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Discussion on standardization of archives management for quality control of
drug clinical trials
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Abstract: The clinical trial document contains information generated during the whole process of clinical trials, which objectively
reflects the compliance of researchers, the sponsors and the supervisors on the quality management of drug clinical trials, as the key
information and basis for drug supervision and management departments to monitor and approve new drugs. This paper focuses on
analyzing the difficulties of data management in various stages of clinical trials, and probes into corresponding countermeasures
according to practical experience. We suggest to improve the data management level from three aspects: perfecting the file system

and file management standard operating procedures, improving the level of data administrators, and using information technology.
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