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Practice and analysis of influence of informatization on drug clinical trial quality
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National Drug Clinical Trial Institution, Shuguang Hospital Affiliated to Shanghai University of Traditional Chinese Medicine,
Shanghai 201203, China

Abstract: Experiences were summarized by analyzing the effects of informationization on personnel training and authorization,
informed consent, clinical trial data collection and quality assurance system operation, combined with the current status of clinical
trial information technology application during the epidemic. The benefits and potential problems of informationization for clinical
trials were proposed. Informatization of clinical research obviously improved trial quality, but at the same time it might also bring
certain risks including data security, qualification of system suppliers and regulatory approval. Information-based drug clinical trials
will inevitably become a general trend, during which the problems must be gradually solved through continuous systematic
improvement so as to establish a more comprehensive quality management system.
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Fig.1 Division of responsibilities of personnel related to drug clinical trial
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