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VOLUNTARY ANNOUNCEMENT
POSITIVE RESULTS ON PHASE III STUDY OF CULMERCICLIB IN
COMBINATION WITH FULVESTRANT FOR FIRST-LINE TREATMENT OF
HR-POSITIVE AND HER2-NEGATIVE ADVANCED BREAST CANCER

The board of directors (the “Board”) of Sino Biopharmaceutical Limited (the “Company”, together
with its subsidiaries, the “Group”) announces that the phase III clinical study (TQB3616-111-02) of
“Culmerciclib (TQB3616)”, a Category 1 innovative drug self-developed by the Group, in combination
with Fulvestrant for the treatment of previously untreated hormone receptor (HR)-positive, human
epidermal growth factor receptor 2 (HER2)-negative locally advanced or metastatic breast cancer, has
completed its protocol-prescribed interim analysis with the Independent Data Monitoring Committee
(IDMC), determining that the effectiveness has met the predefined superiority threshold. The Group
has communicated with the Centre for Drug Evaluation (CDE) of the National Medical Products
Administration of the PRC in relation to the marketing application for such indication, and has obtained
written consent of the CDE to submit the marketing application for this additional first-line breast
cancer indication of Culmerciclib in combination with Fulvestrant. The Group will submit the marketing
application in the near future.

Culmerciclib is a novel cyclin-dependent kinases 2, 4, and 6 (CDK?2/4/6) inhibitor with varying degrees
of inhibitory effects on CDK2, CDK4, and CDK®6. The results of the study revealed that its enhanced
CDK2 and CDK4 inhibitory effects may help to overcome the prevailing problem of resistance to
CDK4/6 inhibitors in the clinical setting'. In July 2024, the CDE accepted the marketing application of
Culmerciclib in combination with Fulvestrant for the treatment of HR-positive, HER2-negative locally
advanced or metastatic breast cancer following endocrine treatment. The data from the phase III study
(TQB3616-111-01) for that indication was presented in September 2024 at the Innovation Session of the
2024 CSCO by oral presentation®.



The TQB3616-111-02 study (NCT04523272) is a randomised, double-blind, parallel-controlled,
multicentre phase III clinical study designed to evaluate the efficacy and safety of Culmerciclib in
combination with Fulvestrant versus placebo combined with Fulvestrant in patients with previously
untreated HR-positive, HER2-negative advanced breast cancer. As the first domestic pivotal phase III
study of a CDK2/4/6 inhibitor in combination with Fulvestrant for the first-line treatment of advanced
breast cancer, the results of the interim analysis indicated that, the combination therapy significantly
reduced the risk of disease progression or death in patients with advanced first-line breast cancer. The
primary endpoint achieved statistical significance and clinical relevance, and the combination therapy
was generally safe and tolerable.

Breast cancer is the most prevalent malignant tumor in women, with up to 2.3 million new cases per year
globally and 360,000 new cases per year in China’. In recent years, both incidence and mortality rates
of breast cancer in China have been on the rise®. Different molecular subtypes of breast cancer exhibit
varying biological behaviors and treatment sensitivities. Luminal A and Luminal B breast cancers are
both HR-positive, HER2-negative breast cancers, which are the most common subtypes of breast cancer,
accounting for 65% to70% of the total breast cancer population. There is a significant unmet clinical
need’ for these subtypes.

The Group is actively expanding its presence in the field of breast cancer and its current pipeline covers
multiple subtypes of breast cancer, including HR-positive, HER2-positive, HER2-low expression and
triple negative breast cancer, which is expected to provide a wider range of treatment options for more
female patients.
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