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Chapter

Article

Compulsory

Licensing

Intellectual
Property

18.6

18.41

Understandings Regarding Certain Public Health Measures
“Affirm their commitment to the Declaration on TRIPS and
Public Health.”

Other Use Without Authorization of the Right Holder
“Nothing in this Chapter limits a Party’s rights and
obligations under Article 31 of the TRIPS Agreement”

Investment

Annex

9.8

|

9B

Expropriation and Compensation?®
“This Article shall not apply to the issuance of compulsory
licenses granted in relation to intellectual property rights in
accordance with the TRIPS Agreement”

16 Article 9.8 (Expropriation and Compensation) shall be inter
preted in accordance with Annex 9-B (Expropriation) and is
subject to Annex 9-C (Expropriation Relating to Land).

ANNEX 9-B EXPROPRIATION
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Article 9.8: Expropriation and Compensatio

5. This Article shall not apply to the issuance of compulsory licences granted
in relation to intellectual property rights in accordance with the TRIPS
Agreement, or to the revocation, limitation or creation of intellectual property
rights, to the extent that the issuance, revocation, limilation or creation is
consistent with Chapter 18 (Intellectual Property) and the TRIPS Agreement."? d

'° Article 9.8 (Expropriation and Compensation) shall be interpreted in accordance witl Annex 9-B

(Expropriation) and is subject to Annex 9-C (Expropriation Relating to Land).

————————————————————————————————————————————————————————————————————————————————————————————————————————

ANNEX 9-B <

EXPROPRIATION

3. The second situation addressed by Article 9.8.1 (Expropriation and
Compensation) is indirect expropriation, in which an action or series of actions by
a Party has an effect equivalent to direct expropriation without formal transfer of
title or outright seizure.

(b)  Non-discriminatory regulatory actions by a Party that are designed
and applied to protect legitimate public welfare objectives, such as
public health,”” safety and the environment, do not constitute

“ rare Ci rcum Sta nce ” indirect expropriations, exceplt in rare circumstances.
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CHAPTER 18

INTELLECTUAL PROPERTY

Article 18.53: Measures Relating to the Marketing of Certain
Pharmaceutical Products

] If a Party permits, as a condition of approving the marketing of a
pharmaceutical product, persons, other than the person originally submitting the
safety and efficacy information, to rely on evidence or information concerning the
safety and efficacy of a product that was previously approved, such as evidence of

prior marketing approval by the Party or in another territory, that Party shall
provide:

(a) a system to provide notice to a patent holder® or to allow for a
patent holder to be notified prior the marketing of such a
pharmaceutical product, that st A o my e
that product during the term « a) §$U‘U‘VILLR]ﬂ‘VIEdVINﬁVISUﬂiVIi"IU

approved product or its approv. 4454101597901 8161

(b)  adequate time and opportunity for such a patent holder to seek,
prior to the Kketing % of an allegedly infringing product,

availahle remadi in enhnaraoranh (o) and
b) sraziranieswauazlan1angnsadnsing
AZWEIMINTSLE Y287

) NTZUIUNITHAZNISHELILITITINS?

(c) procedures, such as judicial or administrative proceedings, and
expeditious remedies, such as preliminary injunctions or equivalent
effective provisional 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.

As an alternative to paragraph 1, a Party shall instead adopt or maintain a

stem other than judicial proceedings that precludes, based upon patent-related
information submitted to the marketing approval authority by a patent holder or
the applicant for marketing approval, or based on direct coordination between the
marketing approval authority and the patent office, the issuance of marketing
approval to any third person seeking to market a pharmaceutical product subject

to a patent claiming that product, unless by consent or acquiescence of the patent
holder.
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CHAPTER 8

TECHNICAL BARRIERS TO TRADE

ANNEX 8-C

PHARMACEUTICALS

14.  No Party shall require that a pharmaceutical product receive marketing
authorisation from a regulatory authority in the country of manufacture as a
condition for the product to receive marketing authorisation from that Party.

15.  For greater certainty, a Party may accept a prior marketing authorisation
that is issued by another regulatory authority as evidence that a product may meet
its own requirements. If there are regulatory resource limitations, a Party may
require a marketing authorisation from one of a number of reference countries to
be established and made public by that Party as a condition for the product’s
marketing authorisation from that Party.
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