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[ Abstract] Objective According to the regulatory requirement in China, double filing system including institutional filing and
project filing is mandated for conducting stem cell clinical research at medical institutions. Thus, the organization and imple-
mentation of stem cell clinical research is different from traditional drug clinical trials. Based on the analysis of the main roles
and responsibilities of stem cell clinical research, this article explores countermeasures to promote the legal and regulatory de-
velopment of stem cell clinical research. Methods This study sorts out and analyzes the changes in the main roles and responsi-
bilities of stem cell clinical research in the context of double filing system, and conducts analysis on the main-role construction
of stem cell clinical research, Results Combining the institutional practical experience of conducting and managing stem cell
clinical research, three key issues are proposed to promote stem cell clinical research, which including the construction of quali-
ty inspection platform, optimizing institutional setting and talent training. Conclusions It is recommended to strengthen the
construction of the main roles and responsibilities of stem cell clinical research, which has important practical significance for
promoting stem cell clinical research and accelerating the clinical translation and application of stem cells,
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