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Analysis on the Idea for Establishing Medical Device Database System in United
States and Japan
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Abstract Objective: To explore the idea for establishing database system for medical device regulation in
leading countries, so as to provide references for the scientific regulation of medical devices in China. Methods:
Function, organization structure and interconnection of data information of medical device database in the United
States and Japan were analyzed. The establishment idea of database system was discussed, and the advantages and
disadvantages of different databases were compared and analyzed. Results and Conclusion: The construction of
databases in the two countries was based on their regulatory practice and the division of labor and interconnection
at all levels of the database system was highlighted. On the basis of the regulatory need and actual situation of
information construction in China, it is suggested that the independent establishment of database in the United
States should be referred to in the overall design, so as to strengthen the interconnection and realize the effective
connection between databases or within the database system. In the process of constructing database, Japan took
into account the international standards in both language and supervision, and paid attention to the long-term
stability of regulatory requirements, which is worth learning for our country.
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