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VOLUNTARY ANNOUNCEMENT

APPROVAL OF PHASE 2B CLINICAL TRIAL BY EMA OF CORE 
PRODUCT VORTOSIRAN FOR SPAF

This announcement is made by Suzhou Ribo Life Science Co., Ltd. (the “Company”, together with 
its subsidiaries, the “Group”) on a voluntary basis to provide shareholders of the Company (the 
“Shareholders”) and potential investors with an update on the Group’s research and development 
progress.

The board (the “Board”) of directors (the “Directors”) of the Company is pleased to announce 
that the European Medicines Agency (EMA) has granted approval to initiate the Phase 2b clinical 
trial ORBIT-XI-AF evaluating vortosiran (RBD4059), the world’s first and most advanced small 
interfering RNA (siRNA) therapy targeting Factor XI (FXI) for stroke prevention in patients with 
atrial fibrillation (SPAF). The authorization of the Phase 2b multi-regional clinical trial (MRCT) 
marks an important milestone for vortosiran and underscores the global development strategy for 
next-generation anticoagulant therapies. It also enables the Company to advance the program into 
the next stage of global clinical development.

Vortosiran is a GalNAc-conjugated siRNA candidate based on the proprietary RiboGalSTAR™ 
liver-targeting platform. By selectively suppressing FXI synthesis, vortosiran inhibits the intrinsic 
coagulation pathway and delivers potent antithrombotic activity. Compelling human genetic 
evidence indicates that individuals with naturally reduced FXI levels are protected against 
thrombotic disease without a corresponding increase in spontaneous bleeding risk. Consequently, 
FXI inhibition has emerged as a highly attractive therapeutic approach with the potential to 
combine effective thrombosis prevention with an improved safety profile relative to existing 
anticoagulant therapies.



2

Vortosiran may not ultimately be successfully developed and commercialized. Shareholders 
and potential investors are advised to exercise caution when dealing in the shares of the 
Company.
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