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Abstract: Objective
institutions. Methods

To provide a reference for the establishment of corresponding quality control systems in drug clinical trial
Through reviewing literature and current regulations such as the Regulations for the Administration of Drug
Clinical Trial Institutions and Good Clinical Practice (GCP,2022 Edition) ,the problems found in the quality control of drug clinical
trial research projects in a hospital in 2019 and 2020 (A total of 66 projects with 204 times of quality control in 2019;A total of
58 projects with 164 times of quality control in 2020) were summarized, and the improvement measures were investigated.
Results Nearly half (45.45%,46.55%) of the drug clinical trials in the hospital in 2019 and 2020 had problems, which would
affect the division of statistical analysis set population, data authenticity and integrity, subject rights and regulatory, and there were
still new problems in 2020. There were still significant problems in drug clinical trials such as major program violations, key data
errors,use of banned drugs,and non — traceability of outpatient medical records. The most common problems in 2019 were violations
of the inclusion and exclusion criteria (ten projects, 15. 15%) , while the most common problems in 2020 were key data filling
errors, untimely record filling,and broadened follow — up window (eight projects in each problem,13.79%). The reasons were related
to insufficient training of the researcher team,inadequate staffing of the institution’s office,work models that need to be improved,
inadequate management and support of the clinical research associate (CRA)/ clinical research coordinator (CRC) team by the
institution, and the impact of the epidemic. Conclusion The quality control of drug clinical trials in this hospital is poor, and
targeted improvements are recommended to further improve the quality control system of corresponding institutions.
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Tab.1 Distribution of the start — up time of research projects

with quality control problems

L 2019 4 2020 4
7B Z ST P PR

RBEH FAA(%)] B EH FAA(%)]
2017 547 12 12(100. 00) 5 3(60.00)
2017 4 4 3(75.00) 2 1(50.00)
2018 4 27 10(37. 04) 20 12(60. 00)
2019 % 23 5(21.74) 24 9(37.50)
2020 4 0 0(0) 7 2(28.57)
Aot 66 30(45. 45) 58 27(46.55)
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Tab. 2 Distribution of problems in quality control of research projects
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