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|.INTRODUCTION

The incorporation of trade-related intellectual property disciplines in the final outcome of
the trade negotiations of the Uruguay Round (Marrakesh Final Act of 1994) signaled a major
change in intellectual property law making. The Agreement on Trade-related Aspects of
Intellectual Property Rights (TRIPS) not only incorporates the subject matter in the international
trading system by extending its two main pillars, namely national treatment' and most-favored-
nation treatment to IP relations and making the WTO dispute settlement mechanisms applicable
to IP complaints. It also introduces the concept of minimum standards of protection in each of the
IP categories dealt with by TRIPS -patents, industrial designs, layout-designs (topographies) of
integrated circuits, trademarks, geographical indications, copyright and related rights and
undisclosed information-. This included for the first time ever in international agreements a
systematic set of minimum standards on enforcement of IPRs. The enforcement requirements in
TRIPS meant that it was not enough to recognize a certain level of minimum protection in each of
the Members but a need to adopt measures to ensure that those rights are effectively applied and
protected in each country.

The transformation brought about by TRIPS is particularly significant to developing
countries. The bottom up approach of the preexistent TRIPS system allowed each country to
calibrate their IP regimes to their national interests. This permissible system allowed countries,
not only developing but also most industrialized countries, to differentiate treatment among
industrial sectors and exclude certain subject matter from patent protection, for example
medicines or food products. This was the case at the time of the negotiations of TRIPS where half
of the patent laws around the world excluded pharmaceutical products from patentability.

This major innovation should not only be measured by the great changes made by the
Agreement to the international IP architecture but by providing legitimacy to new initiatives that
would have broader and profound consequences in the process of IP harmonization. Building on
the minimum standards principle of TRIPS, a new generation of bilateral or regional trade
agreements have been signed in recent years including chapters on IP that deepen this process of
harmonization initiated by TRIPS.? For the sake of convenience these agreements are referred in
this note as free trade agreements (FTAs) and are its main focus. For illustrative purposes, Table
1 lists selected FTAs already negotiated or under negotiation by major trading partners.

"It should be noted that several IP treaties administered by WIPO already recognized the national treatment
principle but the coverage in TRIPS is broader.
% See Correa, Fink
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Table 1: Selected recent trade-related agreements*

Country Negotiated Under Negotiation

USA with -1992: NAFTA -Free Trade Agreement of the Americas
-2000: Jordan (FTAA); Ecuador; Panama
-2001: Vietnam - Southern African Customs Union
-2003: Chile; Lao People’s Democratic (SACU)**
Republic; Singapore - Malaysia; Republic of Korea; Thailand
- 2004: Australia; Bahrain; Morocco - United Arab Emirates (UAE); Middle
- 2005: US-Central America and Dominican East Free Trade Area Initiative (MEFTA)
Republic (CAFTA-DR)
- 2006: Oman; Peru; Colombia

EU with - 1994: Australia (Wine Agreement); Moldova, - Andean Community; Brazil; Canada

Russia; Ukraine

- 1995: Belarus; Israel; Kazakhstan; Kyrgyzstan ;
Mongolia; Tunisia; Turkey (Customs Union)

- 1996: Armenia; Azerbaijan; Georgia; Morocco;
Turkmenistan; Uzbekistan

- 1997: Jordan; Mexico; Palestinian Authority

- 1999: South Africa

-2000: ACP Countries —Cotonu Agreement
-2001: Croatia (Stabilization and Ass.
Agreement); Egypt; India (Science and
Technology); Macedonia (Stabilization and Ass.
Agreement)

-2002: Algeria; Chile; Lebanon; South Africa
(Wines and Spirits)

-2003: Canada (Wines and Spirits)

- 2005: India (Strategic Partnership)

- 2006: Albania (Stabilization and Ass.
Agreement)

(Trade and Investment Enhancement
Agreement); Mercosur®***

- Regional bilateral economic partnership
negotiations, built on Contonou
Agreement: Countries of CARIFORUM
(Caribbean)

- CEDEAO (Western Africa +
Mauritania); CEMAC and Sao Tome and
Principe (Central Africa); Countries of
SADC (Southern Africa); COMESA
(Eastern and Southern Africa)

