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Abstract Objective: To provide references for improving the regulations and related requirements of drug
management in clinical trials in China. Methods: To compare the similarities and differences of regulations,
guidelines and relevant requirements for drug management in clinical trials at home and abroad. Recent literature
in CNKI, Wanfang Data, PubMed, OVID and other databases were searched and reviewed by using "clinical

trials", "drug management", "pharmacy-based investigational drug service", etc as key words to compare and
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analyze the management differences between domestic and foreign countries based on the current management
status of experimental drugs in China. Results and Conclusion: By referring to relevant regulations such as the
Good Clinical Practice of American clinical trials, the GCP of European Union, the GCP of the International
Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use and other relevant
guidelines such as those of the American Society of Health System Pharmacists and the Royal Pharmaceutical
Society of Britain for the administration of experimental medicinal products, the cost budget evaluation system
and related standard operating procedures were gradually established and improved based on the national
conditions, GCP and related laws and regulations in China, so as to further improve the quality of clinical trials.
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