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Recent Developments in Taiwan’s Patent Linkage
System

Lee and Li, Attorneys at Law
Patent attorney

Tzu-Lien Ou

COVID-19 has rapidly expanded worldwide since the end of 2019. It shows no signs
of abating even as we entered the second half of 2022. Therefore, in the IP-related field, there has
been a high level of interest in the systematic operations of COVID-19-related therapeutic agents
and so on. As described in the Author's article "The Patent Linkage System in Taiwan" in Volume
13, No. 1 of this journal, Taiwan's patent linkage system, which stipulates provisions in the
Pharmaceutical Affairs Act regarding the linkage of new drug approval information with granted
patent information, was already in effect on August 20, 2019. Furthermore, with the spread of
COVID-19, there was an increased focus on drug-related patent litigation and reform of patent
act related to this system.

Under such circumstances, systematic improvements were progressed, such as the first
judgement related to the patent linkage system rendered by the Intellectual Property Court on
December 31, 2020, and the Patent Reform Act related to the system enacted on July 1, 2022. In
this article, the above two important developments will be explained.

1. Patent Reform Act

Pursuant to Article 48-3 of Taiwan Pharmaceutical Affairs Act regarding the patent
linkage system, a person who has obtained the approval of a new drug shall declare the patent
information corresponding to the new drug to the Taiwan's drug administration authority (TFDA).
If another pharmaceutical company subsequently files a declaration to the effect that "the patent
right corresponding to the new drug is not infringed" or "the patent right corresponding to the new
drug should be revoked" ("Paragraph IV declaration") in accordance with Article 48-9(1)(iv) of
the same Act when applying for the approval of a generic drug, the patentee shall file a patent
infringement lawsuit within 45 days from the day following the date of receipt of the notice
regarding the above declaration, and shall notify the TFDA of the filing of the lawsuit.

However, since the Taiwan Patent Act before the reform did not specifically provide a
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legal basis for the litigation right under the patent linkage system, it was not clear whether the
action of applying for the approval of a generic drug constituted an act of patent infringement or
not.

Therefore, Article 60, Paragraph 1 of the Patent Reform Act, which came into effect
on July 1, 2022, clarifies the legal basis for the above right to file a lawsuit, and clearly stipulates
that the patentee may request the exclusion or prevention of patent infringement after receiving a
Paragraph IV declaration.

The above reform also stipulates that if a patent infringement lawsuit is not filed
within the prescribed period, the applicant for the approval of a generic drug can file a
confirmation lawsuit to confirm whether or not the drug constitutes patent infringement. This has
eliminated the precarious legal status of applicants for the approval of generic drugs by enabling

them to obtain a court decision more quickly.

II. First Judgement of the Intellectual Property Court

The sequence of the events leading up to the first judgment related to the patent
linkage system was as follows : first, on January 13, 2020, the applicant for the approval of a
generic drug declared Paragraph IV; on February 24, 2020, the patentee filed a patent
infringement suit ; on July 17, 2020, the first hearing was held ; and the judgment was handed
down by the Intellectual Property Court on December 31, 2020, in Civil Patent Case No. 46 of the
109th year (A.D. 2020).

The highlights of the said judgment can be summarized as follows :

(1) At the time of the lawsuit, the aforementioned Patent Reform Act had not
yet been enforced, but since the reform was already drafted, the patentee's right to file a lawsuit
for patent infringement was recognized in the judgment based on the legislative reason of
preventing the possibility of infringement.

2) Although the generic drug in this case was judged not to be within the
literal scope of the patent right corresponding to the new drug, patent infringement was judged
under the doctrine of equivalents. This is a rare case in which the doctrine of equivalents was
applied in a pharmaceutical litigation.

3) The trial was speedy, as the decision was rendered in about 10 months.
Although the two important developments explained above show that Taiwan's patent linkage
system has become more developed and easier to operate, it is still necessary to continue to
closely monitor relevant court decisions and changes in the system.

(Translated by TIIP)



