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[Abstract] Objective To improve the standardization of drug management for clinical trials by applying six sigma man-
agement mode in the quality management of good clinical practice (GCP) pharmacy. Methods Six sigma method was used to
define, measure, analyze, improve and control the key processes of receiving, storing and distributing drugs in GCP pharmacy
management. Results  After applying six sigma management mode, the key processes in GCP pharmacy management, such as
drug over temperature, the doctor’s advice and prescription errors, residual drugs after use and empty package recovery, were
optimized, and the error rate of related problems was reduced (P < 0.05). It effectively avoided the deviation in the process of
implementing schemes due to improper management of experimental drugs clinical trials. Conclusion Six sigma management
method can continuously optimize the management process of GCP pharmacy, improve the management quality of each link,
and promote the safe and orderly development of drug clinical trials.
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