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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.
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VOLUNTARY ANNOUNCEMENT
INVESTIGATIONAL NEW DRUG APPROVAL FOR SKB565 BY THE 

NATIONAL MEDICAL PRODUCTS ADMINISTRATION

The board (the “Board”) of directors (“Directors”) of Sichuan Kelun-Biotech Biopharmaceutical 
Co., Ltd. (the “Company”) is pleased to announce that the Company has received a clinical 
trial notice from the Center for Drug Evaluation (CDE) of the National Medical Products 
Administration (NMPA) approving the Investigational New Drug (IND) application for its novel 
dual-payload antibody drug conjugate (ADC) drug, SKB565, for the treatment of advanced solid 
tumors. This marks the Company’s first dual-payload ADC to enter the clinical stage.

Leveraging technological expertise and platform advantages in the ADC field, the Company 
has established a diversified pipeline of innovative molecules featuring high-value targets, 
differentiated designs, and global potential. Building on this foundation, the Company 
continues to advance its “ADC + immune-oncology (IO)” strategy – on one hand by actively 
exploring high-quality combination regimens, including multiple ongoing clinical studies 
evaluating ADCs in combination with programmed cell death protein (ligand) 1 (PD-(L)1) 
monoclonal antibodies, as well as the PD-1/vascular endothelial growth factor (VEGF) 
bispecific antibody SKB118 in combination with its proprietary ADC portfolio; on the other 
hand, the Company is advancing integrated drug design strategies by incorporating synergistic 
functional components into a single ADC molecule.

About SKB565

SKB565 is one of the core representatives of the Company’s integrated “ADC + IO” strategy 
developed using the Company’s proprietary OptiDC™ platform. Featuring an innovative 
dual-payload design, SKB565 enables the direct delivery of toxins and immunomodulators, 
two kinds of payload with complementary mechanisms of action, to tumor tissue. Compared 
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with conventional ADCs carrying only toxins, SKB565 has a dual antitumor mechanism: 
it precisely targets and kills tumors while activating the immune system within the tumor 
microenvironment to elicit an antitumor immune response, bringing enhanced and more 
durable antitumor efficacy. In preclinical studies, SKB565 demonstrated excellent antitumor 
activity and safety, with its outstanding therapeutic potential to support further clinical 
development.

RISK WARNING

SKB565 MAY NOT ULTIMATELY BE SUCCESSFULLY DEVELOPED AND 
COMMERCIALIZED. THE COMPANY’S SHAREHOLDERS AND POTENTIAL 
INVESTORS ARE REMINDED TO EXERCISE CAUTION WHEN DEALING IN THE 
SECURITIES OF THE COMPANY.
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