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Interpretation of guidance on CMC study and evaluation

of immune cell therapy products
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[ Abstract |

A guidance on CMC study and evaluation of immune cell therapy products was issued by CDE,

NMPA on May 2022 in order to illustrate criteria on CMC research and evaluation of such products. This paper provides

a detailed interpretation of the guidance, combined with the guidance drafting background and characteristics of

immune cell therapy products, to help readers better understand the content of the guidance.
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