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Application of Risk Evaluation Matrix Based on YY/T 0316 in Inspection Items
of Medical Device Quality Supervision Sampling

Xing Liyong, Hu Changming, Huang Yuzhe, Hong Zixiang, Han Cong, Yu Xizi (Guangdong Medical
Devices Quality Surveillance and Test Institute, Guangzhou 510663, China)

Abstract Objective: To further improve the scientificness and fairness of the sampling inspection work, the risk
assessment and risk classification of the sampling inspection items of medical devices supervision were carried
out based on the risk thinking. Methods: Based on the risk evaluation matrix given by YY/T 0316-2016 “Medical
Devices -- Application of Risk Management to Medical Devices” the risk levels corresponding to unqualified
inspection items of medical device quality supervision and random inspection were further refined and evaluated.
Results and Conclusion: The risk assessment matrix based on YY/T 0316-2016 can be applied to the formulation
of the program of random inspection of medical device quality supervision, improve the targeting of random
inspection, and could also be used to evaluate the potential risk level of unqualified items in random inspection,
which could be used for reference in the exercise of administrative punishment discretion.
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