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A Transatlantic Divide?

The US and EU’s Approach to the International Regulation of  
Intellectual Property Trade-Related Agreements 
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of intellectual property policy, management and exploitation of knowledge assets, technology transfer and entrepreneur-
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tion Programme of the Stockholm Network.

AbstrAct

The TRIPs plus phenomenon (additional steps to strengthen the Agreement on Trade-Related Aspects of Intel-
lectual Property Rights) tends to be attributed to the regional and bilateral efforts of the United States. This paper 
suggests that such a perception is mistaken.  The EU certainly seeks to secure TRIPs plus provisions with its nego-
tiating partners.  However, the paper also suggests that, compared to the United States, the EU’s approach towards 
the international regulation of IPRs is less effective and does not fully meet the EU’s objectives in this field. The 
United States employs a more ”hands-on” strategy at the regional and bilateral level, while the EU’s tendency to 
incorporate international conventions and treaties into its regional and bilateral agreements suggests that it still 
favours the multilateral approach. But the European Commission seems to become more proactive in the interna-
tional regulation and enforcement of IPRs and should coordinate its efforts with the United States.
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IntroduCtIon *

Any discussion on trade-related intellectual property agreements is far from being natural and 
straightforward.  Unlike other trade agreements, the international regulation of intellectual prop-
erty rights (IPRs) ultimately deals with a unique commodity—knowledge.  And, in contrast to 
other resources and commodities that are traded globally, knowledge is not scarce.  Indeed, one of 
the most dominant features of knowledge products are that they are generally difficult and costly to 
create (such as medicines, software or a music record), but once created they can be easily used and 
copied.  The creation and distribution of knowledge products are therefore subject to different legal 
and regulatory requirements (IPRs).1 At the global trading arena these requirements are manifested 
through international intellectual property (IP) agreements.  International IP agreements seek to 
define the manner in which knowledge products will be protected, traded, exploited and used.  
Put differently, international IP agreements do not aim to promote the movement of knowledge-
products vis-à-vis the unrestricted copying of such products, but rather through the establishment 
of clear rules that define the relationship between owners and users of knowledge.  

IPRs are rapidly becoming one of the most influential and controversial issues in today’s knowl-
edge-based society.  At the macro level, IP affects a wide range of issues, such as international 
trade-policy, the legal manifestation of ownership of breakthrough technologies, foreign direct 
investments, innovation climates, competition rules, monopolistic behaviour and public health.  At 
the micro level, IPRs are strongly embedded in contemporary business models.  

To date, the 1995 World Trade Organization’s Agreement on Trade-Related Aspects of Intellectual 
Property Rights (TRIPs) established the highest and most comprehensive level of IP protection at 
the multilateral level.  To all intentions and purposes TRIPs was established as a right-holders’ agree-
ment.  It was envisaged, advocated and lobbied by the developed countries, in particular the United 
States and the EU, seeking to maintain the vital interests of their knowledge-based industries.  In 
its early stages the TRIPs Agreements were described as a “revolution in international intellectual 
property law.”2 

Nevertheless, the process of implementing the TRIPs agreement in developing countries and 
least developed countries turned out to be particularly complex and ”painful”, particularly in the 
area of pharmaceutical IPRs.  The debate over the positive and negative consequences of the inter-
nationalization of IPRs via the TRIPs Agreement was as emotional as it was rational.  Since 2001 
negotiations no longer focused on the implementation, but rather on the “flexible” interpretation 
of TRIPs—or in other words on the manner in which developing and least developed countries 
could essentially avoid or bypass the agreement.  As a result, the TRIPs framework was more or less 
paralysed (a result that represents the WTO as whole).

On the other hand, there is growing evidence suggesting that since the year 2000, regional and 
bilateral trade agreements between developed and developing countries have tended to implement 
IP provisions that go beyond the level of protection provided by TRIPs Agreements.  These agree-
ments are categorised as ”TRIPs plus”.

Yet, the TRIPs plus phenomenon tends to be attributed to the regional and bilateral efforts of the 

*  the EcIPE Working Paper series presents ongoing research and work in progress. these Working Papers 
might therefore present preliminary results that have not been subject to the usual review process for EcIPE 
publications. We welcome feedback and recommend you to send comments directly to the author(s).
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United States.  A typical portrayal of such a view can be found in a recent Oxfam report arguing 
that: 

”while other rich countries and particularly the member countries of the European Union have 
not pursued a TRIPs plus agenda, their inaction has left the USA free to impose stricter intel-
lectual property rules on poor countries.”3 

This paper suggests that such a perception is mistaken.  The EU certainly seeks to secure TRIPs 
plus provisions with its negotiating partners.  However, the paper also suggests that, compared to 
the United States, the EU’s approach towards the international regulation of IPRs is less effective 
and does not fully meet the EU’s objectives in this field.  The paper also finds that the EU, perhaps 
being mindful of its weakness in this field, is becoming more proactive in the international regula-
tion and enforcement of IPRs.
The paper does the following: First, it identifies key elements that are fundamental to IP trade 
agreements and which are subject to ongoing negotiations (as well as conflicts) at the international, 
regional and bi-national levels.  The section builds upon an earlier research template provided by 
this author for the analysis of IP agreements and negotiations.4 

Second, the paper analyses the difference between the United States and EU approaches to the 
protection of IPRs in regional (regional trade agreements—RTAs) and bilateral trade agreements 
(free trade agreements—FTAs).

Finally, the paper focuses on the practical translation of TRIPs plus provisions in United States-
led and EU-led regional and bilateral agreements, as well as comparing the degree of effect of the 
two approaches.

