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JMT101 GRANTED BREAKTHROUGH THERAPY DESIGNATION

IN CHINA FOR THE TREATMENT OF COLORECTAL CANCER

The board of directors (the ‘‘Board’’) of CSPC Pharmaceutical Group Limited (the ‘‘Company’’,

together with its subsidiaries, the ‘‘Group’’) is pleased to announce that JMT101, developed by the

Group, has been granted Breakthrough Therapy Designation by the Center for Drug Evaluation of the

National Medical Products Administration of the People’s Republic of China for the proposed

indication of use in combination with irinotecan for the treatment of RAS, RAF, EGFR ECD and

PIK3CA exon 20 wild-type advanced colorectal cancer after failure of standard treatment in second-line

or beyond (the ‘‘Indication’’).

Colorectal cancer is the third most common cancer globally. In 2022, the number of new cases and

deaths from colorectal cancer in China reached 517,000 and 240,000, respectively, ranking second and

fourth among all malignant tumors in terms of new cases and deaths. For patients with advanced

colorectal cancer who have failed standard treatment in second-line or beyond, current standard

treatment options are associated with low objective response rates (ORR) of ≤5% and short median

progression-free survival (mPFS) of approximately 3 months, indicating a significant unmet clinical

need.

JMT101 is a recombinant humanised anti-epidermal growth factor receptor (‘‘EGFR’’) IgG1 subtype

monoclonal antibody injection with a novel molecular structure that exerts antibody-dependent cell-

mediated cytotoxicity (ADCC) and complement-dependent cytotoxicity (CDC). JMT101 exhibits

substantially higher target affinity than similar products and can significantly reduce immunogenicity

and infusion-related reactions.
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The results of a randomised, controlled, open-label phase II study of JMT101 in combination with

irinotecan in patients with advanced colorectal cancer who have failed standard second-line treatment

(the ‘‘Study’’) showed that the combination of JMT101 and irinotecan achieved significantly better

ORR, disease control rate (DCR) and mPFS compared to the control group. Specifically, the mPFS of

the JMT101 in combination with irinotecan group was 7.4 months, far exceeding the 2.9 months of the

control group. The promising clinical benefits from JMT101 in combination with irinotecan were

observed in both EGFR-pretreated and EGFR-treatment-naive patients. The results of the Study were

orally presented at the 2025 American Society of Clinical Oncology (ASCO) Annual Meeting.

Clinical studies of JMT101 in combination with irinotecan for the Indication have primarily

demonstrated breakthrough efficacy and favorable safety, showing clear clinical advantages over

existing treatments and the potential to become a new standard treatment for later-line treatment of

colorectal cancer. Currently, the Group has advanced a pivotal phase III clinical trial of JMT101 in

combination with irinotecan for the Indication. In addition, JMT101 is undergoing multiple phase II

and III clinical trials in China for the treatment of solid tumors including lung cancer, nasopharyngeal

carcinoma, and head and neck squamous cell carcinoma in first-line and second-line and beyond. Based

on the favorable efficacy and safety data of JMT101, the Breakthrough Therapy Designation granted

this time will help further accelerate its research and development process.
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