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BACKGROUND RESULTS CONCLUSIONS

Axicabtagene ciloleucel (axi-cel) is an autologous anti-CD19 chimeric antigen receptor T-cell therapy approved for Figure 2. Disposition of Patients Aged =65 Years in ZUMA-7 Figure 3. Primary Endpoint: Event-Free Survival Per Blinded Central Review in Patients Table 2. Safety Overview in Patients Aged =65 Years * Axi-cel demonstrated superiority over second-line SOC (HDT-
the treatment of adult patients with relapsed/refractory (R/R) large B-cell lymphoma (LBCL) after =2 lines of systemic

therapy and most recently, in the United States, for R/R LBCL within 12 months of first-line chemoimmunotherapy' Aged 265 Years ASCT) in patients 265 years, despite the greater frequency of
The median age at LBCL diagnosis is 66 years, and age can be a determining factor in the decision to use curative Enrolled (Randomized) Median EFS | 24-mo EFS Rate | Stratified HR | Stratified P Value h'gh'”Sk features in the axi-cel arm, with

100 - . .
>65 Years Axi-Cel (N=51) | 21.5 (5.0.NE) | 47.8% (33.2-61.0) 0.276 y = y = — >8-fold greater median EFS (21.5 months vs 2.5 months,

glac;l]zrailzr)j\:c;egct:rvevggél)?tl;eBgclr_nzaerr]etft risk of inferior outcomes, increased toxicity, and inability to tolerate second-line 50 SOC (N=58) 2501632 | 15.1%7.1.258 | (0.164-0.465 <.0001 Any AE, n (%)*® 49 (100) 46 (94) 55 (100) 45 (82) respectively; descriptive P<.0001)

All Patients® Axi-Cel (N=180) | 8.3 (4.5-15.8) | 40.5% (33.2-47.7) 0.398 .
In addition, second-line SOC is often associated with poor health-related quality of life (QoL)** (Data Not Shown) | SOC (N=179) 2.0(1.6-2.8) | 16.3% (11.1-22.2) | (0.308-0.514) <0001 Pyrexia 47 (96) 48 14 (25) 000

60 - Neutropenia® 39 (80) 39 (80) 24 (44) 24 (44)
Fa¥ Fa¥ p
L o i ) Nauses 23 (47) 1@ 37 (67) 35 Over double the CR rate

40 - Any serious AE, n (%) 29 (59) 25 (51) 26 (47) 23 (42) Almost triple the proportion of patients receiving
[HR], 0.398, P<.0001; median 8.3 versus 2 months, respectively; 24-month EFS rate: 41% versus 16%, respectively; Received 21 Dose of Salvage o f initi
24.9-month median follow-up)® Chemotherapy CRS, n (%) 48 (98) 4(8) - - eiefllfive el

n=55 : CRS management,9 n (%)

Axi-Cel Arm SOC Arm >3-fold greater estimated 24-month EFS rate
ZUMA-7 (NCT03391466) is the first randomized, global, multicenter Phase 3 study of axi-cel versus SOC as second-line N=51 N=58

treatment in patients with R/R LBCL
In ZUMA-7, axi-cel significantly improved event-free survival (EFS) compared with second-line SOC (hazard ratio

Event-Free Survival, %

— Axi-cel had a manageable safety profile that was consistent with
Tocilizumab

. | . . . . . . _ previous studies and real-world data in patients of all ages'*'
O BJ E CT I V E Responded to Salvage Chemotherapy 0 12 14 16 18 20 22 Corticosteroids

Und t Leukaph i X : : :
n erwenn=§: apheresis nd UnderwentzlrleukaphereSIS N Months Vasopressors Compared with SOC, axi-cel also showed meaningful
n=

* To present the safety, efficacy, and patient-reported outcome (PRO) results in a preplanned subgroup analysis of A";g‘ﬂ 2513 gg ?g ?; ?1 fg fg 287 284 283 260 Median time to onset, days improvement " Qol,, measured by multiple validated PRO
ZUMA-7 patients aged =65 years instruments, with suggested faster recovery to pretreatment QoL

Median duration of events, days

Axi-cel, axicabtagene ciloleucel; EFS, event-free survival; HR, hazard ratio; mo, month; NE, not evaluable; SOC, standard of care.