While this paper attempts to provide yet another layer of the political economy of IPRs, it should 
also be stated what it does not intend to do.  It does not provide an analysis of the IP system from a 
social welfare perspective or of the economic implications of the international IP system.  This was 
done extensively in this author’s previous publications, and therefore there is no point in repeating 
it.  Nor does it intend to express a moral judgment on the nature of the TRIPs plus phenomenon, 
though it should be disclosed that this author belongs to the camp of its supporters.

KEy ComponEnts of IntErnatIonaL Ip agrEEmEnts 

In general terms, international IP agreements aim to achieve two major goals.  The first is to level 
the playing field and establish the ground rules according to which trade in IP-related products 
should take place.  The second is to standardize the level of IP protection granted by signatories to 
international IP agreements.  

The Structural Framework Of International Ip Agreements

Although the structural framework relevant to international IP agreements is similar, at least 
in theory, to agreements in other fields of international trade, it is still important to describe key 
elements in this framework, as this will enable us to treat IPRs as an isolated factor.  One should 
bear in mind that, in practice, the structural framework of international IP agreements is translated 
into a unique set of day-to-day requirements and operations that are very different from those in 
other fields of trade.

The first and most fundamental element in international IP agreements is the principle of “na-
tional treatment”, which requires member countries to treat the nationals of other countries no 
less favourably than their own.  National treatment will thus enable foreigners to exploit their IPRs 
in countries other than their own.  

The International Convention for the Protection of Industrial Property (1883) is probably the 
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first agreement in which the principle of national treatment was adopted with regard to IPRs.5  The 
principle of national treatment is also implemented in today’s IP agreements, such as Article 3 of 
the TRIPs Agreement and Article 1703 of the North American Free Trade Agreement (NAFTA).  
However, at this early stage, it should be noted that since signatories to international IP agreements 
may still have considerable gaps in the scope of their IP legislation, the principle of national treat-
ment, in itself, is insufficient.  Without standardizing the scope and level of IP protection granted 
by member countries, the principle of national treatment, as well as any other component of an 
agreement, is ineffective.

Secondly, international IP agreements require the establishment of administrative procedures 
that would allow IP owners to exploit their products de facto.  The most basic requirement in this 
context is the establishment of an “entry point” for the registration of IPRs (patents, trademarks 
and plant varieties).  An efficient patent and trademarks office is measured by the legal and techni-
cal expertise of its staff as well as by its technological infrastructure.  Furthermore, international 
IP treaties that focus on the operational dimension of IPRs at the cross-national level, such as the 
WIPOs’ Patent Cooperation Treaty (PCT),6  are also heavily dependent on the effective administra-
tion and management of IPRs at the national level.  

The administrative dimension of IPRs also encompasses informational and educational activities 
that aim to provide basic knowledge on the different aspects of Iprs.  This basic information—which 
deals with what is a patent, how to register a trademark, why the unauthorized copying of a disc is 
considered counterfeiting, etc—is pivotal to the implementation of an “IP culture.”  

In this context, much has been discussed about the need to provide technical assistance to de-
veloping and least developed countries (LDCs) in the field of IPRs.  It is a known fact that LDCs, 
as well as some developing countries, are bound to face considerable obstacles in the process of 
meeting their international IP obligations.  Many of these countries have incompatible, and in some 
cases non-existent, IP mechanisms, both at the legislative and operational levels.7  Nevertheless, 
it is not currently clear to what extent international IP agreements emphasize this dimension and 
monitor its implementation.  For example, TRIPs Article 67 clearly states that developed countries 
should provide technical and financial assistance to developing countries and LDCs.  International 
organizations and institutions, such as the WIPO, the World Bank, and the WTO itself, as well as 
governments such as the US, the European Commission, the UK, France, Germany etc, provide 
technical, educational and, to some extent, technological assistance to developing countries and 
LDCs.8 Nevertheless, the current state of play suggests that such assistance is under-supplied.  

A third element crucial to international IP agreements is enforcement.  Here, one has to focus 
both on the domestic and international arenas.  The former focuses on the need to provide civil, 
judicial and criminal procedures in order to prevent, or at least to inhibit, the infringement of 
IPRs.  Common measures include injunctions—“to prevent the entry into channels of commerce 
in their jurisdiction of imported goods that involve the infringement of an intellectual property 
right”—damages for injuries and the destruction of infringed goods without compensation of 
any sort.9  Members of international IP agreements are also required to adopt adequate border 
measures aimed at preventing the importation and circulation of counterfeit and pirated IP-related 
goods.  The establishment or designation of specialized IP courts is also becoming a prerequisite of 
the international regulation of IPRs.  

In the international arena, it is important that IP agreements create or use special consultation 
and coordination bodies, as well as dispute settlement mechanisms, that are either shared by other 
fields of trade (such as the WTO-style of Dispute Settlement Body) or designated specifically for 
IPRs (such as the WIPO’s Arbitration and Mediation Center).10
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The level of protection in international IP agreements

It is possible, and even simpler than giving a written description, to geometrically portray the level 
of IP protection as a three-dimensional matrix (see Figure 1).  This allows one to describe more 
accurately the process and patterns through which international IP agreements set or standardize 
the level of IP protection.

