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Progress in the Implementation of Unique Device Identification (UDI) System in the US
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Beijing 100050, China )

[ Abstract] The unique device identifier( UDI) has become the common language for identification of medical device globally. Since
September 2013, the US Food and Drug Administration ( FDA) issued unique device identification system( UDI system ) regulations to es-
tablish a UDI system, which not only standardized data formats for healthcare industry and improved the accuracy of collecting clinical da-
ta, but also provided experience for UDI§ global harmonization efforts. Combining with the experience from the field study to US FDA a-
bout UDI in 2016, this article outlines the regulatory system and organizational structure of UDI system implementation and the promotion
of UDI system projects, discusses the specific implementation plan of UDI system in the United States, and analyzes the UDI issuing agen-
cy and global UDI database. The UDI system implementation method with United States characteristics provides experience for China to
carry out and promote the implementation of UDI system.
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