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VOLUNTARY ANNOUNCEMENT
BUSINESS UPDATE ON THE GRANT OF BREAKTHROUGH 

THERAPY DESIGNATION TO BATOCLIMAB (HBM9161) 
BY CHINA CENTER FOR DRUG EVALUATION

This announcement is made by HBM Holdings Limited (the “Company”) on a voluntary basis to 
inform the shareholders and potential investors of the Company about the latest business update.

The board of directors of the Company (the “Board”) is pleased to announce that China Center 
for Drug Evaluation (“CDE”) has granted Breakthrough Therapy designation to batoclimab 
(HBM9161), a fully human anti-FcRn monoclonal antibody (mAb), for the treatment of adult 
patients with Myasthenia Gravis (“MG”).

MG, mediated by pathogenic IgG, is a severely debilitating condition that manifests itself in the 
form of skeletal muscle contraction and weakness limiting movement and could even result in fatal 
respiratory failure. In China, an estimate of 250,000 patients suffer from this condition. Current 
therapies are limited due to inadequate efficacy, safety issues or limited availability.

Batoclimab (HBM9161), a fully human anti-FcRn mAb, blocks FcRn-IgG interactions, accelerates 
the degradation of autoantibodies and leads to the treatment of pathogenic IgG-mediated 
autoimmune diseases. Available evidence suggests that reduced levels of pathogenic IgG in 
patients with myasthenia gravis are associated with clinical benefit. Earlier studies demonstrated 
that batoclimab (HBM9161) is well tolerated and can rapidly reduce total IgG. These findings 
make batoclimab (HBM9161) the first anti-FcRn to demonstrate a sustained IgG reduction in both 
Chinese and Caucasian populations when administered via subcutaneous (SC) injection.

Cautionary statement: We cannot guarantee that we will be able to develop, or ultimately market, 
batoclimab (HBM9161) 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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