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Reviewing the Regulations of Rare
J Diseases and Orphan Drugs

& Daryl Yu-Tai Hung™
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Since the implementation of Rare Disease and Orphan

Drug Act is in Aug. 2000, the 20th year of implementation
is coming up in Aug. 2019. At this moment, we look back
and find that government has put more into taking care
of rare disease patients but still not enough. Due to the
rigid regulations, the policy is stagnant or even backward.
This article will introduce the regulations and policies of

*HEEAZERRFESSHELE A K (Chief of Research and
Planning Division, Taiwan Foundation for Rare Disorders )
RAHEEA © ZRRF (rare disease) ~ FRKEFAZE (orphan drug) ~ R
ZZ (orphandrug) - #22/FF (early access)
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orphan drugs and the dilemma we face, and also hope that
by taking advantage of the good foreign experience, can

provide us as a way to seek solutions together.
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1 Evaluate, Orphan Drug Report 2018, https://info.evaluategroup.com/
0OD2018-SOC.html (last visited Jul. 24, 2019).

2 Mike Lanthier, Insights into Rare Disease Drug Approval: Trends
and Recent Developments, https://www.fda.gov/files/about%20fda/
published/Insights-into-Rare-Disease-Drug-Approval--Trends-and-
Recent-Developments-%280ctober-17--2017%29.pdf (last visited
May 19, 2019).
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3 BERANMERREREE - HTERERKR ? https://www.hpa.gov.tw/
Pages/Detail.aspx?nodeid=805&pid=4298 (2|5 HH : 201947518
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