- Turkey (as part of EU enlargement)

- Iran; Syria; Gulf-Cooperation
Council***; Euro-Mediterranean Free
Trade Area

- Australia; New Zealand (wine)

EFTA***** with

- 1991:Turkey

- 1992: Israel; Romania

- 1993: Bulgaria

- 1997: Morocco

- 1998: Palestinian Authority
-2000: Macedonia; Mexico
-2001: Croatia; Jordan

- 2002: Singapore

-2003: Chile

-2004: Lebanon; Tunisia

- 2005: Republic of Korea
-2006: SACU

- Egypt

- Canada

- Thailand

- Gulf Cooperation Council

*Dates refer in general to the year of signing of the respective agreement
** Botswana, Lesotho, Namibia and Swaziland
***Bahrain, Kuwait, Oman, Qatar, Saudi Arabia, UAE
**%* Argentina, Brazil, Paraguay, Uruguay, Venezuela
***%* Norway, Lichtenstein, Iceland, Switzerland

Sources:
WWW.ustr.gov

http://ec.europa.eu/comm/trade/issues/bilateral/index _en.htm

http://secretariat.efta.int
www.bilaterals.org
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[I.THE FTAS: MAIN FEATURES

Developed countries, particularly the EU, EFTA and the USA have, with different
degrees and depth, pursued in recent years selected free trade initiatives with a number of
countries, including developing countries, with the view of intensifying and deepening the WTO
agreements. These free trade initiatives adopt different names. For simplicity we encompass all
these arrangements under the broad label of FTAs. In the case of IP, these agreements have been
characterized as TRIPS-Plus arrangements. These agreements respond to a number of criteria and
in many respects follow the concept of a single undertaking as the case of the Marrakesh Final
Act. Governments entering into these agreements do it for a number of considerations that are
beyond the scope of analysis in this note.” It is generally accepted that the IP chapters in the FTAs
are one of the most controversial and that the demandeurs are the developed country partners. For
many scholars, the IP provisions in the FTAs are the price paid by the developing countries in
exchange for trade concessions in areas more sensitive to their national commercial interests and
where they are in fact demandeurs.

1.1 The FTAssigned with the EU and EFTA

The FTAs with IP chapters do not follow a single model. In the case of agreements
signed with the EU and also with EFTA there is a major emphasis on reinforcing the existing
international architecture by committing the parties to become party to a number of multilateral
IP related agreements. For example, in the case of the Agreement between Chile and the EU, as
illustrated in Box 1, there is the commitment of ratifying a number of WIPO administered
treaties. EFTA follows a similar approach. The ratification of these agreements is reinforced by
the overarching obligation prescribed in the EU agreements of ensuring “adequate and effective
protection to intellectual property rights in accordance with the highest international standards,
including effective means of enforcing such rights provided for in international treaties.”

3 See Roffe (2004)
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Box 1: Chile-EU Association Agreement

The Parties agreed, by 1 January 2007, to accede to and ensure an adequate and effective
implementation of the obligations arising from the following multilateral conventions:

- The World Intellectual Property Organization Copyright Treaty, WCT, 1996;

- The World Intellectual Property Organization Performances and Phonograms Treaty, WPPT,
1996;

- The Patent Cooperation Treaty, of June 19, 1970, Washington Act amended in 1979 and
modified in 1984;

- The Nice Agreement Concerning the International Classification of Goods and Services for the
Purposes of the Registration of Marks of 15 June, 1957, Geneva Act 1977, amended in 1979;
and

- The Strasbourg Agreement Concerning the International Patent Classification of 1971,
amended in 1979.

In addition, by January 1, 2009, the Parties shall apply the following Conventions:-

The Convention for the Protection of Producers of Phonograms against the Unauthorized
Reproduction of their Phonograms, Geneva, 1971;- The Locarno Agreement establishing the
International Classification for Industrial Designs, 1968, amended in 1979;

The Budapest Treaty on the International Recognition of the Deposit of Microorganisms for
the Purposes of Patent Procedure, of April 28, 1977, amended in 1980; and

The Trademark Law Treaty, 1994.

