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Interpretation of guidance on CMC study of in vivo
gene therapy products

XU Long-chang, CUI Jing, HE Wu
( Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China)

[ Abstract] The guidance on CMC study of in vivo gene therapy products was issued by the Center for Drug
Evaluation, NMPA , on May 26, 2022, to encourage and promote the development of in vivo gene therapy products.
This paper gives a detailed interpretation of the main contents and some important issues of the guidance and
provides a reference for the market authorization application, combined with the drafting process of the guidance, so
that the industry can better understand the technical requirements of the guidance during the development of in vivo
gene therapy products.
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