
1

Hong Kong Exchanges and Clearing Limited and The Stock Exchange of Hong Kong Limited take 
no responsibility for the contents of this announcement, make no representation as to its accuracy or 
completeness and expressly disclaim any liability whatsoever for any loss howsoever arising from or in 
reliance upon the whole or any part of the contents of this announcement.

(Incorporated in the Cayman Islands with limited liability)
Website: www.sinobiopharm.com

(Stock code: 1177)

VOLUNTARY ANNOUNCEMENT
DATA FROM PHASE III STUDY OF BENMELSTOBART IN COMBINATION WITH 

ANLOTINIB AS FIRST-LINE TREATMENT FOR PD-L1 POSITIVE 
NON-SMALL CELL LUNG CANCER

PRESENTED AT 2025 ASCO ANNUAL MEETING

The board of directors (the “Board”) of Sino Biopharmaceutical Limited (the “Company”, together 
with its subsidiaries, the “Group”) announces that at the 2025 American Society of Clinical Oncology 
(ASCO) Annual Meeting, the Group has presented the latest results of the phase III clinical study for 
benmelstobart injection in combination with anlotinib hydrochloride capsules as first-line treatment 
for PD-L1 positive advanced non-small cell lung cancer (NSCLC) in comparison with pembrolizumab 
injection: the study has achieved the primary study endpoint of progression-free survival (PFS), in 
which, the median PFS was prolonged by more than 6 months in the population with TPS ≥50%, with a 
40% reduction in the risk of disease progression/death as compared with the arm of pembrolizumab.

The CAMPASS study was a randomized and controlled phase III clinical study that enrolled 531 subjects 
with locally advanced (stage IIIB/C) or recurrent/metastatic NSCLC with PD-L1 positive expression 
(TPS ≥1%). Subjects were randomised in a ratio of 2:1 to receive treatments adopting benmelstobart in 
combination with anlotinib or pembrolizumab in combination with placebo, with the primary endpoint 
being PFS as assessed by the Independent Review Committee (IRC) according to RECIST 1.1.

The results in this presentation were the final analysis data for the primary endpoint of PFS, with 
median follow-up times of 11.4 months and 10.6 months in the arm of benmelstobart in combination 
with anlotinib and the arm of pembrolizumab, respectively, which represented a higher level of 
maturity of the data. In the overall population, the arm of benmelstobart in combination with anlotinib 
achieved a median PFS of 11.0 months, representing a 3.9-month improvement as compared the arm of 
pembrolizumab (7.1 months), and there was a 30% reduction in the risk of disease progression/death 
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(HR=0.70). The confirmed objective response rate (ORR) and disease control rate (DCR) in respect of 
tumour for the arm of benmelstobart in combination with anlotinib were 57.3% and 85.9%, respectively, 
both of which were significantly higher than those of the arm of pembrolizumab, which were 39.5% and 
79.1%[1].

The analysis in the subgroups showed that almost all subgroups benefited from the treatment regimen 
with benmelstobart in combination with anlotinib. Notably, in the population with TPS ≥50%, the arm 
of benmelstobart in combination with anlotinib showed a 6.1-month prolongation of median PFS and 
a 40% reduction in the risk of disease progression/death as compared with the arm of pembrolizumab 
(HR=0.60)[1]. Currently, clinical practices tend to adopt regimens free of chemotherapy for patients with 
TPS ≥50% to a larger extent, thus further stressing the significant clinical value of the study.

In terms of safety, the common treatment-related adverse events in the arm of benmelstobart in 
combination with anlotinib were all common adverse events to multi-targeted anti-angiogenic tyrosine 
kinase inhibitors (TKIs) or immunotherapy, and no new safety signals were observed. Notably, in 
spite of the significantly longer median duration of treatment due to efficacy advantages in the arm of 
benmelstobart in combination with anlotinib, there was no significant impact on its tolerability, with 
a slightly lower incidence of treatment-related adverse events leading to permanent discontinuation of 
treatment with any drug (7.1%) and treatment-related adverse events leading to death (1.4%) than those 
found in the arm of pembrolizumab (8.0% and 2.3%, respectively) [1].

The CAMPASS study is the world’s first phase III clinical study of anti-PD-L1 monoclonal antibody 
in combination with multi-targeted anti-angiogenic TKI as the first-line treatment for PD-L1 positive 
advanced NSCLC, which reached the primary endpoint of PFS, especially for the population with TPS ≥ 
50%, where there was an improvement of median PFS by more than 6 months, which was of significant 
clinical value, and it is expected to offer better first-line treatment options for patients suffering PD-L1 
positive advanced NSCLC in China.
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