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A OS benefit was observed across subgroups by age, race, sex, Eastern Cooperative Oncology Group
performance status, smoking history, brain metastasis, liver metastasis, or PD-L1 expression level (Figure 3).

Sel’plunmab Versus placeb() plUS Chemothel"apy as firSt-line A Baseline demographics and characteristics of each group have been reported previouslyg.
treatment for extensive-stage small-cell lung cancer: efficacy
and safety from the end-of-study analysis of the international

A In non-Asian patients, median OS was 15.6 vs. 11.2 months in the respective groups (unstratified HR = 0.55,
95% ClI, 0.38i 0.79, Figure 4).

A By data cutoff on May 7, 2024, the median follow-up duration was 42.4 months. 585 patients were enrolled
and randomized to the serplulimab group (n = 389) and the placebo group (n = 196). In total, there were 401

Asian (68.5%) and 184 (31.5%) non-Asian patients; all non-Asian patients were White. Figure 4. Overall survival in non-Asian patients (all White)

phase 3 ASTRUM-005 stu dy A Intotal, 77 (19.8%) patients in the serplulimab group and 12 (6.1%) in the placebo group had completed the 100~ Median OS (95% Cl),
. . . (=)
study, and 312 (80.2%) and 184 (93.9%) had discontinued from the study, respectively. The most common > S p— months
Ying Cheng?, Liang Han?, Lin Wu3, Jun Chen#, Hongmei Sun®, Guilan Wen®, Yinghua Ji’, Anastasia V. Ziminag, reason for study discontinuation was death (72.2% vs. 84.7%). © 80- e (53.1-70.7%) I;erpltéllmab; Chi;notherezpy (/;7:) 127) 1151_62((182.6—114738))
. . . . . . . = 0 ) g 0, + chemo erapy n= ‘ '5_ X
Jianhua Shi?, Zhijie Pan®, Jinsheng Shitt, Xicheng Wang'2, Yuansong Bai!?, Tamar Melkadze!3, Yueyin Pan'4, : : : - - 44.0% (30.1-57.0%) s
Xuhong Mints, Maksym Vigurots, Jing Li7, Qingyu Wang®. Jun Zhu” ASTRUM-005 Study Grou A 206 (53.0%) patients in the serplulimab group and 94 (48.0%) in the placebo group received subsequent g 60- Unstratified HR (95% Cl), 0.55 (0.38-0.79): descriptive P = 0.001
g ’ ymVig  ~ING LI, RINgY g ’ y P systemic anticancer treatment after the first disease progression, with chemotherapy being the most common 2 L ______% 2-year OS rate (95% Cl)
1Department of Oncology, Jilin Cancer Hospital, Changchun, China; 2Department of Oncology, Xuzhou Central Hospital, Xuzhou, China; 3Department of Thoracic Medical drua modalit E 40 |- 33.1% (24.4-42.0%) 3-year OS rate (95% CI)
Oncology, Hunan Cancer Hospital, The Affiliated Cancer Hospital of Xiangya School of Medicine, Central South University, Changsha, China; “Department of Lung Cancer g Y- g ] | 14.1% (6.0-25.6%) 22.3% (14.9-30.6%)
Surgery, Tianjin Medical University General Hospital, Tianjin, China; °Department of Oncology, Jiamusi Cancer Hospital, Jiamusi, China; ®Department of Respiratory Efficac @) | 7 1% (1 9-17. 0%)
Medicine, The First Affiliated Hospital of Nanchang University, Nanchang, China; “Department of Oncology, The First Affiliated Hospital of Xinxiang Medical University, y 20- : : it Mot -
Xinxiang, China; 8Budgetary Healthcare Institution of Omsk Region "Clinical Oncology Dispensary"”, Omsk, Russian Federation; °Department of Oncology, Linyi Cancer A Consistent with previous analyses median OS in the serplulimab group increased by 4.7 months Compared I I '
Hospital, Linyi, China; 1°Department of Respiratory Medicine, The First Affiliated Hospital of Zhejiang University School of Medicine, Hangzhou, China; Department of ] ! ] ] ' ] ] | . l '_\_!_\_H
Oncology, Cangzhou People's Hospital, Cangzhou, China; 1!Department of Oncology, The First Affiliated Hospital of Guangdong Pharmaceutical University, Guangzhou, to placebo group. Median OS was 15.8 months (95% confidence interval [C|], 13.91 174) in the serplullmab 0 : : : L - : : ; : : : : - : : ;

China; ?Department of Oncology and Hematology, China-Japan Union Hospital of Jilin University, Changchun, China; 13Research Institute of Clinical Medicine, Thilisi,
Georgia; *Anhui Provincial Hospital, Hefei, China; >Department of Interventional Radiology, Anhui Chest Hospital, Hefei, China; 6Clinical Research Department, Medical
Center "Mriya Med-Service", KryvyiRih, Ukraine; ’Shanghai Henlius Biotech, Inc., Shanghai, China

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48

group and 11.1 months (95% CI, 10.01 12.4) in the placebo group (hazard ratio [HR] = 0.60, 95% CI, 0.49i _ _ o
Time since randomization (months)

0.73, descriptive P < 0.001; Figure 2).

No. at risk
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A Extensive-stage small-cell lung cancer (ES-SCLC) is associated with rapid disease progression and poor
prognosis, with a 5-year survival rate of 7%?*2. Following over three decades of platinum-etoposide

Cl, confidence interval; HR, hazard ratio; No., number; OS, overall survival.

Figure 2. End-of-study analysis of overall survival in the intent-to-treat population
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Methods 0 0 3 5 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57 A The safety profiles were highly similar to those from the previous analysis. No new safety signals were

A Previously untreated patients with ES-SCLC were randomized in a 2:1 ratio to receive serplulimab +
carboplatin + etoposide (serplulimab group) or placebo + carboplatin + etoposide (placebo group) in 3-week
cycles (Figure 1).

identified.

A Treatment-emergent adverse events (TEAES) were reported in 96.4% and 98.0% of patients in the serplulimab
group and the placebo group, respectively (Table 3). Grade (8 TEAEs were reported in 84.8% vs. 83.2% of
patients, respectively, and the incidences were 80.2% vs. 77.0% after excluding deaths resulting from disease
progression or COVID-19.

A Serplulimab- or placebo-related TEAEs occurred in 71.7% (grade CB, 35.0%) vs. 57.7% (grade CB, 29.1%) of
patients in the respective groups (Table 3).

Time since randomization (months)
No. at risk

- 389 368 335 273 227 187 151 126 115 104 95 88 85 68 53 23 9 7 0

-+ 196 181 146 110 81 55 42 34 27 23 19 17 16 12 7 3 2 1 1 0
Figure 1. Study design

ClI, confidence interval; HR, hazard ratio; No., number; OS, overall survival.
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IV, Q3W, up to 4 cycles of chemotherapy
Serplulimab (4.5 mg/kg, D1)

Figure 3. Forest plot of overall survival in patient subgroups
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The end-of-study analysis demonstrated long-term survival benefit of serplulimab i References Acknowledgements

combined with carboplatin and etoposide for previously untreated patients with ES-SCLC,
supporting this therapy as a first-line standard of care for ES-SCLC treatment.

HR was unstratified for patient subgroups and stratified for the overall population.
Cl, confidence interval; CPS, combined positive score; ECOG, Eastern Cooperative Oncology Group; HR, hazard ratio; OS, overall survival; PD-L1, programmed death
ligand 1; TPS, tumor proportion score.
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