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Study on Enactment and Adjustment of Orphan Drug Act in America of Health and Its Enlightenment to China
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ABSTRACT OBJECTIVE: To make a suggestion for the development of orphan drug policy in China. METHODS: Literature
study was used to analyze the main content, enactment, adjustment background and motivation of Orphan Drug Act in American;
some enlightenment was put forward for our country. RESULTS: In Orphan Drug Act, social and economic elements were taken in-
to consideration in the definition of rare disease and orphan drug. The above procedure involved several stakeholders, such as feder-
al government, enterprise and patient. The public and media played an important role. The act enriched related market, however,
with unsuitable high price in part of drugs. CONCLUSIONS: American strategy on the definition of rare disease can be adopted in
China, and the problem of high priced drug must be controlled.
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