Obecabtagene autoleucel (obe-cel) for Relapsed/Refractory Adult B-Cell Acute Lymphoblastic Leukemia (R/R B-ALL):

Impact of Chimeric Antigen Receptor T-Cell (CAR T) and Tumor Burden-Guided Dosing in the FELIX Phase 1b/2 Study
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Figure 1. FELIX study design. Maximal CAR T-cell expansion was seen after the second dose of obe-cel Table 2. Overall response by independent response review committee by TB group.
INTRODUCTION e Overall, high CAR T-cell expansion was observed, which progressively increased with TB. _
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infusions guided by a tumor burden (TB)-guided dosing schedule. e Mean concentration of obe-cel transgene level by droplet digital polymerase chain reaction 95% Cl, % 71.9-93.1 61.9-82.9 69.7-84.8
. e . -- I | h o dv in adul @ @ (ddPCR) in peripheral blood by TB regimen in patients who received both doses is shown in Cl, confidence interval; CR, complete remission; CRi, complete remission with incomplete count recovery; TB, tumor burden.
° O. eh-ce Is demonstrating prom|S|Eg re;u ’;s in ’kc)l e pivota FELIXdp a:cse 1 /bzI stufy in a :cj-|ts . : N Figure 2. o | .
with R/R B-ALL (NCT04404660), showing durable responses and a favorable safety profile. creening nrollmen Lymphodepletion o Low peak cytokines were observed despite high CAR T expansion, Table 3. Characteristics and response of patients who received only one dose of obe-cel.

Figure 2. Mean (SE) concentration of obe-cel transgene level by ddPCR in peripheral blood by TB
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*Pati_ents with Grade 2 CRS and/or Grade 1 ICANS following the first dose received the second dose on Day 10 (+2 days) up to Day 21, § S 100 BM, bone marrow; CAR, chimeric antigen receptor; CR, complete remission; CRi, complete remission with incomplete count recovery;
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— Low TB (n=52/127; 41%): 48 patients received two doses; four received one dose. Prior allo-5CT, n (%) 30(57.7) 6 (34.7) 56 (44.1) Efficacy CONCLUSIONS
e Overall remission rate was 84.6% (95% Cl: 71.9-93.1) and 73.3% (95% Cl: 61.9-82.9) in the
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High TB (n=75/127; 59%): 72 patients received two doses; three received one dose. 6 g (range) ( ) ( ) ( ) low and high TB groups, respectively (Table 2). « Overall, high CAR T-cell expansion was observed; peak expansion was reached after
e Median follow-up (data cut-off Feb 7, 2024): 21.5 months (range: 8.6—41.4). Extramedullary disease at screening, n (%) 13 (25.0) 16 (21.3) 29 (22.8) e In total, only 2/7 (28.6%) patients who received only one dose of obe-cel achieved complete Dose 2 in both low and high TB groups, demonstrating the positive effect from both

doses of obe-cel, irrespective of TB at lymphodepletion.

e Some differences in baseline characteristics were observed between groups (Table 1), but A o N : : . . remission with incomplete count recovery; clinical reasons why patients received only one
) ) ) ) Classification of cytogenetic risks of hematologic malignancies associated with a poor prognosis. ] ' . ' ' .

these did not impact CAR T-cell expansion and persistence. allo-SCT, allogeneic stem cell transplantation; BM, bone marrow; INO, inotuzumab ozogamicin; TB, tumor burden. dose are shown in Table 3. * The TB-guided dosing strategy, together with the unique fast off-rate binder of
obe-cel, resulted in substantial efficacy and low incidence of Grade 23 immunotoxicity.
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