The first dimension (the X axis) focuses on the scope of protection: how wide is the market exclu-
sivity granted by IP protection.  For example, do international IP treaties and agreements differ in 
their approach to the issue of national and international exhaustion of IPRs and to the parallel trade 
of IP-related products?11  To what extent do exclusive IP rights have to follow or comply with other 
international agreements that focus on competition rules or anti-competitive practices, as in the 
case of the WTO?  Are specific forms of IPRs, such as patents, more narrowly or broadly defined in 
different international IP agreements at the multilateral and regional levels?
The second dimension (the Y axis) concerns the strength of exclusivity (or the degree of monopoly) 
granted by different international IP agreements.  This dimension focuses not only on the strength 
of IP provisions per se but also on the ability of member countries to over-ride or bypass these pro-
visions.  For example, a celebrated case concerning the strength of copyright provisions focuses on 
the extent to which international IP treaties should incorporate cyber copyrights aimed at prevent-
ing the downloading of songs and movies via the Internet.  It is fascinating to learn whether there 
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is a trend in international IP agreements (multilateral, regional and bilateral) to make the United 
States Digital Millennium Copyright Act (DMCA) the new standard level of copyright protec-
tion.  The ongoing debate on pharmaceutical patents and access to medicines in LDCs is another 
notable example of the attempt to re-define the ability of member countries to override existing 
IP provisions.  Specifically, this very complicated debate now focuses on the implementation of the 
WTO Decision of 6 December 2005 concerning the exportation of generic substitutes of patented 
medicines to countries with insufficient or no manufacturing capacities in the pharmaceutical sec-
tor (so-called WTO Paragraph 6 Agreement).12 

International IP agreements are also measured by their ability to define or to create new forms 
of IPRs, thereby making the exclusive rights associated with these provisions much stronger and 
more dominant.  One of the most interesting cases in this context is the extent to which trade 
secrets are treated as an independent and “stand-alone” form of IPRs.  The strongest expression 
of this debate concerns pharmaceutical data exclusivity aimed at protecting and safeguarding the 
data submitted by pharmaceutical companies to regulatory authorities for the purpose of obtaining 
marketing approval for new drugs.13  For example, TRIPs Article 39.3 does not currently specify 
the minimum or maximum period of data exclusivity to be required by WTO Members (the term 
of data exclusivity in Europe and in the United States is ten and five years, respectively).  Secondly, 
Article 39.3 is not clear-cut, when referring to the use of such information by the authorities, 
particularly in cases of indirect reliance, as to when a Member country may choose to rely on the 
proprietary information of the original product in order to compare it to the chemical and toxic 
levels of a potential generic substitute (via bio-equivalency tests).

The third dimension (Z axis) focuses on the different periods of IP protection.  The most natural 
and straightforward line of investigation is to track the different IP terms that are embedded in 
international IP agreements (twenty years for patents, fifty or seventy years for copyrights and an 
indefinite period for trademarks).  However, a more interesting and subtle research would explore 
the extent to which different IP agreements enable (or even require) the extension of the basic 
term of protection, such as in the case of patents for pharmaceuticals and copyrights for artistic 
creations.

To sum up, an investigation of the ongoing trends in the international regulation of IPRs across 
the multilateral, regional and bilateral agreements should take into account both the structural 
framework of international IP agreements (national treatment, administrative procedures and en-
forcement mechanisms) and the level of IP protection as expressed by the scope, strength and term 
of IP rights.

Empirical discussion

The previous Sections of this paper have set the theoretical and structural context in which the in-
ternational regulation of IPRs may be analysed.   This section focuses on the empirical dimension.

The question that has tended to dominate research in this area in recent years focused on the 
extent to which regional and bilateral trade agreements (RTAs and FTAs) extend beyond the level 
of protection provided by the TRIPs Agreement (so-called TRIPs plus provisions).  One can argue 
quite safely that since the year 2000 there has been growing evidence suggesting that RTAs or FTAs 
between the United States and the EU, on the one hand, and developing countries, on the other 
hand, have been based on TRIPs plus provisions, including those in the field of data exclusivity.

For example, a study carried out in 2002 by the Organisation for Economic Co-operation and 
Development (OECD) argued that most “RTAs dealing with intellectual property rights have more 
far-reaching provisions than those found in the WTO Agreement on Trade-Related Aspects of Intel-
lectual Property Rights.”14  Similarly, a 2005 study by the World Bank found that “in investment and 
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intellectual property rights, North-South agreements have enjoyed considerable success in prom-
ulgating comprehensive new rules that go beyond multilateral agreements” and that the “embedded 
IPR in all FTAs are essentially ‘TRIPs plus’.”15 Other studies have also reported on the various ele-
ments that are subject to TRIPs-plus provisions, such as patents, data exclusivity and copyrights.16

Identifying the ongoing trend towards TRIPs-plus agreements is a crucial and a fundamental ele-
ment in the analysis of the international regulation of IPRs.  

However, in this paper we seek to further analyze the TRIPs plus phenomenon – analyzing the 
differences between the United States and EU approaches in their attempts to strengthen the level 
of IP protection, especially vis-à-vis developing countries.  

Second, the paper focuses on some specific IP characteristics of regional and bilateral trade 
agreements between developed and developing countries (in other words, ”North–South” agree-
ments), especially on elements that are particularly important to our understanding of the TRIPs 
plus phenomenon and its implications.  

3. ComparIng unItEd statEs and thE EuropEan unIon

When comparing regional and bilateral trade agreements between the United States and the 
EU, on the one hand, and developing countries, on the other hand, it is possible to highlight the 
following two conclusions: 

Both the United States and the EU secure a TRIPs plus level in their RTAs and FTAs 
with other countries. 

Hitherto United States-led agreements seem to be more effective, not least be-
cause they are much more detailed and comprehensive than EU-led ones—both in 
terms of the agreements’ structural frameworks (i e enforcement, administration, 
etc) and their specific IP provisions.

It should be noted that there is a methodological problem in comparing United States-led and EU-
led RTAs and FTAs.  The former seems to be focused solely on commercial issues while the latter 
have a much broader political agenda that also focuses on foreign policy.  Thus, a typical EU-led 
FTA (EU-Chile Free Trade Agreement) state that: 

”The main objective of the political dialogue between the Parties is the promotion, dissemination, 
further development and common defence of democratic values, such as the respect for human 
rights, the freedom of the individual and the principles of the rule of law as the foundation of 
a democratic society.” 

Nevertheless, since IPRs play an important part in EU-led FTAs, it is important to examine the 
issue isolated from the general context of such FTAs, if one is to objectively assess the effects of 
EU-led agreements on the international regulation of IPRs in developing countries. 

