Eq GILEAD Gilead Sciences Israel Ltd.

CESOmNRIEISsOR 4 HaHarash Street, Hod Hasharon
Tel: 972-8802050

Vv TECARTUS®

2025 'xn
IV'WONYT DX KON 1Y [1DTY
Tecartus®

Cells dispersion for infusion
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Tecartus is indicated for the treatment of adult patients with relapsed or refractory mantle cell lymphoma
(MCL) after two or more lines of systemic therapy including a Bruton’s tyrosine kinase (BTK) inhibitor
unless ineligible to BTK inhibitor.

Limitation of use: Tecartus is not indicated for the treatment of patients with active central nervous system
lymphoma.

Tecartus is indicated for the treatment of adult patients with relapsed or refractory B-cell precursor acute
lymphoblastic leukaemia (ALL).
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4.4  Special warnings and precautions for use

Prior treatment with anti-CD19 therapy

Tecartus is not recommended if the patient has relapsed with CD19-negative disease after prior anti-CD19
therapy.

CD19-negative acute lymphoblastic leukaemia disease
Tecartus is not recommended for patients who have CD19-negative disease or an unconfirmed CD19 status.

4.8 Undesirable effects

Table 5
Category

Summary of efficacy results for ZUMA-2

All leukapheresed 3(FAS)
(N=74)

Primary Analysis

24-month Follow-Up

Objective response rate (ORR), n (%)
[95% CI]

62 (84%) [73.4, 91.3]

62 (84%) [73.4, 91.3]

CR n (%) [95% CI]

44 (59%) [47.4, 70.7]

46 (62%) [50.1, 73.2]

PR n (%) [95% CI]

18 (24%) [15.1, 35.7]

16 (22%)[12.9, 32.7]

Duration of response (DOR)®

Median in months [95% CI]

NR [10.4, NE]

28.2 (13.5, 47.1)

Range € in months

0.0+, 35.0+

0.0+, 53.0+

Ongoing responses, CR+PR, CR, n (%) ¢

32 (43%), 30 (41%)

25 (34%), 25 (34%)

Progression free survival

PR, partial remission.

Median, months [95% CI] 16.2 [9.9, NE] | 24.0 (10.1, 48.2)
Overallsurvival
Cl, confidence interval; CR, complete remission; FAS, full analysis set;; NE, not estimable; NR, not reached;-0S-overal-survsival;

a Of the 74 patients that were enrolled (i.e. leukapheresed), 69 patients received lymphodepleting chemotherapy, and
68 patients received Tecartus.

b Among all responders. DOR is measured from the date of first objective response to the date of progression or death.

c A + sign indicates a censored value.

d At the data cutoff date. Percentages are calculated using the total number of patients in the analysis set as the denominator.




