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Key points and analysis for on-site verification of drug clinical trial data
after the implementation of the 2020 ‘ Good Clinical Practice’
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[ Abstract] Objective: To sort out the previous on-site inspection of clinical trial data by the Center for
Food and Drug Inspection ( CFDI) of National Medical Products Administration (NMPA) , to analyze and discuss
the concerns and requirements of common problems in on-site inspection of drug clinical trial data after the imple-
mentation of the 2020 Good Clinic Practice (GCP) , and to provide reference for the implementation and manage-
ment of clinical trials. Methods: We collected unqualified situation of the on-site verification of hospital’s accept-
ance of CFDI data since July 22, 2015. A total of 21 items of clinical trials were included, among which 135 items
were unqualified. For the common problems in the past non-conformities, the concerns and requirements of the
2020 version of GCP and on-site inspection were analyzed. Results; The previous unqualified items mainly focused
on process records, as well as inspection and inspection of data traceability, program execution, safety event re-
cords, management and records of investigational drugs, biological sample circulation management, and the integri-
ty of related data chains. The 2020 GCP and on-site verification points were quite different from the previous re-
quirements regarding common problems in on-site verification of clinical trial data. Conclusion: Under this new sit-
uation, it is necessary to change the previous concepts and rules, and carry out drug clinical trials according to the
concerns and requirements of the 2020 version of GCP and the data on-site verification of drug clinical trials.
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