The United States—the ”nanny” approach 

While the TRIPs Agreement is based on the “minimum-level” approach—specifying the minimum 
IP commitments of WTO Members, US-led RTAs and FTAs are in essence based on a “to-do-list” 
approach (some would argue, a “nanny” approach).  

US-led RTAs and FTAs essentially identify specific IP amendments and actions that its trading 
partners should implement.  

•

•
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At the regional level, Chapter Fifteen of the Central American–Dominican Republic Free Trade 
Agreement (CAFTA–DR) of May 2004 is probably the clearest example of the manner in which 
the US pursues its TRIPs plus framework.17 

The CAFTA–DR Agreement includes all three structural elements mentioned earlier in this 
paper: national treatment, enforcement and administrative provisions.  

With regard to national treatment, Article 15.1(8) states:

”In respect of all categories of intellectual property covered in this Chapter, each Party shall 
accord to nationals of the other Parties treatment no less favourable than it accords to its own 
nationals with regard to the protection and enjoyment of such intellectual property rights and 
any benefits derived from such rights” (footnotes omitted).  

Article 15.1(9) allows Signatories to derogate (text language) from the principle of national treat-
ment in cases where it 

“is necessary to secure compliance with laws and regulations that are not inconsistent with 
this Chapter [15]” and when it “is not applied in a manner that would constitute a disguised 
restriction on trade.”

Enforcement requirements are specified in Article 15.11, including that:

“Final judicial decisions or administrative rulings of general applicability pertaining to the en-
forcement of intellectual property rights shall be in writing and shall state any relevant findings 
of fact and the reasoning or the legal basis on which the decisions and rulings are based.”

Each Party shall publicize information that it may collect on its efforts to provide effective 
enforcement of intellectual property rights.

In civil, administrative, and criminal proceedings involving copyright or related rights, each 
Party shall provide that the person whose name is indicated as the author, producer, performer 
or publisher of the work, performance or phonogram in the usual manner shall, in the absence of 
proof to the contrary, be presumed to be the designated right holder in such work, performance 
or phonogram.

CAFTA–DR requires its signatories to significantly strengthen their civil and administrative pro-
cedural remedies.  Special attention is given to the authority of the courts to order infringers to 
pay compensation to right-holders on the basis of a coherent and transparent calculation that takes 
into account, 

“inter alia, the value of the infringed-upon good or service based on the suggested retail price or 
other legitimate measure of value that the right holder presents.”18 

Articles 26 and 27 require CAFTA–DR signatories to strengthen their criminal remedies—such as 
imposing “sentences of imprisonment or monetary fines, or both, sufficient to provide a deterrent 
to future acts of infringement”— to carry out independent criminal investigations “without the 
need for a formal complaint by a private party or rights holder” and to grant incentives to service 
providers (usually Internet providers) to co-operate with copyright owners in deterring the unau-
thorized storage and transmission of copyrighted material.

Similar to provisions at the regional level, comprehensive structural provisions for the strength-
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ening of IP protection also exist at the bilateral level, such as in the United States–Chile FTA 
(2003), the United States–Singapore FTA (2003), the United States–Morocco FTA (2004), the 
United States–Bahrain FTA (2004), and, to some extent, the United States–Jordan FTA (2000).19 

There is growing evidence that the United States-led FTAs are effective in terms of the ability to 
secure TRIPs plus provisions.

Countries such as Singapore,20 Jordan and Bahrain have significantly strengthened their IP re-
gimes.

Furthermore, an analysis of the so called ”Special 301” Reports of the United States Trade Rep-
resentative (USTR) further suggests that practical results in the level of IP protection are generally 
being secured under such RTAs and FTAs.21  Section 301 (commonly referred o as Special 301) of 
the Trade Act of 1974, particularly after its amendment by the Omnibus Trade and Competitive-
ness Act of 1988, enables the USTR to identify Priority Foreign Countries, which according to US 
criteria, provide inadequate protection for IPRs, thereby causing the greatest adverse impact on 
rights holders.  The 301 process can eventually lead to a situation in which the US may take unilat-
eral actions and possibly impose sanctions against countries that were found to be strong violators of 
IP rights.  The Special 301 lists include two additional categories—Priority Watch List and a Watch 
List—for countries whose actions meet some, but not all, of the criteria for identifying priority 
foreign countries.  Countries placed on the Priority Watch List are the focus of increased bilateral 
attention concerning the problem areas.

Generally speaking the US approach does seem to provide more concrete results with regard to 
the level of IP protection secured at the bilateral level.  In fact, it is possible to use the 301 lists to 
examine the extent to which United States-led FTAs have been effective in strengthening the level 
of IP protection in the destination countries:

Qatar – was placed in 2002 under the category of Watch List and has been removed 
from the list in 2003.

Dominican Republic – was placed in 2002 under the category of Priority Watch List 
and has been downgraded to the status of Watch List in 2004, given the strengthening 
of its IP regime.

Kuwait – has been downgraded to the status of Watch List in 2006, given the strength-
ening of its IP regime (the United States and Kuwait signed the Trade and Investment 
Framework Agreement in February 2004).  

