Chinese Journal of Health Policy, February 2014, Vol. 7 No. 2

- BRI A -

EEFERAMEREXNPENET

T3
REZTERFHEFRAGUHFARTF O
(# Z)2EFABYEERERLEE AL TRGHA LR, AW T %A% B 1983 47
ARG ZREESITRLEIT G —E B4 FERAEYHL AT FHEORERRZ  RITTEEEREDHE
T 24 B35 BT AT 64 ) H Ao st A A b 28 75 e KR AR R BIAT T KRB B Ao 2 T AT RAL T R S E
AHrE, R, BIBELEENZERELSTEOEREARBET - ANMAXNERGS Lk, AKEF
F BB A R AT E AN ESS L,
[K4tia) 70w, AL, FRABHYEE; THRER
PE > EFRI97T  L#ARAE A doi: 10.3969/]. issn. 1674-2982.2014.02.007

HEZTE EHl 117

A review of the Orphan Drug Act in the United States and its implications for China
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[ Abstract] The United States is the first country that has introduced legislation designed to stimulate orphan
drug research and development. In this paper, we analyze three major amendments of the Orphan Drug Act (ODA)
since 1983 and its incentive system. We then discuss the success of the ODA in encouraging orphan drug research
and development and boosting the biopharmaceutical industry. Following that, we investigate the high price of orphan
drugs caused by market exclusivity and drug repositioning. Finally, we draw experience from the ODA to make some
suggestions on how orphan drug legislation can be devised in China with the aim of improving the health of rare-dis-

ease patients and facilitating the development of Chinese biopharmaceutical industry.
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