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[ Abstract] This study systematically reviews the latest and relevant literatures and policy documents on the rare
diseases in some developed countries or areas in recent years. Particularly it summarizes the practice and mode of rare
diseases policy in United States, Japan and European Union where in legislation, administration system, incentive
measures and security policy are well practiced. Developed countries and regions have more systematic policy on rare
diseases. Combined with the practical situation of China, it is proposed that China should improve rare diseases poli-
cies and regulations stage by stage, expand sources of financing, encourage R&D on orphan drugs as well as screen-

ing for diseases in newborns.
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