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VOLUNTARY ANNOUNCEMENT
NEW INDICATION OF TDI01 SUSPENSION (“ROCK2 INHIBITOR”) INCLUDED IN 

BREAKTHROUGH THERAPY DESIGNATION PROCESS BY CDE

The board of directors (the “Board”) of Sino Biopharmaceutical Limited (the “Company”, together with 
its subsidiaries, the “Group”) announces that the Group’s self-developed Class 1 innovative drug TDI01 
suspension, a “ROCK2 inhibitor”, has been included in the Breakthrough Therapy Designation (BTD) 
process by the Center for Drug Evaluation (CDE) of the National Medical Products Administration 
of China. The drug is used for the treatment of moderate to severe chronic graft-versus-host disease 
(cGVHD) in patients who have received at least 1 prior line but no more than five prior lines of systemic 
therapy.

TDI01 is an innovative, oral, highly selective ROCK2 inhibitor and the first ROCK2 inhibitor 
domestically developed in China. TDI01 can effectively inhibit pro-inflammatory Th17 cells, promote 
regulatory T cells, and restore immune homeostasis. The ROCK2 inhibitor can also act directly on 
ROCK2 targets in fibroblasts, blocking the differentiation of fibroblasts into myofibroblasts and 
inducing the apoptosis of existing myofibroblasts, thereby achieving a dual mechanism of restoring 
immune homeostasis and reversing fibrosis.

Results from a Phase Ib/II clinical study demonstrated that TDI01 exhibited significant efficacy 
potential and good safety in patients with moderate to severe cGVHD who had received 1-5 prior lines 
of treatment[1]. The results were presented orally at the 51st Annual Meeting of the European Society for 
Blood and Marrow Transplantation (EBMT 2025).

cGVHD is one of the major complications following allogeneic hematopoietic stem cell transplantation, 
with an incidence of 30-70%[2]. In patients surviving beyond five years, the incidence of cGVHD 
exceeds 50%. The pathogenesis of cGVHD is complex, with diverse clinical manifestations, significant 
individual variability, and a prolonged course of disease. Without standardized treatment, it may 
severely impair patients’ quality of life and even threaten long-term survival[3].
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In addition to cGVHD, TDI01 has been approved for clinical trials in China for the treatment of 
idiopathic pulmonary fibrosis, pneumoconiosis, and liver fibrosis. The Group will spare no effort in 
advancing the clinical development of TDI01, with a view to providing patients with more innovative 
treatment options that are both safe and effective.
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