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Arlocabtagene autoleucel (arlo-cel) in patients with heavily pretreated relapsed/refractory
multiple myeloma: final analysis from the phase 1 study
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PFS and OS were estimated using Kaplan-Meier methods. Symbols show censored patients.
Grade 3/4 NE, not estimable; NR, not reached.

®0Other select neruotoxicity includes atax1a neurotoxicity, nystagmus, dysarthria, diplopia, dysmetria, and gait disturbance (excluding
dizziness). There were no grade 4 events. SCumulative events include selected preferred terms from skin and subcutaneous tissue

e This was an open-label, phase 1, multicohort, dose-escalation, dose-expansion trial of Pationts not treated with arlo-cel (n = 86) agent, and anti-CD38 antibody. ° 2 Pls, = 2 IMiD therapies, and an anti-CD38 antibody. disorders and tongue conditions (within gastrointestinal disorders), as well as ad hoc preferred terms (ageusia, dysphagia. dysgeusia, and
arlo-cel in patients with RRMM; cohort A included patients who had received = 3 pLOT (n =2) < Table 2. TEAE Zal\lsiée dltso(;der), al\nt(_i excluded preferred terms include night sweats, dermal cyst, hyperhidrosis, and skin mass.
(NCT04674813; Figure 1) * Withdrawal from study (n = 1) * able 2. S MedDRA version: 28.1. CTCAE version 5.0. CRS graded using Lee DW, et al.® C l .
) e Other (n=1) D lati d . ) . HLH, hemophagocytic lymphohistiocytosis. 0 nC u S] On S
 Safety and efficacy were assessed in all-treated patients who received arlo-cel Aﬁstel'eeastceadapg);u?:tioiXFI?ES]SOA?) A:Ltregze;d 75 x 1(()n EA2R4')I' cells | 150x 1((;)1 Eég)T cells Table 4. Select on-target, off tumor-events
— Overall response rate (ORR) and complete response rate (CRR) were assessed in the 53 patients received svstemic bridging therapy® TEAE. N (% ° ’ e |n this final analysis of cohort A from the phase 1 study of arlo-cel for patients with
subpopulation evaluable for efficacy, which included all patients who received 25 x 106 (BRI | 300 x 106 | | 450 x 106 All treated 75 x 106 CAR T cells 150 x 106 CAR T cells heavily pretreated RRMM (=3 prior pLOT), the safety profile was consistent with
arto-ce:,.h?d .measu:jaEled dis1ease aF Eche. moz’e recent disease assessment prior to Treated patients not evaluable for \ (n = 6) _ (n = 26) JICERES (= 11) | :2¥n:f(ﬁigic s 84 (100.0) | 78 (92.9) |24 (100.0) (87.5) |26 (100.0) | 24 (92.3) (N = 84) (n = 24) (n = 26) previous reports; no new safety signals were observed
arlo-cel infusion, and had > 1 post-infusion disease-response assessment responses (n = 5) — RO ) i ioh- : i
: .  Death before day 29 (1=2) | ¢ Neutropenia 67 (79.8) | 62 (73.8) | 16 (66.7) | 15 (62.5) | 22 (84.6) | 19 (73.1) Skin The incidence of non-hematological TEAEs, high-grade infections, CRS, ICANS,
F]gure 1. StUdy deS]gn  Patients without measurable : and OTOT AEs was low
o Theasur v Anemia 43 (51.2) | 27 (32.1) | 12(50.0) | 7(29.2) | 13 (50.0) | 11 (42.3) With event 26 (31.0) 5 (20.8) 9 (34.6) | | -
Multicohort, dose-escalation/expansion study of arlo-cel therapy (n = 3) Efficacv-evaluable population (N = 79 Thrombocytopenia 40 (47.6) | 26 (31.0) | 8(33.3) | 6(25.0) | 10(38.5) | 5(19.2) e Arlo-cel demonstrated deep and durable responses following a single infusion
y Pop Non-hematologic TEAE? Grade 1 24 (28.6) 5 (20.8) 8 (30.8)
4 ) 25 x 106 (ORI | 300 x 106 | | 450 x 106 . — Response rates were high: ORR, 87% (all efficacy-evaluable patients),
