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The development of orphan drugs
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Abstract: The orphan drug is a pharmaceutical product aimed at curing, diagnosing, and preventing rare diseases or disorders. The
research and development of orphan drugs has been a profitable development strategy gradually, and has drawn people’s special
attentions in recent years. This article highlights the trends in prescription sales for orphan drugs, orphan products and company
performance, and the designation and approval analysis in US and Europe. The successful implementation experiences of developed

countries in this field have provided suggestions for the establishment of incentive measures for facilitating orphan drugs in China.
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Fig.1 Designation of orphan drugs in USA, EU, and Japan
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Table 5 Indications of top 10 orphan drugs approved by EU
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