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Real-World Effectiveness

Introduction Methods

Jazz EMERGE 402 included adult patients with previously treated ES-SCLC
who were prescribed lurbinectedin according to the local label in the US and
Canada per routine treatment practice prior to study enroliment

Table 1. Study endpoints and subgroups

e Lurbinectedin combined with atezolizumab is approved in multiple countries, including the US and Switzerland, as first-line maintenance therapy for ES-
SCLC based on results from the phase 3 IMforte trial (NCT05091567), showing statistically significant and clinically meaningful progression-free survival

(PFS, stratified hazard ration [HR], 0.54; 95% CI. 0.43, 0.67) and overall survival (OS, stratified HR, 0.73; 95% CI: 0.57, 0.95) benefits with the combination Subgroups of interest

for this poster?

Primary endpoint

Key secondary endpoints

. . regimen compared with atezolizumab alone>> e Data were collected at baseline and until death, withdrawal of consent, loss to
a n d Safety Of L u rbl n QCted I n — This trial enrolled patients without brain metastases who had not progressed after induction therapy with atezolizumab, carboplatin, and etoposide? follow-up, or 24 months elapsed (whichever occurred first) Progression-free survival
* Lurbinectedin is also available in 22 countries/territories, including with accelerated approvals in the US and Switzerland, as monotherapy for the treatment of * Effectiveness and safety/tolerability outcomes were assessed in all patients Duration of response

* Age <65 vs 265 years

* Initial diagnosis of limited-
vs extensive-stage
disease

« ECOGPS <2vs 22

adults with metastatic SCLC that has progressed on or after platinum-based chemotherapy based on results from a phase 2 basket trial (NCT02454972)1.3.4.6 and effectiveness in subgroups of interest (Table 1)

— This trial excluded patients with central nervous system (CNS) involvement; of those enrolled, 93% received second-line (2L) lurbinectedin treatment, and — Tumor responses are reported for patients who were assessed per
only 8% had received prior immunotherapy’ Response Evaluation Criteria in Solid Tumors version 1.1 (RECIST v1.1)

— The overall response rate (ORR) was 35% (chemotherapy-free interval [CTFI] <90 days, 22%; CTFI 290 days, 45%), with a median duration of response with baseline measurable disease
(DoR) of 5.3 months (CTFI <90 days, 4.7 months; CTFI 290 days, 6.2 months)’ - 95% Cils for tumor responses were estimated using the Clopper-Pearson

Jazz EMERGE 402 (NCT04894591)” was a prospective, single-arm, multicenter, phase 4 observational trial to assess the effectiveness and safety of exact method
lurbinectedin monotherapy in routine practice in the US and Canada. Jazz EMERGE 402 enrolled a broader population of patients than the population in the - DoR, PFS, and OS were estimated using the Kaplan-Meier method, and
phase 2 basket trial, including those with baseline CNS metastases and poor performance status 95% Cls for PFS probability were generated using the Greenwood formula

— Primary outcomes and results by line of therapy, CNS metastases, and platinum sensitivity were reported recently and showed that baseline CNS — Adjusted multivariable logistic and Cox regressions were used to assess
metastases and platinum resistance were associated with lower ORR and OS, respectively? effectiveness outcomes (ORR, PFS, OS) among selected subgroups

Investigator- Disease control rate

assessed overall
response rate per
RECIST v1.1

for Previously Treated
Extensive-Stage Small Cell

Lung Cancer: Final Primary :
and Subgroup Analysis

Results of Jazz EMERGE

402

Overall survival

Incidence and severity of adverse
events

Reasons for treatment discontinuation
or dose reduction/delay

aSubgroups by line of treatment (second- vs third-line), platinum sensitivity (second-line with CTFI <90 vs =290 days), and baseline brain metastasis (second-line with vs
without) were previously presented.?

