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Progress in registration of mesenchymal stem cell therapy
products and challenges to drugability

HAN Dongmei'?, ZHOU Di"?, ZHANG Yi®, WEI Kaikun'?
(1. Center for Drug Evaluation, National Medical Products Administration, Beijing 100076, China;
2. State Key Laboratory of Drug Regulatory Science, Beijing 102629, China; 3. Academy of
Military Medical Sciences, Beijing 100850, China)

Abstract: Mesenchymal stem cells (MSCs) have become a key focus in the development of cell-
based therapeutic products due to their wide availability, lack of ethical constraints, and potential for
immune privileges. However, the transition from basic MSC transplantation techniques to fully devel-
oped therapeutic drugs presents numerous challenges given the current regulatory framework in China
and from the perspective of drug development and review. This article summarizes the problems faced
in this transition, particularly the challenges posed by theheterogeneity of MSC sources, the complexity
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of unique manufacturing processes, and the complexities of quality characterization. The article also
offers suggestions and countermeasures in the hopes of advancing the research, development, and
registration of MSC-based therapeutic products.
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