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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
LBL-024 DOSED FIRST PATIENT IN PHASE II TRIAL OF FIRST-LINE 

TREATMENT FOR BILIARY TRACT CANCER

This announcement is made by Nanjing Leads Biolabs Co., Ltd. (the “Company”, together 
with its subsidiaries, the “Group”) on a voluntary basis to inform shareholders and potential 
investors of the Company about the latest business development of the Company.

The Company is pleased to announce that the first patient has been successfully dosed in 
a Phase II clinical study evaluating Opamtistomig (LBL-024, a PD-L1/4-1BB bispecific 
antibody) for the first-line treatment of biliary tract cancer, marking significant progress in the 
indication expansion of this core product.

Phase II Trial Initiated

The open-label, multi-center Phase II clinical study is led by Professor Jian Zhou (周儉) of 
Zhongshan Hospital, Fudan University (復旦大學附屬中山醫院) and is being conducted 
across multiple hospitals in China. The trial aims to evaluate the efficacy and safety of 
Opamtistomig in combination regimens for the first-line treatment of patients with advanced 
biliary tract cancer.

ABOUT LBL-024

LBL-024 is a bispecific antibody simultaneously targeting PD-L1 and 4-1BB. It stands as 
the first treatment targeting 4-1BB receptor to have reached registrational stage globally for 
extra-pulmonary neuroendocrine carcinoma (EP-NEC). LBL-024 also has the potential to 
become the first drug approved for treating advanced EP-NEC. Leveraging our proprietary 
X-bodyTM platform, LBL-024 features an optimal 2:2 structural design and can relieve PD-1/
L1 immunosuppression and enhance 4-1BB regulated T-cell activation, achieving a synergistic 
effect in eliminating tumors and demonstrating greater potential for broad-spectrum cancer 
treatment compared to PD-1/L1 inhibitors.
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The Company obtained an approval from the National Medical Products Administration 
(NMPA) for a single-arm registrational trial in April 2024 and received the Breakthrough 
Therapy Designation (BTD) for LBL-024 in treating late-line advanced EP-NEC from 
the NMPA in October 2024, as well as the Orphan Drug Designation (ODD) in treating 
neuroendocrine carcinoma (NEC) from the U.S. Food and Drug Administration (FDA) in 
November 2024.

Cautionary Statement required by Rule 18A.05 of the Rules Governing the Listing of 
Securities on The Stock Exchange of Hong Kong Limited: The Company cannot guarantee 
that it will be able to develop, or ultimately market, LBL-024, successfully. Shareholders and 
potential investors of the Company are advised to exercise due care when dealing in the shares 
of the Company.
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