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[ Abstract ] Objective The application of Six Sigma management in the quality
control of clinical trials of medical devices is discussed. Methods The six sigma "definition
measurement analysis improvement control" process was used to optimize the quality control
process of the clinical trial project of drug coated balloon therapy for coronary artery disease in a
hospital. The quality control report data of the traditional management model implemented from
May to October 2021 was selected as the control group, and the quality control report data of the
six sigma management model implemented from November 2021 to April 2022 was selected as
the observation group to compare the effects before and after the process optimization Analysis
and evaluation. Results After using the Six Sigma management method, the occurrence rate
of quality control problems was significantly reduced compared with that before optimization,
and the satisfaction of clinical trial related personnel was significantly improved, with a statistically
significant difference (P<0.05). Conclusion The six sigma management method was applied
to the quality control of clinical trials of medical devices, which improved the quality control of
clinical trials of medical devices, standardized the clinical trial process, and thus ensured the
authenticity, accuracy, integrity and traceability of trial records and report data.
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