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Comparison of Registration Process of Medical Devices Before Marketing Between China,

the USA and the EU
LIN Xinwen', HAI Le', YANG Zehua', LI Ying', HU Lin', TANG Shanguang’

(1. Hunan Drug Inspection Center, Changsha, Hunan, China 410001;
Abstract: Objective

2 Hunan Yige Pharmaceutical Co. , Lid. , Xiangtan, Hunan, China 411100)

To analyze the differences of registration process of medical devices before marketing between China, the

United States of America (USA) and the European Union (EU), and to provide a reference for strengthening the supervision of

medical devices in China. Methods

The differences between China, the USA and the EU in the marketing of medical devices

were compared from the evolution of regulations and management mode, and then the automatic biochemical analyzer was taken as

an example to compare the differences between China, the USA and the EU in the registration and declaration process. Results In

terms of the regulatory categories, the declaration channels, the time limit of review and so on, the registration process of each

country had different emphasis, but all could ensure the safety and effectiveness of marketed products. Conclusion A

comprehensive, systematic and scientific medical device management system can implement the reform requirements of the medical

device review and approval system, and ensure the safety and effectiveness of medical devices in China.
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Fig.1 Process of registration application of full — automatic bio-

chemical analyzer produced overseas in China
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Fig.2 Process of registration application of full — automatic

biochemical analyzer produced overseas in the USA
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Fig. 3 Process of registration application of full — automatic

biochemical analyzer produced overseas in the EU
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