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[Abstract] This article briefly introduced the definitions and research significance of rare diseases and orphan drugs. Current US regulations,
incentive policies and management experience on orphan drugs were reviewed. Case analyses were provided to discuss strategies in orphan drug
development in US from the aspects of R&D, registration and commercialization, so as to provide references for orphan drug researchers.
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Table 1 Number of orphan drugs and total drugs approved
by US FDA in the past 5 years
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2010 6 2l 29
2011 11 30 37
2012 13 39 33
2013 9 29 31
2014 17 41 41
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