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[ Abstract |

cell therapy medicinal products (CTMPs) increase continually, however, the Chemistry, Manufacturing and Control

The new drug applications for autologous chimeric antigen receptor T-cell immunotherapy ( CAR-T)

(CMC) dossiers are generally incomplete and non-standard, which influences the efficiency of review and marketing
process to a certain extent. Based on the experience of CMC review for several autologous CAR-T CTMPs, this article

summarizes the common deficiencies of CMC dossiers and review considerations, in order to provide some references

for the development and application of such products and speed up the new drug applications process.
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