A best endeavour obligation” was also included with the view to ratify the Protocol to the Madrid
Agreement Concerning the International Registration of Marks, the Madrid Agreement
concerning the International Registration of Marks, Stockholm Act 1967, as amended in 1979 and
the Vienna Agreement establishing an International Classification of Figurative Elements of
Marks, 1973 amended in 1985.

? Article 170(d) of the Agreement between Chile and the European Communities and its Members States provides that
the Parties shall “make every effort to ratify and ensure an adequate and effective implementation of the obligations
arising from the following multilateral conventions at the earliest possible opportunity...”

Source: http://www.europa.eu.int/comm/external_relations/Chile/assoc_agr/text.htm, cited in Roffe (2004), p.8

Probably, the most significant IP-related provisions in the EU agreements relate to
specific arrangements on the trade in wines and spirits. These arrangements include provisions on
the reciprocal protection of geographical indications (GIs) related to wines and spirits, and the
protection of traditional expressions (of both Parties). The special arrangements on wines include
protection of “homonymous signs” as allowed in TRIPS (Articles 23.3).
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The EFTA model follows again very closely the EU approach® but expands the
protection in the case of pharmaceutical products to data provided to national authorities on the
safety and efficacy of those products.’

As seen in the subsequent section, the agreements signed with the USA are more
ambitious in nature compared to those signed up to now with EFTA and the EU. However, it is
difficult to predict at this stage the nature of the new generation of agreements that these two
groups of countries might promote in the future particularly in light of the present crisis in the
WTO Doha Round. There are clear indications, at least in the case of the EU, that greater
emphasis will be given by those countries in the future to IPR enforcement procedure measures.

1.2 The FTAssigned with the USA

As suggested, the FTAs signed with the USA have a more expansive and detailed coverage.
They are guided, among others, by the following principles:

Promoting adequate and effective protection of IPRs by ensuring accelerated and full
implementation of TRIPS, particularly with respect to meeting enforcement obligations
and ensuring that the provisions of any trade agreement reflect a standard of protection
similar to that found in US law;
Providing strong protection for new and emerging technologies and new methods of
transmitting and distributing products embodying intellectual property;
Preventing or eliminating discrimination with respect to matters affecting the availability,
acquisition, scope, maintenance, use, and enforcement of intellectual property rights;
Ensuring that standards of protection and enforcement keep pace with technological
developments, and in particular ensuring that right holders have the legal and
technological means to control the use of their works through the Internet and other
global communication media, and to prevent the unauthorized use of their works;
Providing strong enforcement of IPRs, including through accessible, expeditious, and
effective civil, administrative, and criminal enforcement mechanisms and provisional
measures and requirements related to border measures; and
Creating an additional WTO-based dispute settlement mechanism applicable also
to IP related matters including non-violation complaints.®

The comprehensiveness of the agreements signed with the USA relate to all major IP
disciplines. The structure and precise contents vary but in general they comprise matters such as:

* See Roffe & Santa Cruz

> For example, the recent agreement with Republic of Korea provides: “The Parties shall protect
undisclosed information in accordance with Article 39 of the TRIPS Agreement. The Parties shall prevent
applicants for marketing approval for pharmaceutical and agricultural chemical products from relying on
undisclosed test or other undisclosed data, the origination of which involves a considerable effort,
submitted by the first applicant to the competent authority for marketing approval for pharmaceutical and
agricultural chemical products, utilizing new chemical entities, for an adequate number of years from the
date of approval, except where approval is sought for original products. Any Party may instead allow in
their national legislation applicants to rely on such data if the first applicant is adequately compensated.”

% See Resource Book, p.668
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general provisions (entry into force, the international IP architecture and the ratification of WIPO
administered conventions,’ transparency principle); trademarks; geographical indications; domain
names on the Internet; obligations pertaining to copyright and related rights; protection of
encrypted program-carrying satellite signals; patents; measures related to certain regulated
products; enforcement of IPRs. It is pertinent to reiterate that the IP chapters are an integral part
of the FTAs that include, in a single undertaking, a number of trade disciplines and general
chapters dealing with settlement of disputes and the administration of the Agreement, including
the supervision of its implementation.

