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Analysis and Risk Management of Biological Sample Management in Drug Clinical Trials

LI Jiahao', LU Huiqin®*, YU Meichen', CAILIN Bowen', YU Qiutian’, CHENG Guohua' (1. School of Pharmacy, Jinan
University , Guangzhou , Guangdong 510000, China ;2. Guangdong Second Provincial General Hospital , Guangzhou , Guangdong 510317,
China)

ABSTRACT: OBJECTIVE To enhance the standardization of biological sample management in clinical drug trials and ensure the
scientific validity and reliability of trial data by collecting and analyzing issues in the management of biological samples during clinical
drug trials and preventive risk management strategies. METHODS  Statistical methods were used to conduct data statistics on quality
control records. A total of 522 quality control records from three hospitals in Guangzhou were examined to identify non - standard
operations in biological sample management and to explore their causes. RESULTS  Among the 522 quality control records analyzed
160 issues in the biological sample management process were identified. The main problems occurred in the stages of collection,
processing, storage , transportation , and transshipment. CONCLUSION In response to these issues, seven risk prevention measures
have been proposed.By implementing these measures, the standardization, accuracy, and safety of biological sample management can
be improved , ensuring the integrity and reliability of clinical trial data.
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