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ABSTRACT

The Republic of Korea is currently in a situation where reform is inevitable due to the cumulative
deficit in medical insurance, and in an era where the aging population will reach 9.5 million in 2023,
the prices of medicines that are most closely related to people's lives are not unrelated to the
patent system, and the “duration period of pharmaceutical patents” The “extension system” has a
direct causal relationship with the national burden of the medical insurance system.

In this paper, we examine the current problems of the “pharmaceutical patent duration extension
system” and suggest ways to improve the system as a change, while also proposing a system in the

. direction of protecting the interests of domestic pharmaceutical companies and maintaining the
legal system at a global level.
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one-half of the time in the testing phase, and (2) the time in the approval phase, except that

the period of extension determined under this subsection shall not exceed five years.
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AAMAIAZ717HS AR o2 HASHL 9t 21 US.C. § 156 (Extension of patent term) (d) Period of
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extended by a period of time equal to the regulatory review period for the approved product.
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on which the patent would otherwise expire: and (2) shall be only for the first permitted
commercial marketing or use of the product for which the regulatory review period is
described under subsection
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