[11. THE IMPLEMENTATION CHALLENGES AND THE DILEMMA FACING DEVELOPING
COUNTRIES

The FTAs that in general deepen the harmonization process already accelerated by
TRIPS pose a number of challenges to developing countries. This part of the note addresses those
challenges and suggests strategies and models for their implementation.

Developing countries that have negotiated FTAs face a similar dilemma to the one faced
at the time of the conclusion of the Uruguay Round. As highlighted in this note, developing
countries negotiating FTAs do it because of the perceived benefits they see in entering an
agreement of this nature, particularly with a strong and major trading partner. These countries, as
in the case of TRIPS, are not the demandeurs in the area of IP where their general attitude has
been rather defensive and of a damage limitations nature. As in the case of TRIPS, besides
regretting the acceptance of further IP obligations, countries might decide to limit domestic
reforms only to those that would provide a safe margin for avoiding future conflicts over IP. A
different approach, which this note advocates, would be to assume the challenges posed by the
FTAs by adopting less limited reforms and accepting some risks, in a more creative and dynamic
way.

What appears to be the experience of countries that have negotiated FTAs is that the
process of negotiations does not conclude with the signing of the agreement. The implementation
process is a complex and tedious one.® In addition, once this implementation phase has been
concluded, a subsequent and difficult phase begins with the monitoring of this implementation as
it actually takes place not only with the annual reviews of the USTR but also with regular
monitoring by industry interested groups (e.g., the International Intellectual Property Alliance
(ITPA), Business Software Association (BSA), Pharmaceutical Research and Manufacturers of
America (PhRMA)).

Before considering the implementation issues and their challenges we will briefly review
the controversial questions raised by the FTAs in the implementation phase.

" The coverage of agreements, with differences in the timing of the ratification, follow closely the EU
scheme (see Box 1)
¥ See Vivas & von Braun.
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[11.1 Controversial issues

The most controversial questions raised by the FTAs relate to obligations assumed by
countries that go beyond those of the TRIPS Agreement, characterized as TRIPS-Plus provisions.
There could be controversies around this characterization particularly by those that advocate that
the FTAs provisions are the mere elaboration of the TRIPS minimum standards. For the sake of
simplicity, table 2 summarizes the issues that according to the author could be considered
controversial and of a TRIPS-Plus character.
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Tablel
TRIPS-Plus controversial issues

Patents and Copyright Biotech/ Geographical Enforcement  Development
regulated traditional Indications & dispute impacts
products knowledge settlement
1. 1.Extension 1.Protection of 1.Expansion 1.Expansion  1.Access to
Compensatory  of duration of life forms of protection  of medicines
extensions of rights 2.Protection of  particularly enforcement  in light of
the patent 2.Expansion  biodiversity on wines and  measures the Doha
duration of protection  and traditional  spirits 2.Human and Declaration
(administrative  to the digital ~ knowledge 2. Protection  financial 2.Transfer
delays, environment  (compatibility  of GIs vs. the resourcesto  of
marketing 3.Application with CBD: protection of  cope with technology
approvals) of effective disclosure of trademarks. enforcement  3.Access to
2.Protection of  technological source, benefit The “first to requirements  knowledge
undisclosed measures sharing, PIC, come firstin  3.Treatment  4.Technical
data. 4.Use of positive right” of non- assistance
3.Linkage exceptions protection) 3.Delusion of  violation S.Interface
between patent and Gls via complaints between
protection and  limitations trademarks. competition
marketing 4.Protection and IPRs
approval of
4.Use of homonymous
compulsory signs
licences
5. Exhaustion
of [PRs
6.Use of
exceptions,
limitations

7.Patentability
criteria (e.g.
protection of
business
models,
software)
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[11.2 Implementation issues

TRIPS recognizes some flexibility in implementing the Agreement in that individual
Members are free to determine the appropriate method of doing this, within their own legal
system and practice. (See Article 1.1)° In the case of the FTAs, particularly those signed with the
USA, this flexibility has been narrowed. For example, in the case of the United States-Central
American-Dominican Republic Free Trade Agreement (US-CAFTA-DR), the implementation bill
passed by Congress'’ establishes the conditions for entry into force of the Agreement (Sec. 101):
“At such time as the President determines that countries ... have taken measures necessary to
comply with the provisions of the Agreement that are to take effect on the date on which the
Agreement enters into force with respect to those countries that provide for the Agreement to
enter into force for them.” This determination conditions the entry into force of the Agreement to
the decision of the President of the USA in terms that the other Party has taken the necessary
measures to implement effectively the provisions of the FTA. This aspect of the implementation
process, known in some quarters as the “certification” act, commits the other Party to adopt in the
case of IP, the necessary implementation legislation that meets the expectations of the USA. This
important aspect has been highlighted by industry as one major feature of the implementation of
the FTAs that needs to be strengthened."'

