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SYS6043 GRANTED BREAKTHROUGH THERAPY DESIGNATION

IN CHINA FOR THE TREATMENT OF PLATINUM-RESISTANT OVARIAN CANCER,

PRIMARY PERITONEAL CARCINOMA AND FALLOPIAN TUBE 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 SYS6043 (the ‘‘Product’’), a

humanised monoclonal antibody-drug conjugate targeting B7-H3 independently developed by the

Group, has been granted Breakthrough Therapy Designation by the National Medical Products

Administration of the People’s Republic of China. The proposed indication is for the treatment of

platinum-resistant ovarian cancer, primary peritoneal carcinoma and fallopian tube cancer as a

monotherapy (the ‘‘Indication’’).

Ovarian cancer is a gynaecological malignancy with a high clinical incidence. In 2022, 324,398 people

globally were diagnosed with ovarian cancer. Over 70% of patients are already at an advanced stage

upon initial diagnosis, with a five-year survival rate of only about 40%. Clinically, 70%–80% of

patients with advanced ovarian cancer experience disease progression after receiving platinum-based

chemotherapy, leaving extremely limited subsequent treatment options. Current clinical treatments

mainly shift to non-platinum chemotherapy regimens; however, the objective response rate (ORR) of

such mono-chemotherapy is only 10%–15% with a duration of response (DOR) of only 3 to 4 months,

and a median overall survival (OS) for patients of only about 12 months. Therefore, there remains a

substantial unmet clinical treatment need in the field of platinum-resistant ovarian cancer.

Clinical research data of the Product for the treatment of platinum-resistant ovarian cancer, primary

peritoneal carcinoma and fallopian tube cancer showed that, compared with non-platinum mono-

chemotherapy and mirvetuximab soravtansine treatment regimens, the Product demonstrated more

durable anti-tumour capability, doubling the progression-free survival (PFS) of patients, while

maintaining a favourable overall safety profile. Currently, the Group has officially initiated a Phase III

confirmatory clinical trial of the Product for the Indication to fully advance the R&D and
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commercialisation processes. In addition, clinical trials of the Product for the first-line and second-line

treatment of small cell lung cancer, as well as breast cancer and various other solid tumours, are also

being conducted simultaneously, steadily advancing the R&D strategy across multiple tumour types.

The granting of Breakthrough Therapy Designation for the Product will effectively accelerate its

clinical development and regulatory review and approval processes across various indications, promote

the early approval and market launch of this innovative drug, and provide a novel and high-quality

treatment option for patients with advanced gynaecological malignancies. Meanwhile, this will further

enrich the Group’s R&D pipeline of oncology drugs, continuously strengthen the Group’s differentiated

R&D advantages and core market competitiveness in the field of antibody-drug conjugates (ADC), and

facilitate the Group’s continuous exploration and development of innovative oncology drugs.
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