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Article 18.9.5.Where a Party permits, as a condition of approving the
marketing of a pharmaceutical product, persons, other than the person
originally submitting safety or efficacy information, to rely on that
information or on evidence of safety or efficacy information of a product
that was previously approved, such as evidence of prior marketing approval
in the territory of the Party or in another territory, that Party shall:

(a) provide that the patent owner shall be notified of the identity of any
such other person that requests marketing approval to enter the market
during the term of a patent notified to the approving authority as covering
that product or its approved method of use; and

(b) implement measures in its marketing approval process to prevent such
other persons from marketing a product without the consent or acquiescence
of the patent owner during the term of a patent notified to the approving
authority as covering that product or its approved method of use.

Article 16.10.3.Each Party shall provide:

(a) procedures, such as judicial or administrative proceedings, and remedies,
such as preliminary injunctions or equivalent effective provisional measures,
for the expeditious adjudication of disputes concerning the validity or
infringement of a patent with respect to patent claims that cover an
approved pharmaceutical product or its approved method of use;

(b) a transparent system to provide notice to a patent holder that another
person is seeking to market an approved pharmaceutical product during the
term of a patent covering the product or its approved method of use; and
(c) sufficient time and opportunity for a patent holder to seek, prior to the
marketing of an allegedly infringing product, available remedies for an
infringing product.

Article 16.10.4.Where a Party permits, as a condition of approving the
marketing of a pharmaceutical product, persons, other than the person
originally submitting safety or efficacy information, to rely on evidence of
safety or efficacy information of a product that was previously approved,
such as evidence of prior marketing approval in the territory of the Party or
in another territory, the Party may implement the provisions of paragraph 3
by:

(a) implementing measures in its marketing approval process to prevent such
other persons from marketing a product covered by a patent claiming the
product or its approved method of use during the term of that patent, unless
by consent or acquiescence of the patent owner;17 and

(b) providing that the patent owner shall be informed of the identity of any
such other person who requests marketing approval to enter the market
during the term of a patent identified to the approving authority as covering
that product;

provided that the Party also provides:

(c) an expeditious administrative or judicial procedure in which the person
requesting marketing approval can challenge the validity or applicability of
the identified patent; and

(d) effective rewards for a successful challenge of the validity or
applicability of the patent.18
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