Guatemala – has remained under the Watch List category, though the USTR report 
for 2006 suggests that Guatemala has made progress in meeting its obligations under 
the CAFTA–DR.22

Chile – which marks the exception to the above, has remained under the Watch List 
category, though the USTR report for 2006 suggest that Chile did not meet its FTAs 
obligations.23

The November 2006 United States–Russia Bilateral Market Access Agreement on Intellectual 
Property Rights further demonstrates the ability of the United States to secure a stronger commit-
ment24  for the protection of IPRs by its trading partners.  One just needs to look at the detailed 
”Action list of Critical IPRs Issues” to understand how detailed the US demands are.25 

Moreover the United States President’s 2007 Trade Policy Agenda provides an even greater em-
phasis on the protection of IPRs at the regional and bilateral levels, inter alia using the 301 process:
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“In the area of intellectual property, the President’s trade policy will continue to recognize the 
fundamental role of American creativity and innovation in sustaining the nation’s economic 
strength.  Faced with the burgeoning global problem of counterfeiting and piracy, the Admin-
istration will work with other countries to strengthen IPR protection and enforcement…  The 
“Special 301” process is an essential element in the ability of the United States to engage these 
and other trading partners, and the Administration will be intensifying its efforts in constructive 
engagement with the trading partners listed in the annual Special 301 report with the goal of 
helping these trading partners to achieve stronger IPR regimes.”

EU—the ”generalist” approach 

Compared to those of United States agreements, the IP provisions of new-generation FTAs (so 
called Association Agreements) between the EU and developing countries are much more general 
and less issue-specific.

A typical EU-led FTA, such as the EU–Israel FTA (2000), the EU–Chile FTA (2002), the EU–
Jordan FTA (2002) or the EU–Mexico FTA (2001–2002) includes two general provisions: “Objec-
tive” and “Scope.”  

The “Objective” provision requires signatories to “grant and ensure adequate and effective protection 
of the highest international standards including effective means of enforcing such rights.”26  The “Scope” 
provision enumerates the different forms of IPRs that the FTA covers, such as copyright, patents, 
industrial designs, geographical indications (GIs), trademarks and layout-designs (topographies) 
of integrated circuits, and the protection of undisclosed information.27

Instead of specifying the IP requirements that signatories should implement (as in the United 
States model), EU-led FTAs specify the different agreements and treaties signatories should imple-
ment.  

Typical EU-led FTA, such as those mentioned above, require its signatories to implements differ-
ent international agreements, treaties and conventions based on three levels of expectations.

The first level relates to international conventions that require ”adequate and effective implementa-
tion”—such as the TRIPs Agreement, the Paris Convention for the Protection of Industrial Prop-
erty (Stockholm Act, 1967); the Berne Convention for the Protection of Literary and Artistic 
Works (Paris Act 1971); the Rome Convention for the Protection of Performers, Producers of 
Phonograms and Broadcasting Organisations (Rome, 1961) and the International Convention for 
the Protection of New Varieties of Plants 1978 (the 1978 UPOV Convention) or the International 
Convention for the Protection of New Varieties of Plants 1991 (the 1991 UPOV Convention.

The second level relates to conventions that should be implemented and ratified by the years 
2007 and 2009—such as the Nice Agreement Concerning the International Classification of Goods 
and Services for the Purposes of Registration of Marks (Geneva Act, 1977, amended in 1979); the 
World Intellectual Property Organization Copyright Treaty (Geneva, 1996); the Patent Coop-
eration Treaty (Washington, 1970, amended in 1979 and modified in 1984); and the Convention 
for the Protection of Producers of Phonograms against the Unauthorized Reproduction of their 
Phonograms (Geneva 1971).  

The third level concerns agreements that require implementation at “the earliest possible oppor-
tunity”—such as the Protocol to the Madrid Agreement concerning the International Registra-
tion of Marks (1989); the Madrid Agreement concerning the International Registration of Marks 
(Stockholm Act 1967, amended in 1979); and the Vienna Agreement establishing an International 
Classification of Figurative Elements of Marks (Vienna 1973, amended in 1985).

Finally, unlike the United States model, EU-led FTAs do not have specific IP provisions that deal 
with enforcement, civil and criminal remedies, or administration.  Some EU-led agreements, such 
as the EU–Jordan FTA, have a consultation mechanism, according to which: 
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“If problems in  the area of intellectual, industrial and commercial property affecting trading 
conditions were to occur, urgent consultation shall be undertaken, at the request of either Party, 
with a view to reaching mutually satisfactory solutions.”28

As will be discussed later, it would seem that, given its generalist approach, the EU finds it difficult 
to ensure that its trading partners implement their IP commitments, and also to successfully track 
their progress.

However, there are specific cases in which the EU went beyond the above pattern to demand a 
higher level of IP protection from its trading partners, a standard, which will be based on that of 
the EU.  For example, the Partnership and Co-operation Agreement (PCA) between the EU and 
Ukraine (1998) requires that the latter would implement IP protection standards similar to those 
existing in the EU by the end of 2003:

“Pursuant to the provisions of this Article and of Annex III, Ukraine shall continue to improve the 
protection of intellectual, industrial and commercial property rights in order to provide, by the 
end of the fifth year after the entry into force of the Agreement for a level of protection similar 
to that existing in the Community, including effective means of enforcing such rights.”

More importantly, the European Commission, perhaps being mindful of the EU’s weakness in this 
field, is becoming more proactive in the international enforcement of IPRs.  This can be seen in 
both the EU enforcement strategy of 2004 and in the EU’s IP objectives under the so-called “Global 
Europe” initiative of 2006.  Both are discussed below.

