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VOLUNTARY ANNOUNCEMENT

THE PHASE 2/3 CLINICAL TRIAL OF PIMURUTAMAB HLX07 
(RECOMBINANT ANTI-EGFR HUMANISED MONOCLONAL ANTIBODY 
INJECTION) IN COMBINATION WITH HANSIZHUANG (SERPLULIMAB 

INJECTION) AND CHEMOTHERAPY VERSUS PLACEBO IN 
COMBINATION WITH HANSIZHUANG (SERPLULIMAB INJECTION) OR 

PEMBROLIZUMAB AND CHEMOTHERAPY AS FIRST-LINE TREATMENT 
FOR ADVANCED SQUAMOUS NON-SMALL CELL LUNG CANCER 

(SQNSCLC) HAS BEEN APPROVED TO COMMENCE IN AUSTRALIA

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 development of the Company.

The board of directors of the Company (the “Board”) is pleased to announce that, recently, 
the phase 2/3 clinical trial of pimurutamab HLX07 (recombinant anti-EGFR humanised 
monoclonal antibody injection) (“HLX07”), independently developed by the Company, 
in combination with HANSIZHUANG (serplulimab injection) (“HANSIZHUANG”) and 
chemotherapy versus placebo in combination with HANSIZHUANG or pembrolizumab 
and chemotherapy as first-line treatment for advanced squamous non-small cell lung cancer 
(sqNSCLC), has been approved by the relevant Human Research Ethics Committee and 
acknowledged by the Therapeutic Goods Administration of Australia.

B. ABOUT HLX07 AND HANSIZHUANG

HLX07 is an innovative biologic drug targeting EGFR independently developed by the 
Company, which is intended to be used for the treatment of advanced solid tumours. In 
February 2023, results from the phase 1b/2 clinical study of HLX07 in combination with 
chemotherapy for the treatment of advanced solid tumours demonstrated that HLX07 was 
safe and well tolerated. At present, several phase 2 clinical studies on HLX07 have been 
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commenced in Chinese Mainland (excluding Hong Kong, Macau and Taiwan regions 
of China, same as below), primarily including a phase 2 clinical trial of HLX07 as the 
monotherapy for the treatment of advanced cutaneous squamous cell carcinoma (CSCC) and 
other solid tumours, as well as a phase 2 clinical trial of HANSIZHUANG in combination 
with HLX07 for the treatment of advanced or metastatic squamous non-small cell lung cancer 
(sqNSCLC) and other solid tumours.

HANSIZHUANG is an innovative anti-PD-1 monoclonal antibody independently developed 
by the Company, which was approved for marketing in Chinese Mainland for indications 
including the combination with chemotherapy for the first-line treatment of squamous 
non-small cell lung cancer (sqNSCLC), extensive-stage small cell lung cancer (ES-SCLC), 
esophageal squamous cell carcinoma (ESCC) and non-squamous non-small cell lung cancer 
(nsqNSCLC). In December 2025, the New Drug Application (NDA) for HANSIZHUANG  
in combination with chemotherapy for neo-/adjuvant treatment for gastric cancer has been 
accepted by the NMPA, and has been granted the procedure for priority review. Meanwhile, 
HANSIZHUANG was approved for marketing in European Union, United Kingdom, 
Indonesia, Cambodia, Thailand, Malaysia, Singapore, India and other countries/regions 
respectively, and has been granted Orphan-drug Designation by drug administrations in the 
United States, Switzerland, South Korea and other countries/regions, respectively. In addition, 
the Company is in the process of advancing a number of clinical studies of HANSIZHUANG 
and related combination therapies globally, covering a wide range of indications such as 
lung cancer, head and neck squamous cell carcinoma, colorectal cancer and gastric cancer. 
In March 2026, the investigational new drug (IND) application for clinical trial of HLX07 
in combination with HANSIZHUANG and chemotherapy for the treatment of advanced 
squamous non-small cell lung cancer (sqNSCLC) has been approved by the National Medical 
Products Administration (NMPA).

C. MARKET CONDITION

As at the date of this announcement, no similar combination therapy has been approved for 
marketing globally.

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 commercialisation of HLX07. Shareholders and potential investors of the 
Company are advised to exercise caution when dealing in the shares of the Company.
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