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Retrospective Analysis on Quality Control Inspection in Clinical Trials of Tumor Drugs
LEI Yu, WU Qiong, LIANG Xuehong, XU Xiaohui
( Clinical Trial Base Office, Guangxi Medical University Affiliated Tumor Hospital, Nanning, Guangxi, China  530021)
Abstract: Objective To improve the quality of clinical trials of tumor drugs. Methods The results of quality control inspections of
clinical trials of tumor drugs in the hospital in 2019 were collected;the unqualified problems were classified and analyzed according to
the standard of "Key Points of On - Site Inspection of Clinical Trials of Drugs”. Results In 2019,68 quality control inspections on the
clinical trials of drugs were completed in the hospital,and 7 unqualified problems with 168 items violating the "Key Points of Inspection”
were found. Among them, the traceability of clinical trial process records, clinical inspections, and laboratory data were the most
(84 items,50. 00% ), followed by clinical trial conditions and compliance issues(28 items, 16. 67% ) ,then the completeness of the data
link related to the screening/entry of subjects(22 items,13. 10% ). Conclusion It is found that there are many problems in the trace-
ability of test process records and inspection data,the integrity of data chain related to screening/enrollment,clinical trial conditions and
compliance in the inspections of clinical trials of tumor drugs in the hospital. Through improving the test design,strengthening personnel
training and education, strengthening quality control at all levels,to ensure the test quality and the rights and interests of the subjects.
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