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VOLUNTARY ANNOUNCEMENT
DATA FROM PHASE III STUDY OF BENMELSTOBART WITH OR WITHOUT
ANLOTINIB AS MAINTENANCE TREATMENT FOR NON-SMALL CELL LUNG
CANCER WITHOUT PROGRESSION FOLLOWING CHEMORADIOTHERAPY
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 the Group has presented the latest results of the
phase III clinical study for benmelstobart injection with or without anlotinib hydrochloride capsules
as maintenance treatment for non-small cell lung cancer (NSCLC) without progression following
chemoradiotherapy at the 2025 American Society of Clinical Oncology (ASCO) Annual Meeting: the
median progression-free survival (PFS) of the arm of benmelstobart in combination with anlotinib as
compared with the arm of placebo was significantly prolonged (15.1 months vs. 4.2 months), with a 51%
reduction in the risk of disease progression or death.

The study (R-ALPS) enrolled patients with pathologically diagnosed and locally advanced/unresectable
stage III NSCLC without progression following concurrent/sequential chemoradiotherapy. As of 12 May
2023, 553 patients were randomized and enrolled, with arm 1 (209 subjects) receiving the treatment
of benmelstobart in combination with anlotinib, arm 2 (212 subjects) receiving the treatment of
benmelstobart in combination with placebo and the control arm (132 subjects) receiving the treatment of

placebo. The median follow-up time was 19.4 months'".



The preliminary results showed that the median PFS of arm 1 was significantly prolonged by 10.9
months (15.1 months vs. 4.2 months; HR=0.49, 95%CI 0.36-0.66, P<0.001) when compared with the
control arm, with a 51% reduction in the risk of disease progression or death. The median PFS of arm
2 was significantly prolonged by 5.5 months (9.7 months vs. 4.2 months; HR=0.53, 95% CI 0.39-0.72,
P<0.0001) when compared with the control arm, with a 47% reduction in the risk of disease progression
or death. The safety profiles were consistent with the known risk spectrums of the drugs, and no new
safety signals were observed. The incidence rates of grade >3 treatment-related adverse events were
48.8%, 29.4% and 19.7%, respectively''!.

Global cancer statistics show that lung cancer had the highest incidence and mortality rates among all
malignant tumors in the world as well as in China. In 2022, there were 2.48 million cases of lung cancer
worldwide, 1.061 million cases of which were in China>’. NSCLC accounted for approximately 80%-
85% of all lung cancers. The currently available treatment options for locally advanced/unresectable
stage IIT NSCLC are limited and mainly consist of continued immune monotherapy as maintenance

treatment following concurrent/sequential chemoradiotherapy'*'.

As the world’s first combination study in the field of stage III NSCLC without progression following
concurrent/sequential chemoradiotherapy, the R-ALPS study validates the efficacy and safety of the
combination of targeted therapy and immunotherapy as maintenance treatment, setting a new record
of PFS benefits in that field. Based on the results of the study, the marketing application for the new
indication of benmelstobart with or without anlotinib was accepted by the Centre for Drug Evaluation
(CDE) of the National Medical Products Administration of the PRC in April 2025. The breakthrough
from the results of the study may reshape clinical practice guidelines and benefit more NSCLC patients.
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