Received Lymphodepletin i CYALE These data demonstrate that older patients, who are
Cheriiot?\erap; 9 * The primary endpoint of EFS showed that treatment with axi-cel was superior to SOC (HR, 0.276; descriptive P<.0001; Figure 3) Neurologic event, n (%) : : p. :
frequently considered transplant-ineligible based on age, can

M ET H o DS n=49 With 24.3-months median follow-up, median EFS was longer with axi-cel versus SOC (21.5 months [95% Cl, 5.0-not evaluable] Management with corticosteroids,? n (%) , , , ,
vs 2.5 months [95% Cl, 1.6-3.2], respectively) in patients aged 65 years or older Median time to onset, days safely receive second-line curative intent therapy

Received Axi-Cel Infusi Received HDT.ASCT Kaplan-Meier estimates of the 24-month EFS rates were higher for axi-cel than for SOC (47.8% vs 15.1%, respectively) Median duration of events, days The superior clinical outcomes and patient experience with axi-cel
Flgure 1. ZUMA-7 Study Schema and Endpomts ecelve b el intusion ecelve ) Multivariate analyses showed similar EFS results when adjusting for differences in baseline characteristics (HR, 0.23; descriptive Reason for deaths, n (%) over SOC should help inform treatment choices in second-line

n=49 n=20 < 0001
<0000 939 R/R LBCL for patients 65 years of age or older
Figure 4. Objective Response Rate in Patients Aged =65 Years Grade 5 AEs during protocol-specified reporting period 1(2)
0

(0)
* A total of 359 patients were enrolled in ZUMA-7 (N=180 and N=179 for axi-cel and 1007 (8)8%2 descriptive P<.0001 (Data Not Shown) ()

rMs. r ivel Axi-Cel (N=180) ? Included are the 3 most common AEs of any grade occurring in the axi-cel arm. ® In patients aged <65 years, Grade =3 AEs occurred in 109 (?0%) axi-cel patients and 95 (84%) SOC patients. < Neutropenia refers to the combined preferred terms of . . o '
SOC arms, espect c y) SOC (N=179) neutropenia and neutrophil count decreased. ¢ In patients aged <65 years, Grade =3 serious AEs occurred in 47 (39%) axi-cel patients and 44 (39%) SOC patients. ¢ CRS was graded according to Lee et al.’® f In patients aged <65 years, Grade =3 CRS 1. YESCARTA® (a>§|cabtagene ciloleucel) [Prescribing 8. Cheson BD, et al. J Clin Oncol.
occurred in 7 (6%) axi-cel patients. 9 Toxicity management followed ZUMA-1 pivotal cohorts. " Neurologic events were identified per prespecified search list based on methods used in the blinatumomab registrational study.! ' In patients <65 years, information]. Kite Pharma, Inc; 2022. 2014:32:3059-3068.

Grade =3 neurologic events occurred in 23 (19%) axi-cel patients and 0 (0%) SOC patients.  Due to COVID-19. * Due to cardiac arrest. ' Other reasons for death included natural progression from prior subdural hematoma (n=1) in the axi-cel arm and ) ) ) o
COV'D_19 (n=2)’ Cardiopulmonary arrest (n:’]), urosepsis (n:’]), and Sepsis (n:']) |n the SOC arm. . NatIOnal Cancef' |ﬂ$t|tute ACCeSSGd May 12, 2022 9. RObIﬂS JM aﬂd TSIatIS AA. Commun Stat TheOI’y

AE, adverse event; axi-cel, axicabtagene ciloleucel; CRS, cytokine release syndrome; SOC, standard of care. https://seer.cancer.gov/statfacts/html/dlbcl.html. Methods. 1991:2609-2631.

. Di M, etal. Oncologist. 2021;26:120-132. 10.Lee DW, et al. Blood. 2014;124:188-195.
* Grade =3 adverse events (AEs) occurred in 46/49 (94%) axi-cel patients and 45/55 (82%) SOC patients (Table 2) . Oerlemans S, et al. Ann Hematol. 11. Topp MS, et al. Lancet Oncol. 2015;16:57-66.

R/R LBCL 96% received axi-cel 34% received HDT-ASCT rogressive disease

/7 sites Axi-Cel Axi-cel, axicabtagene ciloleucel; HDT-ASCT; high-dose chemoimmunotherapy and autologous stem cell transplantation; SOC, . ]
standard of care. Definitive therapy-related mortality

' Odds ratio, 8.81 (95% CI. 2.71-32.14): All Patients® Other 1

Key Eligibility: Conditioning
Chemotherapy +
*Aged 218y Axi-Cel

e [ BCL’

* R/R <12 mo of 1L
therapy?

oo
o
]

— The subgroup analysis of patients aged =65 years included 109 patients (N=51
and N=58 for axi-cel and SOC arms, respectively; Figure 2)

While 49/51 (96%) patients received axi-cel, only 20/58 (34%) received high-dose
chemoimmunotherapy and autologous stem cell transplantation (HDT-ASCT)
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Responders
(CR or PR)

