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< Taiwan >
The Patent Linkage System in Taiwan

Lee and Li, Attorneys at Law
Patent attorney

Tzu-Lien Ou

The Patent Linkage System in Taiwan is based on the Orange Book in the United
States. The linkage system of new drug marketing approval and patent information is established
by the Pharmaceutical Affairs Act. In Taiwan, for the conclusion of TIFA with the United States
and participation in TPP, an Amendment to the Act was published on 31 January 2018 and came
into effect on 20 August 2019.

Before the System started, because of no linkage between a new or generic drug
marketing approval examined by the Taiwan Food and Drug Administration (TFDA) and a patent
application is examined by the Taiwan Intellectual Property Office. It was difficult for other
pharmaceutical companies to get accurate information. Furthermore, new drag manufacturers
were not notified of generic drug approval applications, so they had to constantly check the
TFDA’s database and the market entry of generics.

And now, a new or generic drug manufacturer using the Patent Linkage System will

proceed as follows.

1. New drug manufacturer

A new drug marketing approval holder must list any patents considered to cover a new
drug to TFDA within 45 days after collecting the marketing approval from TFDA. And patents
granted after marketing approval is received must be listed by a new drug marketing approval
holder within 45 days after the patent's publication date. (Note : TFDA does not conduct a
substantive examination on the patent information. The information listed is public and anyone
with an opinion can provide a third-party observation.)

The only patents eligible for listing are inventions of substance (compound, ester,

isomer, polymorph, etc.), composition or formulation, and medical use.
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2. Generic drug manufacturer

Generic drug applicants who apply for a generic drug marketing approval is required
to make one of the following certifications ;

(1) the drug has not been patented ;

(2) the patent has already expired ;

(3) the marketing approval is expected to be issued after the patent term has expired ;

(4) the patent is not infringed or invalid.

The generic drug applicants under (4) are required to notify the drug marketing
approval holder, the patent owner, the exclusive license holder and TFDA within 20 days after the
date notification of complete documentation is received.

In case of certification under (4), if the patent owner files a patent infringement
lawsuit within 45 days after receipt of the notification from the generic drug applicant, the TFDA
will withhold marketing approval for up to 12 months after receipt of the aforementioned
notification. And the generic drug applicant with application documents duly submitted at the
earliest will be rewarded with a 12-month stay period.

The Patent Linkage System described above provides benefits to both new drug and
generic drug manufacturers. For example, they can assert their rights earlier and resolve drug
related patent disputes faster.

In the first year since the system came into effect, the above case (4) has already been
listed in more than a dozen cases. Lawsuits related to them are also in the spotlight. Besides, a
proposal to amend the Patent Act related to the patent linkage system is under discussion. It is
predicted that pharmaceutical-related patent litigation will be increased. This is because the
proposed amendment would, on the one hand, allow new drug patent holders to sue for an
infringement at an early stage and, on the other hand, allow generic drug manufacturers who meet
certain conditions to sue for non-infringement of their patent rights. In the pharmaceutical
industry, we will have to keep an eye on legislative changes and litigation trends and respond

quickly to future changes.

(Translated by TIIP)



