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VOLUNTARY ANNOUNCEMENT
APPLICATION FOR CLINICAL TRIAL ON TQB3205 “PAN-KRAS INHIBITOR”

APPROVED BY THE FDA

The board of directors (the “Board”) of Sino Biopharmaceutical Limited (the “Company”, together 
with its subsidiaries, the “Group”) announces that TQB3205 “Pan-KRAS inhibitor”, an innovative drug 
independently developed by Chia Tai Tianqing Pharmaceutical Group Co. Ltd. (“CTTQ”, a subsidiary 
of the Group), has received the approval for investigational new drug (IND) application from the United 
States Food and Drug Administration (FDA) for the treatment of advanced malignant tumors.

TQB3205 capsule is an oral Pan-KRAS inhibitor, which can bind to multiple KRAS-mutant proteins 
with high affinity, while locking the KRAS protein in an inactivated state, thereby blocking downstream 
signaling pathways (such as the MAPK and PI3K-AKT pathways). Finally, the process effectively 
inhibits the proliferation of various KRAS-mutant tumor cells and delivers precise anti-tumor effects at 
the target level.

KRAS mutations are among the most common driver gene mutations in human cancers. Approximately 
30% of all cancer cases worldwide are associated with KRAS gene mutations. Such mutations are 
prevalent in various high-incidence cancers, including pancreatic cancer (approximately 90%), colorectal 
cancer (30%-50%), and non-small cell lung cancer (15%-20%)[1,2]. Currently, all KRAS inhibitors 
approved for marketing worldwide only target the G12C mutation subtype, whereas the KRAS mutation 
shows a complex spectrum, covering various subtypes including G12D, G12V and G13D, which indicate 
significant unmet clinical needs, thus necessitating Pan-KRAS inhibitors which can broadly inhibit a 
range of KRAS mutation subtypes.
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The Group has achieved its strategic layout in the field of KRAS: in 2024, Garsorasib (trade name: 
Anfangning (安方寧®), a co-developed KRAS G12C inhibitor) received the approval for marketing in 
China; in 2026, TQB3205, an independently developed Pan-KRAS inhibitor, received IND approvals 
in China and the United States, which is expected to provide treatment solutions for a wider range of 
patients with KRAS mutations in the future.
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