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The Assumption of Optimizing the Quality of Technical Evaluation of Medical
Devices Based on PDCA Cycle Mode

Wu Dan (Jiangxi Provincial Center for Drug Evaluation, Nanchang 330046, China)

Abstract Objective: To analyze the deficiency of the current technical evaluation of medical devices and
to provide references for improving its quality. Methods: The whole evaluation was divided into 4 stages,
that is, plan, do, check and action according to the PDCA cycle mode of the quality management theory. The
connotation and mutual relation of each stage were expounded. Results and Conclusion: The four main
deficiencies found in the technical evaluation of medical devices in Jiangxi Province were as follows: insufficient
reviewers, unreasonable professional structure, low degree of evaluation transparency, simple review record, low
accumulation and utilization rate of evaluation information and evaluation errors. The quality management of the
technical review was strengthened, the technical evaluation process was optimized, the quality awareness of the
reviewers was enhanced, and the level of technical evaluation was improved after the PDCA cycle theory was
applied. In order to make a breakthrough in the quality management of technical evaluation, the PDCA theory
should be practiced systematically and consistently in the work of evaluation so as to form a long-term mechanism
to improve the quality of technical evaluation so that the technical evaluation work can be carried out more
efficiently and effectively.
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