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Abstract Objective: To provide references for improving the regulatory system of China's gene and cell
therapy products. Methods: A comparative study on the regulatory systems of gene and cell therapy products
in the United States, the European Union and Japan was carried out, combined with the results of questionnaire
surveys conducted in China by the relevant industries. Results and Conclusion: From the perspective of
drug life cycle management, suggestions for improving the regulatory system of China's gene and cell therapy
products were proposed, which included suggestions about the principles and ideas for improving the regulatory

system of gene and cell therapy products in China, the personalized regulatory requirements for gene and cell
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therapy products in different life cycles, the construction and improvement of the dual-track system of cell

therapy products, as well as the measures to improve the availability of gene and cell therapy products.
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