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International Comparison of Orphan Drug Accessibility
SHI Lei(Liaocheng People’s Hospital, Shandong Liaocheng 252000, China)

ABSTRACT OBJECTIVE: To provide reference for the improvement of orphan drug accessibility in China. METHODS: The in-
fluential factors of orphan drug accessibility were analyzed, and then the situation of orphan drug use in China, USA, Japan and
EU were compared. The appropriate measures were proposed. RESULTS & CONCLUSIONS: The influential factors of orphan
drug accessibility contain income of Medical Insurance list, price and income, continous financing approach and credible health sup-
port system. Orphan drug develops quite slowly in China and the accessibility is very low. China should learn from the experience
of USA, Japan, EU and so on; more attention should be paid; and the government should devote greater effort to support the
R&D of orphan drug in order to speed up the establishment of orphan drug list, the development of orphan drug industry and the

improvement of orphan drug management system so as to improve the accessibility of orphan drugs.

KEY WORDS Orphan drug; Accessibility; Influential factor; International comparison; Measure
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Tab 1 Comparison of orphan drug definition among USA,

EU and Japan
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Tab 2 Comparison of medical aid among USA, EU and Ja-
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Tab 3 Comparison of new drug accelerated approval policy
among USA, EU and Japan
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