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PHASE I CLINICAL STUDY OF SYH2095 TABLETS AS A MONOTHERAPY OR

IN COMBINATION REGIMENS FOR THE TREATMENT OF

ADVANCED MALIGNANT TUMOURS OFFICIALLY INITIATED IN CHINA

The Board of Directors (the ‘‘Board’’) of CSPC Pharmaceutical Group Limited (the ‘‘Company’’,

together with its subsidiaries, the ‘‘Group’’) is pleased to announce that the Phase I clinical study of

SYH2095 tablets (the ‘‘Product’’), co-developed by the Group and Hangzhou Innogate Pharma Co.,

Ltd., for the treatment of advanced malignant tumours as a monotherapy or in combination regimes, has

been officially initiated in China.

The Product is a Class 1 innovative new chemical entity (NCE), a highly selective lysine

acetyltransferase 6 (KAT6) inhibitor, and an epigenetic anti-cancer agent with a novel mechanism of

action. By inhibiting acetylation of histone lysine residues and blocking open chromatin, the Product in

turn regulates the cell cycle, oestrogen receptor expression and cellular senescence pathways to exert

anti-cancer effects. Preclinical data demonstrated that the Product exhibited favourable target inhibitory

activity and in vivo anti-cancer efficacy, as well as excellent pharmacokinetic and safety profiles.

At present, no drugs with the same target have been approved for marketing either domestically or

overseas. There remains a significant unmet clinical need for the treatment of advanced malignant

tumours. The Product obtained the Clinical Trial Approval Notice issued by the National Medical

Products Administration in May 2026. The Group has since expedited all preparatory work and

officially launched this Phase I clinical study.
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This is an open-label, multi-centre Phase I clinical study, whose primary objective is to evaluate the

safety, tolerability, pharmacokinetic profiles and preliminary efficacy of the Product as monotherapy

and in combination regimens for the treatment of advanced malignant tumours. With a scientifically

rigorous trial design, this study will lay a critical foundation for the subsequent clinical research and

development of the Product. Site initiation activities at relevant research centres are actively underway.
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