Another important aspect of the FTAs is that these agreements in the case of the USA are
not self-executing.'” This again is made explicit in the case of CAFTA (Section 102 of the US
implementation Act) where it is stated that nothing in the FTA shall be construed to amend or
modify any law of the United States, or to limit any authority conferred under any law of the
United States. Box 2 reproduces the pertinent provisions of the Bill.

? See UNCTAD-ICTSD, Resource Book, pages 25-27

19 Dominican Republic-Central American-United States Free Trade Agreement Implementation Act, Pub.L.
109-53, 109™ Cong., 1% sess. (2005)

"' In a Report (February 2006) of the Industry Trade Advisory Committee on Intellectual Property Rights
(ITAC-15), with respect to the FTA recently signed with Peru it is stated: “ITAC 15 urges the US not only
to monitor very closely the implementation by Peru (and other FTA partners) of their FTA obligations but
also to ensure that Peru and other FTA partners have in place, before the entry into force of the FTAs,
national legislation that faithfully reflects their FTAs obligations. ...IFAC-15 commends the US for
working with FTA partners to secure fully-compliant national legislation before each agreement enters into
force. ITAC-15 considers it essential that, if need be, entry into force be postponed until full compliance is
achieved.”

12 See Abbott

10
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Box 2

SEC. 102. RELATIONSHIP OF THE AGREEMENT TO UNITED STATESAND STATE
LAW.

(a) RELATIONSHIP OF AGREEMENT TO UNITED STATES LAW-

(1) UNITED STATES LAW TO PREVAIL IN CONFLICT- No provision of the Agreement, nor
the application of any such provision to any person or circumstance, which is inconsistent with
any law of the United States shall have effect.

(2) CONSTRUCTION- Nothing in this Act shall be construed--

(A) to amend or modify any law of the United States, or

(B) to limit any authority conferred under any law of the United States,

unless specifically provided for in this Act.

(b) RELATIONSHIP OF AGREEMENT TO STATE LAW-

(1) LEGAL CHALLENGE- No State law, or the application thereof, may be declared invalid as
to any person or circumstance on the ground that the provision or application is inconsistent with
the Agreement, except in an action brought by the United States for the purpose of declaring such
law or application invalid.

(2) DEFINITION OF STATE LAW- For purposes of this subsection, the term "State law'
includes--

(A) any law of a political subdivision of a State; and

(B) any State law regulating or taxing the business of insurance.

(c) EFFECT OF AGREEMENT WITH RESPECT TO PRIVATE REMEDIES- No person other
than the United States--

(1) shall have any cause of action or defense under the Agreement or by virtue of congressional
approval thereof; or

(2) may challenge, in any action brought under any provision of law, any action or inaction by
any department, agency, or other instrumentality of the United States, any State, or any political
subdivision of a State, on the ground that such action or inaction is inconsistent with the
Agreement.

Dominican Republic-Central American-United States Free Trade Agreement Implementation Act
(2005)

In brief, partner countries are under the obligation to take measures to adjust their internal
IP regimes to the new FTA standards, prior to the entry into force of the Agreement. With respect
to the USA these agreements are first, non self-executing, and explicitly do not affect domestic
legislation. The USTR has expressly advised Congress that it may adopt subsequent legislation
inconsistent with the terms of an FTA. USTR has also advised Congress that decisions of dispute
settlement panels under the FTAs do not affect US Federal law unless those decisions are
expressly given effect by Conglress.]3

13 Abbott, page 5

11
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[11.3 I1sthere spacefor a creative and forward looking implementation?