A) Strategy for the enforcement of IPRs in third countries

In June 2004, the European Commission issued its new proposed strategy for the enforcement 
of IPRs in third countries.29  The new EU IP enforcement strategy was officially launched on 10 
November 2004 and advocated by Trade Commissioner Pascal Lamy.30  Among other things, the 
Commission seeks to make more active use of the EC’s Trade Barriers Regulation mechanism in 
cases where the IP interests of European right-holders are compromised: 

“No rule can be really effective without the threat of a sanction.  Countries where IP violations 
are systematic could be publicly identified.  As a last resort, consideration should be given to 
resorting to dispute settlement mechanisms provided for in multilateral and bilateral agreements.  
The existing Trade Barriers Regulation (TBR) mechanism could be a starting-point.”31

Indeed, EU officials involved in the making of the above strategy argue that the: 

“Enforcement Strategy aims to contribute to improving the situation in third countries by ensur-
ing that right-holders are effectively protected against the misappropriation of their property, 
and citizens in general are protected against the dangers of piracy and counterfeiting.”32

An example of the use of this strategy (or at least of a more active EU action on IPRs) is provided 
later in this article with regard to the case of Turkey and pharmaceutical data exclusivity.  Another 
example, also related to pharmaceutical IPRs, concerns the European Commission’s ongoing dis-
pute with the Government of Israel.  According to the EU, Israel’s policies and legislation in this 
area run contrary to its obligations under the EU–Israel FTA of 2000.33 

Another expression of the shift in the EU’s approach towards on-the-ground implementation is the 
EU–Russia agreement on the Common Economic Space. The Roadmap on the Common Economic 
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Space was adopted at the EU–Russia Summit in Moscow on 10 May 2005.  The document sets out a 
number of principles and priority activities.  With regard to IPRs, the EU states that the:

”enforcement of IPR (Intellectual Property Rights) is the central focus point of the dialogue, 
which fosters closer cooperation of customs, police, administrative and judiciary bodies to ensure 
that rights-holders benefit from effective protection of their rights.  It also encompasses exchange 
of information on strategies to fight against counterfeiting and piracy.”34

B) The Global Europe framework

In October 2006, the EU Trade Commissioner, Peter Mandelson tabled a new trade policy strat-
egy of DG Trade.35  Linking this strategy to the Lisbon Agenda (which seek to make the EU the 
most competitive building block in the world by 2010), Mandelson emphasized five elements36 and 
highlighted the need to protect IPRs, as well as setting out priority countries for IP enforcement 
and co-operation, as one of the key strategies of DG Trade,  

As discussed in the following section, a closer look at the IPR elements in the new Global Europe 
framework suggests that the DG Trade tends to admit that its IP-trade policy strategy has not been 
as effective as hoped.  For example, in a working paper accompanying the Global Europe strategy 
paper, the European Commission argues:

“Other priorities include ASEAN, Korea, Mercosur, Chile, Russia and Ukraine which present 
high levels of production, transit and/or consumption of IP infringing goods.  The latter three 
countries have already committed to adopt the highest standards of IPR enforcement in bilateral 
agreements with the EU; they need to step-up their efforts and tackle serious deficiencies.”37 

As such the EU sets more specific objectives with regard to the international regulations of IPRs 
via FTAs (one could argue that such measures seek to partially emulate United-States-led FTAs).  
According the Global Europe framework, the EU 

“should seek to strengthen IPR provisions in future bilateral agreements and the enforcement of 
existing commitments in order to reduce IPR violations and the production and export of fake 
goods.”38

4.  Manifestation of TRIPS PluS provisions in Us-led and eU regional 
and bilateral agreeMents 

This section focuses on the practical translation of TRIPs plus provisions in US-led and EU-led 
regional and bilateral agreements, and compares the effectiveness of the two approaches.

There are three types of knowledge subjects (or fields of technology) that are part of a significant 
strengthening of IPRs:

Pharmaceutical IPR―data exclusivity for regulatory data and patents for pharma-
ceutical products. 

Copyrights and related rights for artistic works and creations (music, software, 
books, etc).   

Trademarks and geographical indications (GIs) as information for consumers of 
goods and services.

•

•

•
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Pharmaceutical IPRs

Data Exclusivity

Pharmaceutical IPRs remain the most politically contested subject.  It would seem that since the 
TRIPs Agreement came into effect the issue of access to patented medicines in developing and least 
developed countries has been high on the agenda—at times, the only item on the negotiation table.  
In fact, since the end of 1999—following the failure of the Seattle WTO Ministerial Conference and 
the much-debated case of the dispute over patented Aids medicines in South Africa39—the TRIPs 
Agreement has become more or less synonymous with pharmaceutical patents.  The debates on 
pharmaceutical IPRs remain so heated that this it has temporarily paralyzed the TRIPs Agreement 
as a vehicle for negotiation, amending and expanding other forms of IPRs.  

At the same time US-led FTAs and RTAs have strengthened the IP provisions of pharmaceutical 
products and regulatory information to an extent that they may be considered ”TRIPs-plus-plus” 
provisions.

Data exclusivity is one of the most burning issues in the current discussion on pharmaceutical IP 
policy-making.  In brief terms, data exclusivity is aimed at protecting and safeguarding pharmaceu-
tical registration files—the data submitted by pharmaceutical companies to regulatory authorities, 
such as the United States Food and Drug Administration and the European Agency for Evaluation of 
Medicinal Products (EMEA), for the purpose of obtaining marketing approval for new drugs.40

Proponents of data exclusivity consider it an integral and inseparable part of the array of IP pro-
tections of pharmaceutical products, while its opponents argue that data exclusivity is a monopo-
listic extension of the patent system.  

The underlying logic of data exclusivity suggests that it is an expression of trade secrets and that 
it should be independent of patents.  Compared with patents, the market power of data exclusivity 
is, in theory, less restrictive, mainly because it does not legally prevent other companies from gen-
erating their own registration data.  However, in practice, the vast financial resources and extended 
time required for gathering and generating pharmaceutical registration data for a new drug create 
a market barrier that is too high for generics-based pharmaceutical companies.

The data included in the registration file of a pharmaceutical product is disclosed to the health 
regulatory authorities.  Without this data, a drug cannot be approved for market use.  This implies 
that the term “unfair commercial use” in this context is linked to the responsibility of governments 
to protect this data.

There are two layers to this responsibility.  The first—non-disclosure—is quite straightforward.  
Non-disclosure aims to ensure that rival companies (usually generics companies) do not gain access 
to the registration file of the original product.

