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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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(A joint stock company established in the People’s Republic of China with limited liability)

(Stock Code: 9887)

VOLUNTARY ANNOUNCEMENT
LBL-047 RECEIVED IND APPROVAL FROM NMPA

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 on November 25, 2025, the National Medical 
Products Administration of the People’s Republic of China (the “NMPA”) approved the 
Investigational New Drug (the “IND”) application of its self-developed drug candidate LBL-
047. LBL-047 is the world’s first bispecific fusion protein composed of a humanized anti-
BDCA2 antibody and an engineered TACI ectodomain to receive IND approval in both China 
and the United States. There are currently no approved clinical trials of drugs targeting both 
plasmacytoid dendritic cells (pDCs) and B cells worldwide. With this unique mechanism of 
action, LBL-047 holds strong first and best-in-class potential.

The approved clinical trial is a double-blind, randomized, placebo-controlled, dose-escalation 
Phase I study conducted in both healthy adults and patients with systemic lupus erythematosus 
(SLE). It will evaluate the safety, tolerability, and preliminary clinical efficacy of LBL-047 
in SLE patients. The healthy volunteer trial is led by Professor Meng Xianmin (孟現民) from 
Shanghai Public Health Clinical Center, while the SLE patient trial is led by Professors Ye 
Shuang (葉霜) and Chen Sheng (陳盛) from Renji Hospital, Shanghai Jiaotong University 
School of Medicine.

On October 16, 2025, the Company entered into an exclusive global partnership with Dianthus 
Therapeutics (NASDAQ: DNTH), a clinical-stage biotechnology company dedicated to 
developing next-generation therapies to transform the treatment of severe autoimmune 
diseases. Dianthus was granted exclusive global rights to research, develop, manufacture 
and commercialize LBL-047 outside Greater China where it is known as DNTH212, jointly 
advancing its global development to maximize clinical and commercial potential.
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ABOUT LBL-047

LBL-047 is a bispecific fusion protein composed of a humanized anti-blood dendritic 
cell antigen 2 (BDCA2) antibody and an engineered transmembrane activator and CAML 
interactor (TACI) ectodomain. it is designed to selectively deplete pDCs to reduce type 1  
interferon production, while simultaneously inhibiting B-cell activating factor (BAFF) and a 
proliferation-inducing ligand (APRIL) signaling to suppress B cell activation, differentiation, 
and antibody production. By targeting two key drivers of autoimmune disease pathogenesis, 
this differentiated approach has the potential to address multiple autoimmune indications. 
Additionally, LBL-047 is further optimized with Fc engineering for  an extended half-life.

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-047, 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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