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The research of the life—cycle regulatory model of cell therapy and its reference

YANG Fan"*,XIE Jin—ping ™"

1. School of Medical Administration, Nanjing Medical University, Nanjing 211166, China: 2. Jiangsu Institute of Health, Nanjing Medical University ,
Nanjing 211166, China; 3. Scientific Research Institute of Drug Administration s China Pharmaceutical University, Nanjing 211198, China: 4. National

Center for Pharmaceutical Policy and Pharmaceutical Industry Economics s China Pharmaceutical University s Nanjing 211198, China

[Abstract] Stem cell therapy and tumor immune cell therapy are booming in Chinaese mainland, but the current dual-
track regulatory model restricts the healthy development of the whole chain of cell therapy industry to some extent. Through lit-
erature research and comparative research methods, the present study combed and analyzed life-cycle cell therapy product
regulatory models and policies in Taiwan China. It was found that the regulatory authorities should establish a management

mechanism covering the whole life cycle, classify the risks of cell therapy. and require the preparation process of cell therapy

products to implement unified specifications, so as to ensure the stability, safety. It is effective and can meet the drug needs
and rights of patients as soon as possible, while promoting the healthy development of the industry. As the rapid development
in the fields of cell therapy and gene therapy. a long—term plan should be taken in the supervision of new medical technology
to make sure that the supervision mode and the development level of science and technology can be coordinated.

[Key words] cell therapy; life=cycle; regulatory model:; dual-track regulation
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