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and the right of exclusivity provide the incentives for
pharmaceuticals to adopt excessive pricing. In recent
years, three EU member states’ competition authorities
had fined the same orphan drug company, Leadiant, due
to illegal excessive prices. European Commission also
sanctioned Aspen because the medicine manufacture had
imposed unfair prices, abused its dominant position and
violated the EU competition law. All these facts reflect the
trend that EU competition law has been used as a tool to
tackle the exorbitantly high drug prices. The “UB test”,
i.e., cumulatively quantitative and qualitative analyses,
is applied in those cases. The rules for prohibiting abuse
of dominance in both EU and Taiwan have the common
purposes and principles, therefore the practices and
enforcement experiences in EU are valuable for use to

learn.
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1 REBIF8RIBTTH A EFERT 08000992455 K

2 U.S. Food & Drug Aminstration, Office of Orphan Products
Developmen, Dec. 13, 2022, https://www.fda.gov/about-fda/office-
clinical-policy-and-programs/office-orphan-products-development
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(last visited Nov. 23, 2022).

3 Article 3(1)(a), Regulation No 141/2000 of the European Parliament
and of the Council of 16 December 1999 on orphan medicinal
products (hereinafter referred to as “Orphan Regulation”).

4 FFEFE10M - BITIHRS2R -

5 Nicholas Bagley, Benjamin Berger, Amitabh Chandra, Craig
Garthwaite & Ariel D. Stern, The Orphan Drug Act at 35: Observations
and an Outlook for the Twenty-First Century, 19 INNOVATION PoOLICY
AND THE ECONOMY 103 (2019).

6 Id., at 103, 106, 114.
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