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Article 1.11: Effective Mechanism for Early Resolution of Patent Disputes

1. If China permits, as a condition of approving the marketing of a pharma-

ceutical product, including a biologic, persons, other than the person
originally submitting the safety and efficacy information, to rely on evi-
dence or information concerning the safety and efficacy of a product that
was previously approved, such as evidence of prior marketing approval by
China or in another territory, China shall provide:

(a) a system to provide notice to a patent holder, licensee, or holder of
marketing approval, that such other person is seeking to market that
product during the term of an applicable patent claiming the approved
product or its approved method of use;
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(b) adequate time and opportunity for such a patent holder to seek, prior to
the marketing of an allegedly infringing product, available remedies in
subparagraph (c); and

(c) procedures for judicial or administrative proceedings and expeditious
remedies, such as preliminary injunctions or equivalent effective provi-
sional measures, for the timely resolution of disputes concerning the
validity or infringement of an applicable patent claiming an approved
pharmaceutical product or its approved method of use.

2. China shall establish a nationwide system for pharmaceutical products
consistent with paragraph 1, including by providing a cause of action to
allow the patent holder, licensee, or holder of marketing approval to
seek, prior to the marketing approval of an allegedly infringing product,
civil judicial proceedings and expeditious remedies for the resolution of
disputes concerning the validity or infringement of an applicable patent.
China may also provide for administrative proceedings for the resolution
of such disputes.

3. The United States affirms that existing U.S. measures afford treatment
equivalent to that provided for in this Article.
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