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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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南京維立志博生物科技股份有限公司

(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 THE U.S. FDA

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 Food and Drug Administration of the United 
States (the “U.S. FDA”) has approved the Investigational New Drug (the “IND”) application 
of its self-developed drug LBL-047 on September 19, 2025. LBL-047 is a bispecific fusion 
protein composed of a humanized anti-BDCA2 antibody and an engineered TACI ectodomain. 
There are currently no approved or clinical-stage fusion proteins targeting both BDCA2 and 
TACI globally, indicating its first-in-class potential.

ABOUT LBL-047

B cells and plasmacytoid dendritic cells (pDCs) play crucial and synergistic roles in the 
pathogenesis of various autoimmune diseases. BAFF (B-cell activating factor) and APRIL 
(a proliferation-inducing ligand) are key cytokines that promote the survival, maturation, 
and function of B cells and plasma cells. The TACI domain can bind to BAFF and APRIL, 
which inhibits their downstream signal transduction. pDCs can secrete large amounts of type I 
interferons (IFN-I, including IFN–α and IFN–β) and activate T cells and B cells, contributing 
to the pathogenesis of autoimmune diseases. BDCA2 is specifically expressed on the surface 
of pDCs, and its activation can effectively inhibit the release and subsequent effects of IFN-I.

LBL-047 targets both BAFF/APRIL and BDCA2 and is designed to simultaneously inhibit the 
activity of pDCs and the differentiation and activation of B cells and plasma cells. Through 
glycosylation modification, LBL-047 has a more potent and broad inhibition of various 
abnormal immune responses, demonstrating strong therapeutic potential for the treatment of 
autoimmune diseases where B cells and/or pDCs play a key role, including systemic lupus 
erythematosus (SLE), dermatomyositis, IgA nephropathy (IgAN) and Sjögren’s syndrome. 
The Fc region of LBL-047 is engineered to achieve an extended half-life, which may reduce 
the frequency of doses and improve patient adherence.
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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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