Countries that have negotiated FTAs have undertaken obligations for their concrete
implementation. As we have seen earlier and in accordance with US law, the implementation
needs to be in place before the entry into force of the Agreement. As already suggested, this
implementation could adopt a defensive approach to avoid possible conflicts in the monitoring
phase. However, it could also assume the challenges posed by the FTA particularly in terms of
modernization of the national institutional base. Policymakers could use the IP system in a
dynamic way in terms of not only a system that legitimately recognizes and enforces existing
IPRs, but develops structures and institutions that makes it possible for the IP system to
contribute to the promotion of technological innovation, and transfer and dissemination of
technology, that by the way are the objectives of such a system according to the TRIPS
Agreement. Such dynamic implementation should respond to some general objectives and
specific principles that will be developed in the following sections.

II1.3.1 General objectives

The implementation of the IP chapter and the subsequent reform of the domestic regimes
should be placed in a broader perspective going not only beyond trade but also taking into
account the provisions of other chapters of the FTA that might have an impact on IP matters. In
this respect, the reform process should be undertaken bearing in mind the needs of the local
economy. In undertaking these reforms the IP system should respond to the following
objectives:'*

Strike an appropriate balance between creation and dissemination;

Create appropriate mechanisms to promote local innovation and creativity by instituting
efficient and market-oriented incentives;

Minimize the costs of innovative activity;

Provide timely disclosure of innovation or creation;

Fair use with economic and social goals in mind;

Coherent interaction with other regulatory or economic systems, including competition
policies, trade and FDI policies, and general technology development strategies.

In undertaking reforms, Parties should also bear in mind that they are not obliged to
implement higher protection and enforcement measures than those provided in the FTA (see for
example, 15.1, CAFTA) and that the objectives and principles of TRIPS (Articles 7 and 8) should
guide the implementation and reform process.

14 See UNCTAD, 1997

12
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II1.3.2 Specific principles

Concerning the more specific principles that should guide the implementation and reform
process, two aspects appear relevant in this respect. One relates to the use of the flexibilities -in
addition to the built-in flexibilities of the FTA itself- that exist in the current architecture in
designing an IP system that respond to the particular objectives of the country in question; and
second, the related policies that would permit to limit the possible costs of implementing a highly
harmonized IP system in line with the parameters of more technologically developed societies.

[11.4 Exploring the spaces of flexibilitieswithin the | P system

As mentioned above, the IP system was rather liberal and adaptable in the period prior to
TRIPS. The latter introduced fundamental changes to the international IP architecture that have
intensified with the FTAs. However, these agreements that build on the existent international
architecture still leave room for the design of IP regimes that could accommodate the particular
needs of a country. What is important is to raise awareness of the existence of these spaces and
their appropriate use. These spaces for flexibilities are related to the controversial issues
highlighted in Table 2 and they refer to questions such as the use of existing mechanisms and
public policy instruments that are normally not affected by the FTAs already negotiated. For
example, with respect to compulsory licensing, the FTAs do not exclude, in general, the use of
the subject matter of a patent without the authorization of the right holder. This is not the case of
all FTAs. For example, the Agreement between the USA and Jordan does restrict the use of this
instrument to particular circumstances.”” The use of compulsory licensing -quite common in
countries such as the USA and Canada'’- and the right of WTO Members to define the grounds
for their use has been reaffirmed in the Doha Ministerial Declaration on the TRIPS Agreement
and Public Health (2001)."7

The latter Declaration also confirms the freedom of Members to establish their own
regime for the exhaustion of IPRs, thus leaving countries with the possibility of choosing their
domestic approach to parallel imports. The FTAs in existence do not generally deal with
exhaustion of IPRs, with the exception of the FTA between the USA and Morocco that allows the
Parties to limit parallel imports to cases where the patent owner has placed restrictions on
importation by contract or other means. A similar approach is followed in the FTAs between the
USA, respectively with Australia and Singapore. In brief, there is in general the freedom in the
FTAs for the design of the most appropriate system of parallel imports.

"> The FTA with Jordan only allows the use of compulsory licensing in cases such as to remedy a practice
considered to be anticompetitive, in cases of non-commercial use or national emergencies and on the
ground of failure to meet working requirements. (Article 4.20 of the FTA)

' See Reichman.

"7 See UNCTAD-ICTSD, Negotiating Health.

