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Management of essential documents for drug clinical trial

GAO Lin-yan, HU Chao-ying, PEI Tong, DU Jia-lin, ZHANG Lan, WANG Jin
Phase I Clinical Trial Center, Department of Pharmacy, Xuanwu Hospital Capital Medical University, Beijing 100053, China

Abstract: The essential documents for clinical trial are the basis for confirming the authenticity of clinical trial implementation process
and the integrity of data. Standardized file management is the premise to ensure that the data chain of drug clinical trials is clear,
complete, and traceable. This paper summarizes the characteristics of essential documents for clinical trials and the methods to improve
the quality of original documents. Combined with specific examples, it discusses the establishment and improvement of management
systems and standards for essential documents, and accelerates the modernization of drug clinical trial file management and intelligent
file management, which can improve the overall quality of drug clinical trials and promote the smooth progress of new drug clinical
research and development.
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