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VOLUNTARY ANNOUNCEMENT

THE INVESTIGATIONAL NEW DRUG APPLICATION OF HLX15-SC
(RECOMBINANT ANTI-CD38 FULLY HUMAN MONOCLONAL ANTIBODY
INJECTION-SUBCUTANEOQOUS INJECTION) FOR THE TREATMENT OF
MULTIPLE MYELOMA APPROVED BY THE NATIONAL MEDICAL
PRODUCTS ADMINISTRATION (NMPA)

A. INTRODUCTION

This announcement is made by Shanghai Henlius Biotech, Inc. (the “Company”) on a
voluntary basis to inform the shareholders and potential investors of the Company about the
latest business update of the Company.

The board of directors of the Company (the “Board”) is pleased to announce that, recently,
the investigational new drug (IND) application for phase 1 clinical trial of HLX15-SC
(recombinant anti-CD38 fully human monoclonal antibody injection — subcutaneous
injection) (“HLX15-SC”) for the treatment of multiple myeloma independently developed by
the Company was approved by the National Medical Products Administration (NMPA).

B. ABOUT HLX15

HLX15 (recombinant anti-CD38 human monoclonal antibody) is a biosimilar of
daratumumab developed by the Company independently, which is intended for the treatment
of multiple myeloma (“MM”) and other indications. Daratumumab is a humanized
anti-CD38 IgGlk monoclonal antibody, which can bind CD38 expressed on the surface
of tumor cells and induce tumor apoptosis through complement-dependent cytotoxicity
(CDC), antibody-dependent cellular cytotoxicity (ADCC) and antibody-dependent cellular
phagocytosis (ADCP), and several immune-related mechanisms such as Fcy receptors. In
addition, daratumumab can also reduce MM cells by reducing myeloid-derived suppressor
cells and depleting CD38-positive immunomodulatory T and B cells. In June 2024, the phase
1 clinical study of HLX15-IV (intravenous injection) in healthy Chinese male subjects has
been successfully completed.



C. MARKET CONDITION

According to the statistics released by IQVIA MIDAS™ (IQVIA is a global provider
of professional information and strategic consulting services in the pharmaceutical and
healthcare industry), the sales volume of daratumumab worldwide for the year of 2024 was
approximately US$12.88 billion.

WARNING STATEMENT WITH REFERENCE TO THE REQUIREMENTS UNDER RULE
18A.05 OF THE RULES GOVERNING THE LISTING OF SECURITIES ON THE STOCK
EXCHANGE OF HONG KONG LIMITED: The Company cannot guarantee the successful
development and commercialization of HLX15. Shareholders and potential investors of the
Company are advised to exercise caution when dealing in the shares of the Company.
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