13
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Even if the FTAs adopt stricter standards of protection and in some cases reduce the
space for defining the patentability criteria'® they leave in general each country free to define
what an invention is and to request a declaration of origin in the case of inventions using national
genetic resources. This is also the case with respect of the use of exceptions and limitations in the
case particularly of patents. Copyright exceptions in the digital expressions are treated in some
FTAs in more restrictive terms. However, in general, the exercise of exceptions in the case of
patents (such as for teaching and research, commercial experimentation, prior use)'’ needs to be
explored further and used effectively by those countries implementing FTAs. The same applies to
exceptions and limitations in the case of copyright that are commonly used in developed countries
(personal use, criticism, educational purposes).”’

Within the IP system there are a number of other instruments that could be given better
use in the implementation process with a view to promoting innovative capacities at the local
level. If, for example, foreign right holders normally use patents, innovations of an incremental
character such as those produced by and large in developing countries, might be protected by
simpler systems such as utility models.”" This is one example of instruments that exist without
prejudice to explore other instruments of a non-proprietary nature such as compensatory liability
regimes and open source models.

One of the most sensitive areas of the new generation of FTAs refers to measures related
to “regulated products”. This fundamentally relates to the new standards introduced in these
agreements on the marketing approval of new pharmaceutical or chemical- agricultural products
relating to the submission of undisclosed data concerning safety and efficacy. The FTAs contain
detailed provisions on issues such as the prohibition on the use of such data without the consent
or acquiescence of the first applicant for a marketing approval, for at least 5 years from the date
of approval in the case of pharmaceuticals. The FTAs also provide for a kind of linkage between
the marketing approval and the patent. A Party shall not provide marketing approval to any third
party prior to the expiration of the patent term, unless by “consent or acquiescence” of the patent
owner.

These provisions that tend to expand the protection of pharmaceutical products are
enhanced by parallel obligations dealing with compensatory extensions of the duration of the
patent in cases of undue delays in the administrative granting of the patent or as a result of delays
in the marketing approval of the products. The FTAs generally do not contain parameters for
defining these compensatory extensions. This is a matter to be regulated domestically. For
example, in the case of the USA where these provisions find their inspiration, the restoration
period is limited to 5 years in the case of administrative delays in the granting of the patent. With
respect to “unreasonable curtailment of the patent term as a result of the marketing approval
process, in the USA there is a close relation between both extension terms: “the effective patent

term including the restoration period may not exceed 14 years” >

'8 See for example the FTA between USA and Peru that provides that each Party shall provide that a
claimed invention is industrially applicable if is has a specific, substantial, and credible utility.

"% See Garrison

2 See Ruth Okediji (2006)

*! See Suthersanen

2 Roffe (2004)
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As stated, these provisions are the most controversial ones in the FTAs and have been the
subject of criticisms not only because of their TRIPS-Plus nature, but principally because they
make more problematic the exercise of flexibilities and run the risk of making access to
medicines more difficult to achieve. These provisions might reinforce the dominant position of
strong firms and make the entry of new competitors more difficult. There is thus a need to
implement these provisions in a dynamic way in order to preserve a competitive environment and
sanction possible abuses of dominant positions. In this area there is room for creative
implementation. Box 3 summarizes the way Chile has implemented the provisions of the FTA
with the USA regarding the protection of undisclosed information.

Box 3: Undisclosed infor mation: Chile

Protection will not be granted or continue in cases of:
Anticompetitive behavior;
Public health, national security, non-commercial public use, national emergency
The pharmaceutical product is subject of a compulsory license;
The product has not been commercialized in Chile within 12 months from the date of
registry or sanitary approval in the country;
The product has a registry or authorization in a foreign country of more than 12
months

Source: Decree 153 (2005) of the Health Ministry, Mechanisms for the Protection of
Undisclosed Data

[11.5Modernizing the | P-related regulatory regimes and institutions

As suggested at the outset, the implementation should attempt to minimize costs and
should be undertaken in a coherent interaction with other regulatory regimes. The FTAs in some
areas call also for adjustment and compensatory schemes. At first sight the health sector appears
to be one of the most affected in calling for such adjustment systems.

