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Analysis on Quality Control Reports of Phase I Clinical Trial of Anti-Tumor Drugs*

GONG Li, LIAO Bin, WU Qing, GONG Yi, YANG Huiyao, ZHAO Juan, LI Sha, LI Yongsheng
(Phase I Clinical Trial Ward ( Clinical Research Ward ), Chongqing University Cancer Hospital/
Chongqing Key Laboratory of Translational Research for Cancer Metastasis and Individualized
Treatment, Chongqging 400030, China)

ABSTRACT OBJECTIVE:; To investigate the problems existing in the quality control of phase I clinical trials of
anti-tumor drugs, and explore the risk factors affecting the quality and countermeasures. METHODS: Quality control
reports of phase I clinical trial projects in the hospital from 2020 to 2022 were extracted, and the problems existing in
the quality control reports were analyzed descriptively according to different inspection stages. RESULTS: From 2020
to 2022, the phase I clinical trial ward carried out a total of 112 phase I clinical trial projects of anti-tumor drugs,
including 440 quality control reports, a total of 203 problems were found. According to different inspection stages, the
number of problems in-trial stage took the lead (67 times, 33.00% ), followed by the problems in pre-trial stage
(61 times, 30.05%). The top three problems were the researcher authorization-related problems ( 23 times,
11.33%) , the adverse event record-related problems ( 18 times, 8.87%), and the researcher training-related
problems (16 times, 7.88%). CONCLUSIONS: Quality management based on risk, strengthening the intensity and
quality of quality control and improving the professional skills of quality controllers are important measures to improve
the quality of clinical trial and the reliability of results.
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A. pre-trial quality control; B. quality control of experimental drugs; C. quality control before inclusion of the first case;

D. quality control during the trial period; E. quality control of conclusion.
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