| \ Onetime B Doses under evaluation || (n = 6) = GEFEY | (n=16) || (n=10) n’e’ggﬁlheem‘a ;g gg;; (( )) 10((2451 ‘07)) 113 (égg)) : (3'7) Grade 2 2 (2.4) 0 1(3.8) 92% (75 x 10¢), and 91% (150 x 10¢)
S 1nrusion o . . .
Leukapheresis & Bndg]?g th?rapy p Lymphodepletion arlo-cel aReasons for discontinuation were patient’s decision to transition to hospice care and loss of eligibility owing to development of plasma cell Fatigue 31 (36.9) (2.4) 4 (16.7) 13 (50.0) 1(3.8) Resolved? 23 (88.5) 5 (100) 7 (77.8) — Median PFS was 18.3 mo, and the 18-mo OS rate was 86.4%
(optional)® p 25, 75-. 150, 300, Post- leukemia. "Limited to < 28 days and discontinued > 14 days before start of lymphodepletion. Hypocalcemia 29 (34.5) (2.4) 6 (25.0) 7 (26.9) 0 Oral
___________________ -, -’ -, . 0 . ra ° _ . . . . °
Patients receive treatment (days 450 * 10 CARTceus),tf';el?;weuf;)t Baseline characteristics Hypophosphatemia 28(33.3) | 2(2.4) | 6(25.0) 1142.3) | 1(3.8) Arigreel elialise sl PR st O resgeliess G Pl St @polte
-5, 4, - -cel infusi - ot - - - i ith event 27 (32.1) 8 (33.3) 9 (34.6) « These results represent the longest follow-up of GPRC5D-targeted CAR T cell
W?t’h‘géif fizodzraag% gilo"g“j‘nﬂ?) 24 mo e Baseline characteristics were similar between the patients who received 75 x 10¢ and Diarrhea 27 (32.1) (2.4) | 10(41.7) : 10(38.5) | 1(3.9) wit P 3 N-up of L g ) .
3 Cydopg’osphami de 300 mgg/m2 150 x 10¢ CAR T cells (Table 1) Nausea 27 (32.1) (1.2) 2 (8.3) 8(30.8) | 1(3.8) Grade 1 20 (23.8) 8 (33.3) 6 (23.1) therapy and support arlo-cel as a potential efficacious treatment option for patients
o e e - Safet Dysgeusia® 26 (31.0) 7(29.2) - 9 (34.6) - with RRMM regardless of prior BCMA exposure
Arlo-cel manufacturing : I§ Isloth dose cohorts, 100% of patients reported > 1 treatment-emergent adverse event miections and fnfestations D2 (17 —e ' =) L) orace 2 T 63 X > (113 * The ongoing phase 2 QUINTESSENTIAL (NCT06297226) and phase 3 QUINTESSENTIAL-2
¢ ) 0 = 3 > 30% a . . o .
\ / (TEAE; Table 2) Do it s 11 oy COnmaLTarmilogy s o s s dnectonyand [eSabhs cecu e 55 and Resolved 20 (74.1) © (75.0) 6 (66.7) (NCT06615479) are further exploring the use of arlo-cel in patients with RRMM
Key eligibility criteria Primary objective — Hematological TEAEs were the most commonly reported class of adverse event in infection (8.3% and 11.5%), and pneumonia (4.2% and 1159, (143 and T3, upper respitory Nail
- > 18 years of age - Safety and tolerability the 75 x 10° and 150 x 10° dose cohorts Efficacy With event 19 (22.6) 6 (25.0) 5 (19.2) References
- Diagnosis of RRMM with progressive disease Secondary objectives * Grade 3/4 treatment-related adverse events (TRAEs) occurred in both dose cohorts (Table 3) e Within the overall efficacy-evaluable subpopulation (n = 79), ORR was 87% and CRR Grade 1 19 (22.6) 6 (25.0) 5(19.2)
< 12 mo from completion of most recent « ORR, CRR, DOR, and TTR by — Cytokine release syndrome (CRS) was the most commonly reported TRAE; all events was 53% Grade 2 0 0 0 ) boerds et al. Blood Cancer J. 2023;13(1):11. b e A O e tract A0SO
regimen or < 6 mo prior to start of screening IMWG criteria were grade 1/2 and resolved — ORRs were similar in the 75 x 10¢ and 150 x 10¢ dose cohorts (92% and 91%, 3 Rodnoncs-Otero b ot at. Bluod Concer 1 2024: 14(1):24. 6. Loc DW. ot al. Blood. 2014:124(2):188.195. '
(unless most recent therapy was CAR T e PFS — Immune effector cell-associated neurotoxicity syndrome (ICANS) was infrequent, respectively); CRRs were 58% and 43% (Figure 3A) Resolved? 14 (73.7) 5 (83.3) 3 (60.0)
