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VOLUNTARY ANNOUNCEMENT

FIRST mRNA-LNP-BASED DUAL-TARGET CAR-T CELL INJECTION

(SYS6063 INJECTION) OBTAINS CLINICAL TRIAL APPROVAL 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 first mRNA-LNP-based

dual-target chimeric antigen receptor (‘‘CAR’’)-T cell injection (SYS6063 Injection) (the ‘‘Product’’)

developed by the Group has obtained approval from the National Medical Products Administration of

the People’s Republic of China to conduct clinical trials in China.

The Product is the world’s first mRNA-LNP-based dual-target cell therapy product approved for

clinical trials. By expressing CARs that specifically recognise cluster of differentiation 19 (‘‘CD19’’)

and B-cell maturation antigen (‘‘BCMA’’), it precisely identifies and eliminates CD19- and BCMA-

positive cells in patients to achieve the therapeutic effects. The synergistic effect of the dual targets can

eradicate pathogenic cells at their source, fundamentally improving patients’ conditions and addressing

the pain points of incurability and high recurrence associated with traditional therapies. Preclinical

studies demonstrated that the Product could significantly kill CD19- and BCMA-positive cells,

exhibiting a favourable safety and efficacy profile.
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The indication for this approved clinical trial is relapsed/refractory systemic lupus erythematosus.

Furthermore, the Product has the potential to treat other B-cell/plasma cell-mediated autoimmune

diseases, such as myasthenia gravis (MG), rheumatoid arthritis (RA) and anti-neutrophil cytoplasmic

antibody (ANCA)-associated vasculitis, and can also be extended to haematological malignancies

including relapsed/refractory multiple myeloma (MM) and B-cell lymphoma, representing high clinical

development value. The clinical trial approval of the Product marks another important achievement in

the Group’s strategic layout in the cell therapy field, laying a solid foundation for the development of

cell therapy products including in vivo-generated CAR-T products.
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