The second layer—non-reliance—is less obvious.  Non-reliance aims to prevent the authorities 
themselves from relying on the registration file of an original in order to compare it to the chemi-
cal and toxic levels of a potential generic substitute (so-called bio-equivalence tests).  The issue of 
non-reliance can be further complicated by the issues of direct and indirect reliance or active and 
passive reliance.  Suffice it to say that, while the United States and the EU take the position that 
any form of reliance is prohibited, some countries, such as Canada, argue that the term reliance is 
subject to interpretation.

Internationally, the distinction between patents and data exclusivity as an expression of trade 
secrets (or undisclosed information) is based, inter alia, on the provisions of NAFTA Article 1711 
and the TRIPs Agreement.  TRIPs Article 39.3 states that:

“Members, when requiring, as a condition of approving the marketing of pharmaceutical or of 
agricultural chemical products which utilize new chemical entities, the submission of undisclosed 
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test or other data, the origination of which involves a considerable effort, shall protect such data 
against unfair commercial use.  In addition, Members shall protect such data against disclosure, 
except where necessary to protect the public or unless steps are taken to ensure that the data are 
protected against unfair commercial use.”

However, TRIPs Article 39.3 leaves three major issues unresolved.  First, it does not specify the 
minimum period of data exclusivity required of WTO Members; as discussed below, the term 
of data exclusivity in Europe and in the United States is ten and five years, respectively.  Second, 
Article 39.3 is not clear-cut, when referring to the use of such information by the authorities, par-
ticularly in cases of reliance, as to when a Member country may choose to rely on the proprietary 
information of the original product in order to compare it to the chemical and toxic levels of a 
potential generic substitute (via the so-called bio-equivalence tests).  Finally, it is not clear what 
types of activities are within the scope of “considerable efforts.”

In contrast, the two existing prototypes of data exclusivity at the national level are those of the 
United States and the EU.  Data exclusivity in the United States is provided for by Section 355 of 
the Federal Food, Drug, and Cosmetic Act of 1997.41 The United States model provides a five-year 
period of data exclusivity to new drugs and three years of data exclusivity to new indications of 
existing drugs.  In December 2003, the European Parliament harmonized and upgraded Directive 
2001/83/EC in order to provide a data exclusivity period of ten years (or more accurately adopted 
the “8-plus 2-plus 1” formula: 8 years data exclusivity, 2 years of marketing exclusivity and an ad-
ditional year of protection for new indications of existing products).42 

Coming back to the regional and bilateral level, it is very clear that in the case of data exclusivity 
the United States is the demandeur.  The current international standard for the protection of data 
exclusivity—as set by FTAs and RTAs between the United States and developing countries—is 
based on the United States standard of protection.  To recall a few examples, Article 15.10 of the 
CAFTA–DR requires the establishment of data exclusivity legislation consisting of a minimum 
five-year protection period, non-disclosure and non-reliance, including cases in which market-
ing authorization was granted to a third party in another country.43  Article 17.10 of the United 
States–Chile FTA (2003) places similar mechanisms of data exclusivity (five years of protection and 
non-reliance/non-disclosure), as does Article 16.8 of the United States–Singapore FTA (2003) and 
Article17.1 of the United States–Australia FTA (2004).44  

The United States is also using the threat of trade retaliation against developing countries, in 
which the absence of data exclusivity legislation results in a serious commercial clash between the 
local subsidiaries of research-based multinational pharmaceutical companies and powerful local 
generics-based companies that are often perceived as “national champions.”  

The EU, on the other hand, seems to avoid referring to the issues of data exclusivity in its bilat-
eral and regional negotiations.  This is somewhat surprising given the fact that the level of EU data 
exclusivity is much higher than that of the United States.  

In this context the case of Israel is of particular interest, since it allows us to compare the extent 
to which the United States and the EU are able to secure TRIPs plus results using their different ap-
proaches to the international regulation of IPRs.   

The 1985 FTA between the United States and Israel, which was the first FTA to be concluded by 
the former, does not refer to IPRs.  

On the other hand, as noted above, the EU–Israel FTA, which entered into effect in 2000, 
requires the parties to “grant and ensure adequate and effective protection of the highest international 
standards including effective means of enforcing such rights.”  Nevertheless the EU–Israel FTA did not 
seem to have any effect on the issue of data exclusivity in Israel.  The local generic pharmaceutical 
industry in Israel is highly successful both locally and internationally.  Indeed, Teva is the biggest 
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multinational generic pharmaceutical company in the world.  Thus, despite its FTA with the EU, 
and given its non-IP commitments in the US-FTA, Israel refused to introduce data exclusivity in 
its legislation, arguing that its refusal to do so is not inconsistent with the obligations of TRIPs Art 
39.3 (see discussion above).    

Consequently, the absence of data exclusivity legislation in Israel became one of the major com-
mercial disputes between the United States and Israel.45  The ongoing pressures on the Government 
of Israel by the United States resulted in the establishment of an inter-Ministerial committee for the 
enactment of a data exclusivity bill.  The inter-Ministerial committee issued its recommendations 
in February 2004, and the Government approved these recommendations in September 2004.46  
However, the USTR argued that the proposed bill does not meet the minimum United States stand-
ard.  In 2005 the USTR placed Israel in its Priority Watch List arguing that 

“Based on Israel’s implementation of an inadequate data protection regime, as well as its ap-
parent intention to pass legislation to weaken patent term adjustments, Israel is being elevated 
to the Priority Watch List.”47  

Similar language was expressed in the USTR 301 report for 2006. The EU has also expressed similar 
concerns: 

“Israel, as a Member of the WTO, was required to fully implement the agreement on Trade Related 
Aspects of Intellectual Property Rights (TRIPs) no later than on 1.1.2000 … The proposed 
(data exclusivity) legislation nevertheless falls short of both European industries and the Euro-
pean Commission’s expectations.”48

