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1. Outline of the Case

This decision of the Korean Supreme Court concerns the system for extension of
patent term based on authorization, etc. under Article 89 of the Korean Patent Act. The Court
examined whether the invention in question fell under the category of “pharmaceuticals for which
marketing authorization has been granted for the first time as a pharmaceutical manufactured with
a new substance [a substance with a new chemical structure of the active moiety exhibiting
therapeutic efficacy] as the active ingredient,” as prescribed in subparagraph 1 of Article 7 of the

former Enforcement Decree of the Patent Act.

2. Background and Lower Court’s Decision

The patentee (plaintiff) filed an application for registration of patent term extension
for the active ingredient of the drug at issue, “peginterferon beta-1a.” This compound is formed
by covalently binding polyethylene glycol (PEG) to interferon beta-1a (the active ingredient of a
previously authorized drug), thereby PEGylating it. The examiner rejected the application,
reasoning that since the subject drug and the previously authorized drug (interferon beta-1a) had
the same indications and the same active moiety showing therapeutic effect, the subject drug did
not qualify as a new substance.

The patentee requested a trial for cancellation of the rejection, but the trial examiner
upheld the rejection. However, the Patent Court reversed, holding that the active moiety showing
therapeutic effect in the subject drug was peginterferon beta-1la, and even considering the
previously authorized drug with interferon beta-1a as its active moiety, peginterferon beta-la

constituted a new substance because the chemical structure of its active moiety was new.

3. Supreme Court’s Decision

The Supreme Court overturned the lower court and remanded the case, holding that
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the drug at issue was not a “pharmaceutical manufactured with a new substance, i.e., a substance
having a new chemical structure of the active moiety exhibiting therapeutic efficacy, as the active
ingredient” under the relevant provision of the Enforcement Decree. Therefore, the claimed
invention did not fall within the category of inventions eligible for extension of patent term based
on authorization.

The Court emphasized that where a statute does not provide clear definitions or
specific scope for terms used therein, statutory terms must, in principle, be interpreted faithfully
according to their ordinary meaning. Such interpretation must also take into account the overall
structure, purpose, and objectives of the statute, the format and content of the relevant provision,
and related legislation. Based on this approach, the Court assessed Article 89(1) of the Patent Act
(providing for patent term extension based on authorization) in conjunction with the relevant
Enforcement Decree provision, its structure, objectives, and related pharmaceutical legislation.

In assessing the “active moiety exhibiting therapeutic efficacy” in this case, the Court reasoned
that :
1) The subject drug, while sharing the same efficacy and effect as interferon beta-1a,
increased the average retention time and half-life of interferon beta-1la in the bloodstream,
with peginterferon beta-1a as its active ingredient ;
2) The polyethylene glycol portion bound to interferon beta-1a had no in vivo activity or
therapeutic effect but only influenced the degree of activity of interferon beta-1a, and
therefore peginterferon beta-la could not be regarded as the “active moiety exhibiting
therapeutic efficacy” under the Enforcement Decree ; and
3) The interferon beta-la portion, which was the “active moiety exhibiting therapeutic
efficacy” in the subject drug, had the same stereochemical structure as the “active moiety
exhibiting therapeutic efficacy” in the previously authorized drug.

4. Conclusion
This decision is significant in that the Supreme Court specifically interpreted the
meaning of “active moiety exhibiting therapeutic efficacy” with respect to inventions subject to
patent term extension registration. Going forward, both applicants for patent term extension of
pharmaceuticals and generic drug companies will be better positioned to determine in advance
whether a particular invention qualifies as eligible for patent term extension and to prepare their
strategies accordingly.
(Translated by TIIP)



