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As Taiwanese government has strongly expressed the will to join the
Trans-Pacific Partnership (TPP) and under the negotiation of Taiwan- US Trade and
Investment Framework Agreement (TIFA), there will be impacts to Taiwanese
pharmaceutical industries with implementation of two main intellectual properties (1P)
related concepts, Patent linkage and Data exclusivity. Despite of knowing the specific
implementation date or the timeframe of joining TPP, the regulation has been amended
and under negotiation now. This report is to understand the potential impact and
challenges could be resulted from implementation of Patent Linkage and Data
Exclusivity in Taiwan Pharmaceutical industries.

The original concept of Patent linkage and Data exclusivity is from
Hatch-Waxman Act, to balance out the interests of the original versus generic drug
manufacturers. Since the Act implemented in 1984, the generics replacement rate has
increased to 86% in 2014, while the new drug development remain one of the most
important economic engine of the pharmaceutical industry in US.

Despite of its promising potential in new drug development as shown recently,
the most of pharmaceutical industries in Taiwan remain generics-focused. This
research will focus on the impacts may affect Taiwanese pharmaceutical industries
(both new drug companies and generic drug companies) by patent linkage and data
exclusivity.

In addition, the ultimate goal for the research is to provide viable strategies and

suggestions for Taiwanese pharmaceutical industries as well as for the science and
technology policy to be prepared for the upcoming challenges.

Keyword : Patent Linkage, Data Exclusivity, Hatch-Waxman Act, Original versus
Generic Drugs
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Time: 2016 July 22 10:45-11:00 AM
Place: University of Washington School of Law
Person: Coco Lee, Owen Wu, Hippo He

Question 1) How does the PL and DE implementation impact Korea, and what kind of
alteration made in Korea to fit the new system?

Ans.
Statutory amendments of 1) intellectual property law 2) pharmaceutical related law. Some
generic companies disappear but more thrived through the system.

Question 2) Response from the generic companies?

Ans.

Overall good. The litigation of the infringement and invalidity increased sharply in the past
half year( new regulation's enforced in 2016 ). A lot of generic companies started use the
system to challenge the validity of patent, and could be one strategy for the generic
companies. Government of Korea Is looking forward to this kind of result and ultimate goal
Is to enhance competitiveness of the pharmaceutical Industry in the global arena.

Question 3) How about the K-PTO and CAFC, PTAB?

Ans.

Korea has similar system with US. The reformation and increase of manpower of the
intellectual properties court and K-PTO is undergoing to fit the needs of increase
pharmaceutical litigations.
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