLBCL: 126 (70.0%) « DLBCL: 60 (87.0%) - Worst Grade = 3 64 (27.59%) 51 (30.00%) 13 (20.97%)
* DLBCL * HGBCL: 35 (14.1%) * HGBCL: 32 (17.8%) * HGBCL: 3 (4.35%) Any TE bacterial infections 26 (11.21%) 18 (10.59%) 8 (12.90%)
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« HGBCL « TFL: 0 (0.0%) « Other: 5 (2.78%) « TFL: 0 (0.00%) Figure 2. Estimated Change from Baseline

AI M . TFL . B-NHL: 4 (1.61%) + NR: 17 (9.44%) . B-NHL: 4 (5.80%) - Worst Grade 2 3 10 (4.31%) 8 (4.71%) 2 (3.23%) EORTC QLQ-C30 Global Health Status, Physical Function, and EQ-5D-5L VAS
. B-NHL . Other: 7 (2.81%) . Other: 2 (2.90%) Any fatal TEAE 18 (7.76%) 18 (10.59%) 1(1.61%) .
« Other * NR: 17 (6.83%) CRS, cytokine release syndrome; TE(AE), treatment-emergent (adverse event).

Best overall response to first-line [+ CR: 79 (31.73%) « CR:46 (25.6% « CR: 33 (47.82%)
therapy  PR:78(31.32%)  PR: 60 (33.3% « PR: 18 (28.09%) Table 4. Subject incidence of death, including causes of death*

)

)

: _ : « Complete response (CR) « SD: 12 (4.82%) « SD: 11 (6.11%) « SD:1(1.44%) : " MID EORTC
With CAR-T therapy now established as 2L . Partial response (PR) + PD: 79 (31.73%) . PD: 63 (35.0%) . PD: 16 (23.19%) Patient numbers (%) Pooled ZUMA-7 ALYCANTE

standard of care, this pooled analysis of axi-cel . Stable disease (SD) + Not evaluated: 1 (0.40%) + Not evaluated: 1 (1.44%) N = 232 N =170 N = 62

for patients with R/R LBCL from the ZUMA-7 émﬁggesslilve diﬁlezsﬁ_('TD)  OUBOL: dftuse lares Becoll rohoma: £0OG: Eastorn e Subjects who died 93 (40.09%) 74 (43.53%) 19 (30.65%)
and ALYCANTE trials assessed efficacy, safety e N oo TEL vorsod s a0 BRI CoopTae Onclogy e HOBCL: 91362 B2 | primar cause of e
and health-related quality of life (HRQoL) across Progressive disease 63 (27.16%) 51 (30.00%) 12 (19.35%)

t i : Eﬁicacy Adverse event 0 0 0
the full CAR-T—eligible population to explore . . . ) _ 13 (5.60%) 8 (4.71%) 5 (8.06%)
whether ASCT eligibility impacts outcomes. Efficacy analyses included 178 and 69 leukapheresed patients from ZUMA-7 and ALYCANTE, Secondary malignancy 2 (0.86%) 2 (1.18%) 0 (0.00%)

respectively, of which 170 and 62 received axi-cel. For all TTE, trends were very similar Other (total excluding ] i .
between the trials, see Table 2. Subgroup analysis for age in ZUMA-7 (< 65 and = 65 years at COVID-19) 15 (6.47%) 13 (7.65%) 2 (3.23%)

: : C S . _ *All causes of death excluded individuals with COVID-19 related deaths.
baseline) did not show statistically significant differences between the groups, nor did the HRQoL

M ETHODS flthbM,rA\O-Z ssuti)r?rFoqu?ed;ffer to ALYCANTE. EFS is presented for all populations, including HRQoL patterns were generally consistent across ZUMA-7 and ALYCANTE. Screening Smmﬂgit Month 12 Month 24
RS ) | Table 2. Efficacy results Longitudinal analyses of mean changes in EORTC QLQ-C30 global health

Pooled ZUMA-7 ALYCANTE status (GHS), physical function (PF), and EQ-5D-5L VAS are presented in

Data from axi-cel patients in ZUMA-7 and CMR, month 3 55.6% 51.2% 67.7% Figure 2. While both trials showed early declines in GHS and PF at Day 50, AC KN OWLEDG E M E NTS

ORR, month 12 46.6% 46.5% 46.8% - .
ALYCANTE were pooled without weighting DOR. month 12 51 0% S0 6L 5219, followed by recovery and improvement, only ALYCANTE reached clinical

Efficacy endpoints were event-free survival EFS, month 24 45.2% 45.2% 44.7% Elgtﬂquarceéagl_g geg‘ogg r%/ . %/FMgg tg §4é682 seline GHS andeIDFtscores |n| AN D D ISC LOS U RES
(EFS), overall response rate (complete + PFS, month 24 47.4% 47 6% 46.8% oth trials ( . 68. 1; PF: 83. 4) were comparable to genera

_ | o 0 0 opulation norms (GHS: 66.1; PF: 85.1).° . . . ”
partial metabolic response [CMR + PMR]), OS, month 24 64.9% 62.8% 70.8% POP ( ) The authors would like to thank the patients and their families

and CMR defined from leukapheresis; overall who participated in the ZUMA-7 and ALYCANTE trials for their
survival (OS) and progression-free survival CO N C LU SIO N S REFEREN C ES invaluable contributions. We also extend our gratitude to the
(PFS), defined from axi-cel infusion; and investigators, clinicians, and study staff whose dedication and

duration of response (DOR). EFS and other expertise made these studies possible.
time-to-event (TTE) outcomes were analyzed Pooled data from ZUMA-7 and ALYCANTE demonstrate that axi-cel provides 1. Locke, F. L., Miklos, D. B., Jacobson, C. A. et al. (2022). Axicabtagene ciloleucel as
using Kaplan-Meier methods. Subgroup consistent and durable efficacy, predictable safety, and meaningful HR-QoL benefits second-line therapy for large B-cell lymphoma. New England Journal of Medicine,
analyses was conducted for ZUMA-7 patients in patients with R/R LBCL, regardless of ASCT eligibility. These results support the 386(7), 640-654.

based on age. use of axi-cel as a standard 2L therapy, offering lasting responses with manageable . Houot, R., Bachy, E., Cartron, G. et al. (2023). Axicabtagene ciloleucel as second-line

Safety was evaluated based on treatment- tOXiCity across a broad patient pOpUIation, inCIUding those |ne||g|b|e for ASCT. therapy in |arge B cell |ymphoma |ne||g|b|e for auto|ogous stem cell transp|antation: ) CONTACT IN FO RMATION
emergent adverse events (TEAES). These findings are based on an unadjusted analysis and should be interpreted phase 2 trial. Nature Medicine, 29(10), 2593-2601. | | f
Longitudinal HR-QoL outcomes (EQ-5D-5L accordingly. The feasibility of pooling axi-cel patients from ZUMA-7 and ALYCANTE . Nolte, S, Liegl, G., Petersen, M. A., et al. (2019). General population normative data Protessor Roch Houot, MD, PhD

and EORTC QLQ-C30) were assessed using while adjusting for potential differences between the patient populations is currently for the EORTC QLQ-C30 health-related quality of life questionnaire based on 15,386 CHU Rennes, Rennes, France

mixed models for repeated measures being explored. As such, a limitation of these results is that the generalizability of persons across 13 European countries, Canada and the United States. European |
(MMRM). these findings is to be confirmed. Journal of Cancer, 107, 153-163. Email: roch.houot@chu-rennes.fr
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