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Abstract: Objective To investigate the implementation method of risk management during the medical device standard drafting and

revision. Methods

Based on the concept of risk management and the work experience in the process of medical device standard

drafting and revision, the hazard analysis and critical control point (HACCP) method was selected to analyze the seven stages
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including project establishment, drafting, verification,request for comment,inspection,approval and release,implementation and evaluation.

The possible risk points, hazard analysis and assessment, critical control points and monitoring measures at each stage were clarified.

Results and Conclusion The application of risk management in the process of medical device standard drafting and revision is

helpful to improve the quality of standard drafting and revision,and to control, eliminate or reduce the risk of quality standards.
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Tab. 1 Relationship among severity, possibility and criticality of hazards
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