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Study on the Medical Device Standardization System under the New Situation

Xu Huiwen, Zheng Jia, Wang Huichao, Lan Yuting, Yu Xinhua“ (National Institutes for Food and Drug Control,
Beijing 102629, China)

Abstract Objective: To study how to improve and build a better medical device standardization system in order
to serve the need of regualtion and industrial development under the new situation. Methods: The new situation and
new requirements of the medical device standardization were analyzed. The medical device standardization system
was studied from the following aspects: draft of standard management regulations, establishment of organization
structure and construction of a standard system. Results and Conclusion: A more scientific and rational, advanced
and applicable, open and compatible as well as appropriate-scaled medical device standardization system that
adapts to new situation will be established by continuously deepening the reform of standardization, successively
enhancing the top-level design of medical device standardization, exploring the management model of group
standards for medical devices and further promoting the integration and simplification of mandatory standards for
medical devices.
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