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Application and Optimization of Whole Dynamic Management Model in Quality Control of Children’ s
Drug Clinical Trials

Wang Ting, Zhang Zhihua, He Zhoukang, Shi Shaonan ( Hunan Children’ s Hospital, Hunan Changsha 410007, China)

[ Abstract] In order to protect the safety and rights of human subjects, guarantee the quality of clinical trials, and ensure that the data
in the clinical trials of drugs were accurate, complete, standardized and traceable ; the quality control of the clinical trials of drugs played
an important role in the clinical trials of drugs. The whole dynamic management model was applied in the quality control of drug clinical

trials and optimized continuously in practice by PDCA, and then three-level quality control system and quantitative quality system were

established to ensure that the reported trial data were accurate, complete, and verifiable from source documents.
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