Proceed to
HDT-ASCT

* Intended to proceed

Axi-cel was successfully manufactured for all patients who underwent leukapheresis
to HDT-ASCT

* Grade 5 treatment-related AEs occurred in 0 and 1 (cardiac arrest) patient in the axi-cel and SOC arms, respectively 2014;93:1705-1715. 12. Neelapu SS, et al. N Engl J Med.

e There were slightly higher rates of cytokine release syndrome (CRS) and neurologic events, including Grade =3, in patients aged =65 years compared with the - HafezR, et al. Alexandria J Med. 2018;679-683. 2017,377:2531-2544.
overall ZUMA-7 population" . Locke FL, et al. N Engl J Med. 2022;386:640-654. 13. Locke FL, et al. Lancet Oncol. 2019;20:31-42.

— CRS occurred in 98% and 8% for any grade and Grade =3, respectively, in patients =65 years of age compared with 92% and 6% in the overall ZUMA-7 population . Swerdlow SH, et al. Blood. 2016;127:2375-2330. 14.van Meerten T, et al. EU CAR T 2022. Abstract 54.

Ch . I\SI95CS z‘f]':g ORR SD. PD NE ORR SD PD — In the axi-cel arm, neurologic events occurred in 65% and 27% for any grade and Grade =3, respectively, in patients =265 years of age compared with 60% and
aracteristic = B Axi-Cel (N=51) SOC (N=58) 21% in the overall ZUMA-7 population ACKNOWLEDGMENTS

. ® NE: In the SOC arm, there was 1 patient with undefined disease and 4 who did not have response assessments done.
Median age (l‘ange): years 70 (65'80) 69 (65'81) 69 (65'81) Axi-cel, axicabtagene ciloleucel; CR, complete response; NE, not evaluable; ORR, objective response rate; PD, progressive disease; PR, partial response; SD, stable disease; e The patients, families, friends, and caregivers

Optional Steroid- |nveStigator'Se|eCted Additional SOC, standard of care. Figure 6. Change From Baseline fOr PreSPeCiﬁed PRO EndPOintS in Patients Aged =65 Years The entire ZUMA-7 study team of investigators, coordinators, and health care staff at each study site

. O,
Only Bridging Platlnum—Based ) Trestment lOﬁ Sex, male, n (%) 28 (5) 39 (67) 67 (61) e ORR was higher with axi-cel versus SOC (descriptive P<.0001), and complete response (CR) rate of the axi-cel arm was over
(No Chemotherapy) Chemoimmunotherapy (O0C0O Disease stage -1V, n (%) 42 (82) 44 (76) 86 (79) double that of the SOC arm (75% vs 33%, respectively; Figure 4)
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Table 1. Baseline Characteristics for Patients Aged =65 Years

Stratification:
29% 22% 17%

Day 100 Assessment
Day 150 Assessment
LTFU Assessment

® Response to 1L
therapy
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Cycle 3

(Optional)

Cycle 1 | Cycle 2

Initial Disease Assessment (Day 50)
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These data were in part previously presented at the 2022 European CAR T-Cell Meeting™
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SAAIPI of 2-3 n (%) 27 (33) 18 (31) 45 (41) Figure 5. Overall Survival in Patients Aged =65 Years, Evaluated as an Interim Analysis

Primary Endpoint Key Secondary Endpoints Secondary Endpoints No Protocol-Specified Response to 1L therapy?, n (%) 1009 —o— . | Axi-Cel (N=51) | SOC (N=58) | Stratified HR (95% CI)

e EFS¢ by blinded e ORR e PFS Crossover . Median OS 28.6 ‘ NR ‘ 0.517
central review .« OS Primary refractory 37.(73) 39 (67) 76 (70) (95%Cl), mo | (23.9-NE) (12.3-NE) (0.277-0.964)
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e Safety
e PROs Relapse <12 months of 1L therapy 14 (27) 19 (33) 33 (30)

Estimate, 95% CI
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l

Disease type per investigator, n (%)

N
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® Refractory disease was defined as no CR to 1L therapy; relapsed disease was defined as CR followed by biopsy-proven disease relapse <12 months from completion of 1L therapy. DLBCL not speciﬁed
© Axi-cel patients underwent leukapheresis followed by conditioning chemotherapy with cyclophosphamide (500 mg/m?/day) and fludarabine (30 mg/m?/day) 5, 4, and 3 days before

Overall Survival, %

N
o
l

Presented at the 2022 American Society of Clinical Oncology Annual Meeting