We are dealing here with a very large area that can only be treated superficially within
the ambit of this note. One of the main arguments advanced by advocates of FTAs is that they
provide an opportunity for reform and modernization. They place the country in question in the
“first league”, in the league of advanced economies. One of the challenges faced by developing
countries is that in the area of IP these countries import systems of protection that have been tried
and experienced in more advanced and legally sophisticated countries that among others possess
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a system of “checks and balances”. This system is codified in legislation and regulation, and
some of it arises out of court interpretation.*

The implementation of the FTAs should be used as an opportunity for reform and
modernization that would involve investment in securing appropriate institutions and human
resources. One area that calls for reform, relates to competition laws and policies that, in the case
of developed countries, have taken years to develop sophisticated systems to ensure that the
market operates under competitive conditions. Competition and IPRs should not be seen as
contradictory but rather as interdependent elements. This should mean that the efficiency of the
IP system is at stake whenever competition is distorted or artificially restrained. Probably, only a
fully competitive market is likely to minimize the social costs resulting from the fact that IP
protection cannot be adjusted to individual needs.**

Besides competition policy, a well-structured IP system needs to have a coherent
interaction with the national innovation system and with the structures and institutions that
support such a system. It is interesting to recall that in the recent FTAs negotiated by the USA,
respectively, with Peru and Colombia, there is recognition of the importance of promoting
technological innovation, disseminating technological information and building technological
capacity including, through collaborative scientific research projects. To this end, “the Parties
shall give priority to collaborations that advance common goals in science, technology, and
innovation and support partnerships between public and private research institutions and industry.
Any such collaborative activities or transfer of technology shall be based on mutually agreed
terms.”

As implied earlier, one specific area that appears to be affected by the FTAs is the health
sector. Once more, the FTAs transpose systems of protection that have been developed in
advanced economies where the institutional base is much more advanced to absorb the costs
associated with higher levels of protection to pharmaceutical products.

Again, those countries possess “checks and balances” that might compensate for the
adjustment costs that the new regimes might impose. Insurance coverage and social security
systems, including subsidies, will protect populations from the high cost of new medicines.
Equally, sophisticated systems of price control assist in securing access to medicines for all. An
example of such a system is Canada’s Patented Medicine Prices Review Board (PMPRB). The
Board was created in 1987 under the Patent Act as an independent quasi-judicial tribunal. The
PMPRB limits the prices set by manufacturers for all patented medicines, new and existing, sold
in Canada, under prescription or over the counter, to ensure they are not excessive.

2 See Abbott (2006)
# See UNCTAD (1997)
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V. Concluding Observations

IP matters until very recently were perceived as esoteric, the reserved domain of experts
and industrial sectors closely related to the system. The emergence of TRIPS and the inclusion of
IP matters in FTAs have altered this perception. Civil society actors have become active in

underlying the implications of the IP system particularly on access to medicines, nutrition, access
to knowledge. Non-governmental actors have criticized the overprotection trends of recent years
and questioned in general the link between trade and IP matters. NGOs have been active in
raising doubts on the merits of including IP chapters in the FTAs. This note does not deal with
these broad important questions but reviews the main implementation challenges faced by
developing country partners and suggests ways of implementing the new IP obligations in a
forward looking manner consistent with the levels of development and technological needs of
those countries.

Considering the important socio-economic implications of the IP system the reform and
implementation should constitute a participatory and coherent process where producers,
competitors, and consumers have a voice. At the level of the government, an inter-ministerial
approach should assist in the process of taking into consideration the public interest in its
different sensitivities and expressions, particularly with respect to health, nutrition, education and
industrial and technological development. Here there is a key role for civil society actors that
have already shown their commitment to this aspect of economic law. Regardless of the position
taken in the process of negotiation of the FTAs, once negotiated the implementation process is
unavoidable with implications to all segments of society. NGOs should continue playing their
critical role by making sure that the implementation takes into account these different
perspectives and does assume a creative and forward looking approach not limited to window
dressing changes of only a defensive nature.

In brief, the negotiation and implementation of a FTA is not a simple process. They pose
important challenges for the developing country partners. While market access gains in those
agreements might be ephemeral, the transformation of the industrial and technological base of a
country might be long lasting. The implementation process should aim at it.
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