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Abstract: Objective To discuss the problems found in the quality control of drug clinical trials and the improvement measures to
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improve the quality of drug clinical trials. Methods Retrospective analysis was used to analyze the problems found in the quality
control of 59 phase II-1V clinical drug studies carried out by the People’s Hospital of Jiangyin from January 2010 to December
2018.To this end, measures had been taken to strengthen the training of clinical trial personnel,improve the quality control system
and establish an assessment system.Results Through quality control, it was discovered that during implementation of drug clinical
trials, the following aspects needed further improvement: the implementation of informed consent, selection and exclusion criteria,
case report form records,combined drug use,drug management, biological sample management, reports of serious adverse events, ad-
verse events and follow-up of abnormal values.With the implementation of a series of improvement measures year by year,the num-
ber of quality control problems that occurred from 2010 to 2018 was 76,59,51,38,32,28,26,11 and 4, which had declined signifi-

cantly from 2017.Conclusion By strengthening quality control, the rights and interests of subjects are fully protected,and the au-

thenticity, scientificity and reliability of clinical trial data are ensured.
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