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Practice pathway and effectiveness evaluation of GCP resident pharmacists in the management of
dermatological drug clinical trials

WANG Yunlong, ZHOU Limin, ZHANG Hua, LI Quanchao (Dept. of Pharmacy, Nanyang First People’ s
Hospital, Henan Nanyang 473010, China)

ABSTRACT OBJECTIVE To explore the practice pathway and evaluate the effectiveness of the resident pharmacists stationed in
the Drug Clinical Trial Institution Office (hereinafter referred to as the “GCP resident pharmacist” ) in the management of
dermatological drug clinical trials. METHODS The practical approach of GCP resident pharmacists participating in dermatological
drug clinical trials at our hospital was introduced. A retrospective analysis was conducted on the data of dermatological drug clinical
trials from 2021 to 2024, comparing efficiency and quality indicators between dermatological clinical trials and those of other
specialties. RESULTS With the involvement of our hospital’s GCP resident pharmacists throughout, the process for dermatology
drug clinical trials was constructed and optimized, a dedicated quality control system was established, and the acceleration strategy
for subject enrollment was optimized. The number of dermatological drug clinical trials at our hospital showed a compound annual
growth rate of 69.56% from 2021 to 2023. In terms of efficiency indicators, the approval waiting time for dermatological drug
clinical trials was (12.31 £4.99) days, which was significantly shorter than that of other specialties [(19.68 +6.09) days, P<<0.05].
Regarding quality indicators, the enrollment rate for dermatological drug clinical trials was 75.71%(50.00%, 114.48%) , which was
significantly higher than that of other specialties [51.00%(25.00%,174.17%), P<<0.05]. The numbers of first quality control issues
[(8.31 £3.25)items vs. (11.68 +4.49)items] and protocol deviations [5.5(2.0,11.0)times vs. 11.0(5.5,17.5)times] were significantly
lower than those of other specialties (P<<0.05). CONCLUSIONS GCP resident pharmacists significantly enhance the overall
efficiency of dermatological drug clinical trials, playing a crucial role in ensuring the reliability and authenticity of drug clinical
trials, as well as safeguarding the rights and safety of trial subjects.
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