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A Study on the Introduce Necessary of the Generic
Market Exclusivity under The Drug Approval-Patent
Linkage in Korea

Yongik, Jeong

Abstract ‘ ...........................................................................................................................

As the grace period of three years is over, Approval-Patent
Linkage System based on Korea-US FTA will be implemented in
earnest from 2015. The generic marketing exclusivity will be also
implemented. This paper studied the grounds for promotions of
generics' release by the generic marketing exclusivity and possibility of
side effect derived from the generic marketing exclusivity. As the
results, the generic marketing exclusivity is not only means for
activation of the generics’ release and the generics will be released by
someone without the generic marketing exclusivity, however, it is clear
that the generic marketing exclusivity will be strong inducement for the
generics’ development. The generic marketing exclusivity can promote
generics’ release through the expanding of the target for patent
challenge and advancing the date for patent challenge. Also, it is
expected that our pharmaceutical industry’s practice focused on the
marketing will be innovated. However, there is concern about the
negative factors, such as increasement of the reverse payment
agreement according to collusion the patent holder and the generic
developer that can occur because of the introduction of generic
exclusivity system, delay of generic entry. But, it is thought to be solved
by providing a method introduced by considering the characteristics of

Korean patent system that patent challenge is possible before the
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marketing authorization application and the pharmaceutical industry of

which the majority are generic companies.

When a new system is introduced, there are always the positive
and the negative sides, and it is not shown the same effect. Under the
introduction of generic exclusivity system, it is should be provided the
way that the positive aspects are maximized and the negative
minimized.

Therefore, by facilitating market entry of generics and making a
developement of pharmaceutical industry, it should be provided the
system which can further increase the accessibility on pharmaceutical

product by people.

Keywo rds ‘ ..........................................................................................................................

generic exclusivity, drug patent linkage, first generic, authorized generic,
reverse payment, Draft Amendment to Pharmaceutical Affairs Act






