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- ELARA (NCT03568461) is a Phase I, single-arm, global, multicenter, open-label trial Statistical analysis and cryopreservation " pridging chemotherapy* : First efficacy assessment Median foll :
* Follicular lymphoma (FL) is an indolent lymphoma subtype that often requires multiple lines of treatment'? investigating the efficacy and safety outcomes of tisagenlecleucel in adults with R/R FL after _ _ _ | Tisagenlecleucel | Month 3 29 minlfl?s (()I &V_\,V';g_'sz)
-~ Nathan Fowler. MD _ _ - _ _ o . >2 treatment lines or who relapsed after autologous stem cell transplant (Figure 1) * The Kaplan-Meier method was used to estimate PFS, duration of response (DOR), oo manufacturing Restaging, . =
<@> J - Patients with relapsed high-risk FL (progression of disease within 2 years of initial chemotherapy [POD24], overall survival (OS), and time to next antilymphoma therapy (TTNT) nrofimen lymphodepletion 11S9¢n€¢ uce
' ' [ ' ' ions3?® « Eligible patients were >18 years of age with R/R FL (grades 1-3A) after >2 lines of prior therapy, o o _
M nfowler@mdanderson .0rg high baseline tumor burden) have a poor prognosis and unmet need for effective therapeutic options inc%uding an anti-CD20 an’ﬁbody anc?an alkylating a(gent or after)autologous stempcell transSI)::mt - Univariate and multivariate Cox model analyses were used to correlate biomarker and Long-term safety and efficacy
- Tisagenlecleucel demonstrated high response rates (overall response rate of 86%, complete response rate Bridaing th lowed and lowed by ation bef clinical/disease characteristics with response and PFS follow-up
[CRR] of 69%)° and durable responses (12-month progression-free survival [PFS] rate of 67%)’ in the * bridging therapy was allowed and was followed by disease reevaluation before . : : : :
ELARA trial ‘ S tisagenlecleucel infusion (0.6-6x108 chimeric antigen receptor [CAR]-positive viable T cells) The Spearman correlation was used to estimate the baseline tumor burden with . >18 years of age Tisagenlecleucel dose range (single IV infusion) Primary: CRR by IRC

pre-lymphodepleting chemotherapy serum cytokine levels

. * FL grade 1, 2, or 3A was 0.6-6x10® CAR-positive viable T cells
* The primary outcome measure was CRR + Relapsed/refractory disease®
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- Here, we present the continued durability of response, longer-term safety, and exploratory correlative « CAR-T cell in vivo exposure parameters (cellular kinetics) were estimated using No ooty Chistoloael transformation/FL3B Secondary: ORR, DOR, PFS,
: : : : : . .. . ¢ NO evidence ot nistological transtormation s
biomarker analyses of patients with relapsed or refractory (R/R) FL treated with tisagenlecleucel after a - Secondary outcome measures included clinical response and PFS, which were correlated noncompartmental methods + No prior anti-CD19 therapy or allogeneic HSCT OS, safety, cellular kinetics

median follow-up of 29 months with baseline factors, tumor microenvironment (TME), soluble factors, and circulating blood
! ( )' ' 9 CAR, chimeric antigen receptor; CD, cluster of differentiation; CRR, complete response rate; DOR, duration of response; FL, follicular lymphoma; FL3B, FL grade 3B; HSCT, hematopoietic stem cell transplant;

Ce”S; Safety; and cellular kinetics as determined by quantitative p0|ymerase chain reaction IQR, interquartile range; IRC, independent review committee; IV, intravenous; ORR, overall response rate; OS, overall survival; PFS, progression-free survival.

measurement of transgene levels aDisease was reassessed prior to infusion for all patients requiring bridging therapy. °Infusion was conducted on an in- or outpatient basis at investigator discretion. °Every 3 months until Month 12, and
every 6 months until end of study. “Refractory to second or greater line of systemic therapy (including an anti-CD20 antibody and alkylating agent) or relapsed within 6 months after second or greater line of
therapy or after an autologous HSCT.
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Wlth R/ R FL 2PFS and OS by BOR curves are per IRC assessment. Censoring times are shown as squares. was associated with shorter PFS (P=0.026) and DOR in responders (P=0.0016; Flgure 5) biomarker. Images were analyzed by proprietary analysis algorithms AQUA".>1° °C., (geometric mean maximum expansion) was defined as the maximum (peak) observed in peripheral blood after single dose administration (copies/ug).
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