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Abstract: Stem cell research and clinical trials have developed rapidly. Nowadays, the top three countries or regions in the global
clinical research on stem cells are the United States, Europe and China respectively. Hematopoietic stem cells are the main types of
stem cell therapy, mesenchymal stem cells are growing increasingly, and clinical trials on neural stem cells and pluripotent stem cells
are relatively large. Currently, 14 stem cell drugs have been marketed globally, more than half of which are mesenchymal stem cell
therapy products. A total of 87 stem cell clinical projects have been registered in China, among which mesenchymal stem cells have
the largest number. Whether cell therapy is regulated as a medical technology or as a drug varies around the world. In the United
States, they are classified and regulated according to the risk level of cellular tissue products. In the European Union, they are
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classified and regulated as advanced therapy medicinal products (ATMPs). In Japan, they are regulated as regenerative medicine

products. On the basis of strict classified management, the hospital exemption system of EU, the conditional and restrictive access

policy of Japan, and the change of the management policy from drug - third class medical technology - record system in China all

provide a scientific and rapid policy guarantee for the research and application of stem cells and other cell therapeutic products. This

paper reviews the development status of stem cell clinical research and application at home and abroad, and analyzes the relevant

laws and regulations and quality control regulatory policies of stem cell clinical research in various countries.
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Fig.1 Increase of stem cell clinical research in past decade
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Table 1 Stem cell drugs that are already on market worldwide
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Fig.2 China's current record of stem cell clinical research
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Table 2 Current clinical record projects of stem cells in China
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Fig.3 Management framework of stem cell clinical research in China
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