Abstract #8100: Serplulimab vs. placebo combined with chemotherapy as first-line treatment for extensive-stage small-cell lung cancer:
Extended follow-up results and patient-reported outcomes from the international phase 3 ASTRUM-005 study
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Figure 2. Updated overall survival in overall population (A) and non-Asian (all White) patients (B)

« Anti-PD-L1 plus chemotherapy has become the standard first-line therapy for extensive-stage
small-cell lung cancer (ES-SCLC). However, benefits in overall survival (OS) are still modest

(improvement in median OS, 2.0-2.5 months).'-3 « Least square mean changes from baseline to week 18 in QLQ-C30 functional and symptom

domains, QLQ-LC13 symptom domains, and EQ-5D-5L VAS were similar and generally improved
in both groups (Figure 4). More pronounced and persistent amelioration was observed in “pain in
other parts” symptom domain for the serplulimab-chemotherapy group (Figure 4, Table 2).

« ASTRUM-005 was an international phase 3 trial comparing efficacy and safety of serplulimab vs.
placebo, combined with chemotherapy, as first-line treatment for ES-SCLC. Interim analysis showed
a 4.5-month improvement of median OS in serplulimab-chemotherapy group, making serplulimab

the first approved PD-1 inhibitor for ES-SCLC.# Continuing improvements were seen in all efficacy

Serplulimab-Chemo  Placebo-Chemo « Time to deterioration was similar between treatment groups (Table 3).
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149/206
58/81

41/48
95/113
24/35

Current smoker
Former smoker
Never smoked
PD-L1 expression level
TPS <1%
TPS 21%
Not evaluable or not available
Brain metastasis
Yes
No
Liver metastasis
Yes
No

0.49 (0.33-0.73)
0.60 (0.46-0.77)
0.85 (0.53—1.37)

were enrolled and randomized to the serplulimab-chemotherapy group (n = 389) and the placebo-

, . . Table 3. Time to deterioration

chemotherapy group (n = 196). 31.5% of patients were non-Asian (all White).

223/317
38/62

6/10

128/152
23/34
9/10

0.60 (0.48-0.75)
0.67 (0.40-1.14)
0.31(0.10-0.98)

Serplulimab-chemotherapy
(n=389)

not reached (26.84-NE) not reached (NE-NE)
0.90 (0.59-1.39)

not reached (NE-NE) not reached (NE—NE)
1.01 (0.61-1.65)

Placebo-chemotherapy

« Baseline demographics and characteristics of each group have been reported previously. (n=196)

Median time to deterioration

Table 1. Updated secondary efficacy endpoints Global health status/quality of life, mo (95% ClI)

Hazard ratio (95% CI)
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24/28
136/168

0.67 (0.40-1.12)
0.59 (0.48-0.74)

Serplulimab-chemotherapy

Placebo-chemotherapy
(n=196)

4.3 (4.2-4.4)

Endpoints (n=389)

5.8 (5.6-6.9)
0.46 (0.38-0.57)
68.9 (64.0-73.5) 58.7 (51.4-65.6)
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0.58 (0.40-0.84)
0.58 (0.46-0.74)

Physical functioning, mo (95% CI)
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Favors Serplulimab-Chemo Favors Placebo-Chemo

Median PFS by IRRC, mo (95% CI)
Hazard ratio (95% CI)
Confirmed ORR by IRRC, % (95% CI)

Hazard ratio (95% CI)

Role functioning, mo (95% CI) not reached (26.84—NE) not reached (NE-NE)

Chemo, chemotherapy, CI, confidence interval, ECOG PS, Eastern Cooperative Oncology Group performance status, ES-SCLC, extensive-stage small-cell lung 1.17 (0.74-1.87)

Hazard ratio (95% ClI)

Complete response, n (%) 6 (1.5) 0 cancer; HR, hazard ratio; m, median; mo, month; OS, overall survival; PD-L1, programmed death ligand-1; PROs, patient-reported outcomes; TPS, tumor , ,
. , ClI, confidence interval; mo, month; NE, not evaluable.
Partial response, n (%) 262 (67.4) 115 (58.7) proportion score.
Median DOR by IRRC, mo (95% ClI) 6.8 (5.5-7.9) 4.2 (3.1-4.2) Acknowledgments and Disclosures
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Outcomes in non-Asian patients (all White) may serve as a
proof of concept for ASTRIDE bridging trial currently
accruing patients in the United States (NCT05468489). '
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