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Thinking and practice of controlled management of clinical trial paper records
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Abstract: Paper records are the original and reproducible documentation recorded and generated during clinical trials, with which
elucidates obtained results and provide evidence in trial inspection. Although electronic data has been widely used in clinical trials,
paper documents are still one of the main methods of recording clinical trials in China. Currently, there is considerable debate about
controlled management of paper records in clinical trials within China. Meanwhile,there are significant differences in the practice of
different institutions, which to some extent affects the clinical trial quality. This paper proposed corresponding strategies based on
work practice by referring to domestic and foreign regulations and practices related to the controlled management of paper records in
order to promote the comprehensive improvement of clinical research quality in this field.
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