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[ Abstract] With the rapid research and development of cellular therapy products, new stem cell-derived
cellular therapy products are constantly being developed, but only few relevant guidance documents to assist the
design of studies for non-clinical safety evaluation have been published. Stem cell-derived cellular therapy products
not only come from different sources, but also have different safety factors and potential risks of ectopic tissue
formation, uncontrolled biological distribution, immunogenicity and tumorigenicity, etc. Different stem cell-derived
cellular therapy products bring great challenges to non-clinical studies. The paper gives a brief overview of the types
of stem cells and general principles for the non-clinical safety evaluation of stem cell-derived cellular therapy
products, focusing on the animal selection, experimental design and tumorigenicity study, in order to provide some
references for non-clinical safety evaluation of stem cell-derived cellular therapy products in China.
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