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PHASE II CLINICAL TRIAL OF SYS6026 INJECTION

FOR THE TREATMENT OF HPV TYPE 16- OR

18-RELATED CERVICAL HIGH-GRADE SQUAMOUS INTRAEPITHELIAL LESION

OFFICIALLY INITIATED IN CHINA

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

together with its subsidiaries, the ‘‘Group’’) is pleased to announce that the Phase II clinical trial of

SYS6026 Injection (the ‘‘Product’’) developed by the Group for the treatment of human papillomavirus

(‘‘HPV’’) type 16- or 18-related cervical high-grade squamous intraepithelial lesion (‘‘HSIL’’) has been

officially initiated in China.

The Product is a therapeutic mRNA vaccine, classified as a Class 1 therapeutic biological product,

targeting the E6 and E7 protein antigens of HPV subtypes 16 and 18. Following delivery into cells via

lipid nanoparticles (LNP), the Product translates and expresses E6 and E7 proteins intracellularly.

These are subsequently presented on the cell surface by human leukocyte antigen (HLA) molecules,

inducing the body to produce E6- and E7-specific T cells to eradicate HPV-infected cells or tumour

cells expressing the target antigen genes.

HPV types 16 and 18 are the most highly pathogenic HPV subtypes known to date. Approximately 10%

of women infected with HPV type 16 or 18 will develop high-grade cervical precancerous lesions

within 3 years of infection, and more than 70% of high-grade cervical lesions and cervical cancers are

associated with HPV type 16 or 18 infection. As a novel non-surgical therapeutic approach, the Product

is expected to provide a new treatment option for patients with HPV type 16- or 18-related HSIL.
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Previously, the Group received the Notice of Approval for Clinical Trial issued by the National

Medical Products Administration of the People’s Republic of China in November 2024, and

subsequently initiated a Phase I clinical trial to evaluate the safety and tolerability of the Product in

patients with HPV type 16- or 18-related HSIL. The Phase II clinical trial initiated this time is a

multicentre, randomised, double-blind, placebo-controlled study designed to evaluate the efficacy and

safety of the Product compared with placebo in participants with HPV type 16- or 18-related HSIL.

Currently, recruitment and screening of project participants for the study are actively underway.
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