cell therapy®) . 0S with one event in each dose cohort; both events resolved  For responders, the median (95% Cl) DOR was 19.6 mo (13.3-23.0) and the median (IQR) Weight loss Acknowledgments Scientific Content on Demand
« ECOGPSOor1 Exploratory objectives — Other select neurotoxicities (OSN) were rare and only occurred in the 150 x 10° dose cohort TTR was .0.99 moo (0.95-1.0); responses were durable and deepened over time (Figure 3B) , * We would like to thank the patients, their families, and the clinical study teams who To request a copy of this poster:
> 3 prior anti-myeloma regimens, including a PI |« MRD-negative status e On-target, off-tumor (OTOT) TRAEs were similar between the 2 dose cohorts and most * The mechan (95% Cl) PFS was 18.3 mo (11.8-23.7) for the overell efﬁcacy-e;/ alue ble With event 6 (7.1) 0 3 (119) . ¥;‘,i‘i?§fi‘£§;§;§;2§ Eryiafl;ﬁstor Myers Squibb E '-fE
anti'CD38 therapy) and an IMiD agent ¢ PharmaCOdynamiCS resolved with little to no intervention (Table 4) pOPUlatlon’ and the 18-mo OS rate for the all treated populatlon VY&S 86.4% (Flgure 4A) Grade 1 4 (48) 0 2 (77) * Medical writing support was provided by Jacqueline Benjamin, PhD, and 1_ j',,
_ BCMA-directed therapies including CAR T — For the 75 x 106 d 150 x 106 d horts. th di int til |QR i t — Inan exploratory analyS]Sa PFS and 0S appeared generally consistent between Dorothy Dobbins, PhD, CMPP from Citrus Health Group (Chicago, Illinois), "*'
’ or the an ose cohorts, the median (interquartile range, IQR) time to patients with and without prior BCMA-targeted therapies; no statistical comparisons Grade 2 2 (2.4) 0 1(3.8) and was funded by Bristol Myers Squibb "!'J'
cells, were allowed resolution was 12 (8-111) and 32 (21-93) days for skin events, respectively, 15.5 (7-36) and were performed (Figure 4B) . . E
167 (98-450) days for oral events, and 170 (159-227) and 96 (77-632) days for nail events « For the 75 x 10° and 150 x 10° dose cohorts, the sustained MRD-negativity rate Resolved 5 (83.3) NA 3 (100) Author disclosures
. . b . . . . 2 ep e o 3 . . . ¢ 0 0 a . . . . s : via a arégagr%gcgrdae ication
i‘)lforRe,chiJlIJrrgctiicf)cr)]roc]icls;c;;s)e)r::fer;tlr:%leC’oEJalgtgren>Cl%pr2<r)a|iir\}grbncology Group; IMWG, International Myeloma Working Group; MRD, minimal — No welght-loss eYentS. occurred.ln the 75 x 10° dose COh(?rta in the 150 x 10° dose (Sen51t1\r1ty level, 10 5) n patlents with > CR was 35.7% (n = 14) and 45.5% (n = 22), 1Pg[r)%ecr:dter.esolved calculated based on patients with an event. Multiple events occurring within 1 day from each other are considered as SB: AbbVie, AstraZeneca, Bristol Myers Squibb, Janssen, Kite/Arcellx, BeiGene, . barcode reader applicat |
residual disease; OS, overall survival; PFS, progression-free survival; PS, performance status; TTR, time to response. COhOFt, the median (mterquartl le range) time to resolution was 47 (5—164) days respectlvely NA, not applicable. Fate Therapeutics - consultancy, research funding, and/or honoraria. QR codes are valid for 90 days after the congress presentation date.

Presented at the 14th Annual Meeting of the Society of Hematologic Oncology, September 9-12, 2026; Houston, TX, USA: & Online
Previously presented at the 2026 Georgia Society of Clinical Oncology (GASCO) Annual Meeting; August 21-22; Alpharetta, GA, USA

Copies of this poster obtained through Quick Response (QR) code are for personal use only and may not be

Contact: www.globalbmsmedinfo.com reproduced without written permission from the author of this poster.