CTFI, chemotherapy-free interval; ECOG PS, Eastern Cooperative Oncology Group Performance Status; RECIST v1.1, Response Evaluation Criteria in Solid Tumors
version 1.1.
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Table 2. Baseline patient demographic and clinical characteristics Figure 2. Kaplan-Meier analysis of OS?
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10Stormont Vail Health, Topeka, KS, USA; ""ThedaCare, Appleton, Wi, USA; 12Baylor Scott & White Medical Center, Temple, >65 years, n (%) 166 (62) -] S 70 - All patients: 7.6 (6.4, 8.7) S 70 - All patients: 7.6 (6.5, 8.9) e 70+ Missing: 7.6 (5.62, 10.9)
TX, USA; 3Centre Hospitalier Universitaire de Sherbrooke, Université de Sherbrooke, Sherbrooke, QC, Canada; '*Jazz 5 © | © | © | All patients: 7.6 (6.4, 8.7)
Pharmaceuticals, Palo Alto, CA, USA; 'SJazz Pharmaceuticals, Philadelphia, PA, USA; "®Montefiore Medical Center, Albert Sex, n ( /0) = 60 = 60 =2 60 ’
Einstein College of Medicine, Bronx, NY, USA Female 136 (51) ] 5 o T e T
Male 131 (49) ] % 40 - % 40 % 40
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® : : : 10 - >65 years H—— . - 10 - Initial LS =1 : 10 - Missing
We report primary results from the final .data analysis of Race, n (%)? o e o nitalls o Missing
the JaZZ EMERGE 402 ObservathnaI trlal and Amerlcan Indlan/Alaska Natlve 2 (1) I ' ' ' ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! !
: : : 0 4 8 12 16 20 24 28 32 36 40 44 0 4 8 12 16 20 24 28 32 36 40 44 0 4 8 12 16 20 24 28 32 36 40 44
outcomes for select subgroups of interest with Asian 7 (3) [
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previously treated extensive-stage small cell lung Blagk or African American 24 (9) I ime (months) ime (months) \umber of oatients at ik ime (months)
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nicity, n (%) All patients: 267 180 101 62 31 20 10 3 1 1 1 0 All patients: 265 179 101 62 31 20 10 3 1 1 1 0 All patients: 267 180 101 62 31 20 10 3 1 1 1 0
Hispanic or Latino 7 (3) O
- Not HispaniC or Latino 242 (91) ] aSome patients had OS follow-up >24 months and were noted as protqcol deviations. — | |
Con CI u s I On s S CL C Stage at initial diagnosis, n (0 /0 ) ECOG PS, Eastern Cooperative Oncology Group Performance Status; ES, extensive stage; LS, limited stage; OS, overall survival.
_ Extensive 196 (73) ]
* Jazz EMERGE 402 enrolled a broader population of e 69 (26) O
patients with previously treated ES-SCLC than the Missing 2 (1) |
L 11 : : . i}
phase 2 basket trial," including those who were heavily ECOG PS, n (%) Table 4. Tumor responses in all patients and by subgroup? Table 5. Summary of safety
pretreated, older, had brain or hepatic metastases, had 0 45 (17) ]
worse performance status, and had received 1 133 (50 - ] ] _
prior irr?munotherapy 2 45 ((1 7)) . All patients Initial LS All patients (N = 267)
| | | 3 7 (3) i n = 1892 n=>54 Any AE 162 (61)
The favorable effectiveness a_nd safe’Fy proflle_s poted_ In Missing 37 (14) O AE leading to discontinuation 21 (8)
this real-world study are consistent with the clinical trial CTFI, n (%) AE leading to dose reduction 14 (5)
outcomes that led to the accelerated approval of <30 days 51 (19) I ORR, n (%) 55 (29) 21 (30) 34 (28) 18 (33) 37 (27) 33 (26) 13 (41) Fatal AEs 32 (12)
: : : 0
lurbinectedin monotherapy, reflected in the current <90 days 88 (33) 1 [95% Cl] [23, 36] [20, 43] [20, 37] [21, 47] [20, 36] [19, 39 [24, 59 Any SAE 107 (40)
lurbinectedin prescribing information >90 days 137 (51) ] Treatment-related SAE 29 (11)
>180 days 73 (27) ] BOR, n (%) Any TRAE 88 (33)
A BB TR el E.MERGE U2 inoived Ui iosE Not calculated® 42 (16) B TRAESs occurring in 25% of patients, any grade
who had baseline brain metastases and those with Metastases sites, n (%) CR 8 (4) 2 (3) 6 (5) 4 (7) 4 (3) 6 (5) 1 (3) Anomia 21 (8)
platinum-resistant disease derived less overall benefit CNS 67 (25) O Neut , 19 (7
from lurbinectedin monotherapy? Liver 84 (31) — PR 47 (25) 19 (28) 28 (23) 14 (26) 33 (24) 27 (21) 12 (38) eutropenia (7)
. . . o Thrombocytopenia 15 (6)
In this analysis of additional key subgroups, better Line of therapy for lurbinectedin, n (%) N 15 (6
n y y subgroups, oL 169 (63) I SD 37 (20) 15 (22) 22 (18) 9 (17) 28 (21) 28 (22) 2 (6) ausea (6)
performance status at baseline was associated with 3L 78 (29) — Fatigue 14 (5)
longer overall survival with lurbinectedin monotherapy AL or later 20 (7) e PD 69 (37) 27 (39) 42 (35) 19 (35) 50 (37) 51 (40) 9O (28) Any AESI? 73 (27)
Lurbinectedin showed a predictable and manageable aNing_pa;[_ients _?heclinetﬂ to st?_te their ;ﬁce.prighteen patients declined to state their ethnicity. ¢Did not have a reported progression date on first-line therapy. 9Two patients in the 2L setting received lurbinectedin in o (0/ ) o (49) - (52) - (47) - (50) - (48) o (48) e (47) Al‘gjyeiiggussltg‘fesalctlon 159((27))
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tsafetty pr(t)fcljl.e wﬂf:_lowtratesdof dtOSGC:'edUCtIOnS atnd 2L, second-line; 3L, third-line; 4L, fourth-line; CNS, central ystem; CTFI, chemotherapy-free interval; ECOG PS, Eastern Cooperative Oncology Group Perf Status; SCLC, small cell lung 195% ClI 41, 56 40, 64] 138, 56] 136, 64] 39, 57] 39, 57] 129, 65] Neutropenic infection 5 (2)
el ks soliinbiz ol 0 1o Slofislse vl » As of the final data cutoff on July 17, 2025, 267 patients had received =1 cycle of lurbinectedin treatment and were -
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— Serious hematologic abnormalities were reported at followed for up to 24 months SR monthe - 42 27 - - w 27 Neutropenia 3 (1)
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patients: 71 patients as a primary prophylaxis, 22 as a
secondary prophylaxis, and 6 did not report the reason

aDiscontinuation reason per the discontinuation electronic data capture form.

was associated with shorter OS compared with ECOG PS <2 (HR, 1.81 [95% CI: 1.26-2.61])

unobserved variables may influence outcomes

* Variation in real-world assessment practices may also affect the
evaluation of effectiveness and safety



