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Quality control problems and countermeasures of professional group drug management in drug clinical trials

Ma Liping, Wang Tiejun, Li Yuling ( Shanghai Oriental Hospital, Shanghai 200120 )

[Abstract] The clinical trial drugs in the branch area of our hospital are managed by the medical staff of professional departments, which is called satellite pharmacy.
The full-time drug administrator of GCP central pharmacy basically guarantees the requirements of clinical trials, but the quality control time is more. The
requirements of SOP for three—level quality control in most organizations are mostly limited to its content, and the requirements for quality control time node are not
detailed enough. From December 2017 to May 2020, we summarized 46 projects and more than 200 times of quality control process of satellite pharmacy in our

hospital, summarized the problems and their countermeasures found in the seven links of quality control and sorted out the key time nodes of quality control, and

provided reference for clinical drug testing institutions without the establishment of GCP central pharmacy.
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