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The standardization of document management based on drug clinical trial
guality control
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Abstract: The clinical trial document contains all information and data in the clinical trial process, reflecting the compliance of the
researchers, the sponsor and CRA to the GCP and all existing regulatory requirements, as the first hand information and key basis for
the supervision and approval of the drug administration department. This paper collected from document management problems
found by the retrospective analysis method, combined with my agency for quality control of drug clinical trials experience summing

up the requirements of archives management, improve the whole process of drug clinical trials quality control management.
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Table 1 Classification of document management in quality control
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Table 2 Documents to be prepared before clinical trials begin
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Table 3 Documents included during the clinical trial
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Table 4 Documents included after the end or termination
of clinical trials
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