The case of the FTA between the EU and Ukraine further suggests that the EU’s approach towards 
the protection of IPRs at the bilateral level does not currently secure the EU’s objectives to the full.  
In its Trade Barrier Report of May 2006, the European Commission notes: 

“The Commission is still concerned about the situation in Ukraine.  While Ukraine has made 
considerable progress in adopting a legislative framework that complies with the requirements 
of TRIPS and the EU–Ukraine Partnership and Co-operation Agreement (PCA), the lack of 
enforcement of IPR and, resulting thereof, the high level of piracy and counterfeiting, remains a 
real concern for the EU and its enterprises.”49

A notable exception to the EU’s rather lax approach in this regard is the launch of an investigation 
by the European Commission against Turkey in December 2003, following a complaint by the 
European Federation of Pharmaceutical Manufacturers and Associations (EFPIA).  The investiga-
tion concerns obstacles to trade allegedly caused by Turkish practices and measures involving lack 
of transparency and discriminatory application of the pharmaceutical import, sales and market-
ing system, including a “lack of protection of commercially sensitive data submitted as part of the 
marketing approval procedure.”50

Pharmaceutical patents

It would seem that the multilateral level (i e the TRIPs Agreement) and the bilateral and regional 
levels are subject to opposite trends.  On the one hand, since the year 2000 the TRIPs patent regime 
has become weaker.  The 2001 Doha Declaration on the TRIPs Agreement and Public Health led to 
a reduction in the protection of patented medicines.51 
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Specifically, paragraph 5(b) and (c) of the Declaration allows WTO Members to use compulsory 
licences, without pre-conditions, in times of national emergency (to be determined by each and 
every Member).  Paragraph 5d re-affirms the right of WTO Members to adopt the principle of 
international exhaustion, i e to deal with the parallel importation of patented medicines.  Also, 
paragraph 7 grants LDCs an additional period of ten years to implement their patent obligations 
under the TRIPs Agreement—i e up to January 2016.  

The Doha Declaration on the TRIPs Agreement and Public Health also acknowledged that coun-
tries with insufficient manufacturing capabilities would not be able to use the tool of compulsory 
licences that would allow local companies to manufacture original patented drugs.  It instructed 
the Council for TRIPs to find an expeditious solution to this problem by the end of 2002.  In reality, 
it took the WTO almost two years of political negotiations to reach a solution on this issue—the 
Decision of the General Council of 30 August 2003 on Implementation of Paragraph 6 of the Doha 
Declaration on the TRIPs Agreement and Public Health.52 Finally, on 6 December 2005 (slightly 
ahead of the Ministerial Meeting in Hong Kong) WTO members agreed to embed the paragraph 6 
amendments into the TRIPs Agreement (via the creation of a new article— TRIPs 31bis).53

On the other hand, and in quite stark contrast, United States-led FTAs and RTAs establish a level 
of pharmaceutical patent protection that is much higher than the level provided by the TRIPs Agree-
ment, including in the following areas.

Article 15.9(5) of the CAFTA–DR) impose restrictions on signatories’ patent laws permitting 
commercial experiments in patented pharmaceutical drugs as part of the process of obtaining 
marketing approval for a generic substitute (so called “Bolar” provisions).  These restrictions aim 
to prevent any local interpretation that would allow generics-based companies to produce or to 
market, domestically and abroad, any substitutes to the original prior to patent expirations.  

It should be noted that these restrictions stem from the results of the highly celebrated patent 
dispute between the EC and Canada on the issue of commercial testing of patented pharmaceutical 
products.54

United States-led FTAs and RTAs allow pharmaceutical patent owners to extend the term (pe-
riod) of their patent protection in two cases.  First, they may do so if there is an unreasonable 
delay in the process of granting a pharmaceutical patent by the authorities.  An unreasonable delay 
is usually defined as a ”delay in the issuance of the patent of more than five years from the date of 
filing of the application in the territory of the Party, or three years after a request for examination 
of the application has been made…”55  The term of patent protection may be extended in a case 
where there is “unreasonable curtailment of the effective patent term resulting from the marketing 
approval process related to the first commercial marketing of the product.”56  In other words, if 
there is an unreasonable delay in the process of authorizing a patented drug for market use, which, 
in turn, shortens the effective term of protection, the patent owner should be compensated by 
extending the patent term.  There are no specific definitions in United States-led RTAs and FTAs 
about the minimum or maximum extension periods in this case.  One has to bear in mind that a 
pharmaceutical patent may be extended in Europe and in the United States by an additional period 
of up to five years.  In the EU, Regulation EC 1768/92 allows a pharmaceutical company to extend 
the term of its patent by an additional period of up to five years as long as the effective patent life 
does not exceed fifteen years from the date of marketing authorization (this mechanism is called a 
Supplementary Protection Certificate).57  In the United States, the 1984 Drug Price Competition 
and Patent Term Restoration Act (known as the Hatch-Waxman Act) increased the effective patent 
term of protection by an additional maximum period of five years.58  These policies aim to allow 
originators to extend the effective term of patent protection for a new pharmaceutical product 
given the gap between the time a patent is granted for a new molecule and the time the drug is 
authorized for marketing.   
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Some FTAs59  grant pharmaceutical patent owners the right to prevent parallel trade in patented 
pharmaceutical products.  Activity of such kind relates mostly to the importation of patented phar-
maceutical products from low-price countries into high-price countries through channels other 
than those authorized by the local patentee or licensee.  As stated in Article 16.7(2) of the United 
States–Singapore FTA:

“Each Party shall provide a cause of action to prevent or redress the procurement of a patented 
pharmaceutical product, without the authorization of the patent owner, by a party who knows 
or has reason to know that such product is or has been distributed in breach of a contract between 
the rights holder and a licensee, regardless of whether such breach occurs in or outside its terri-
tory.  Each Party shall provide that in such a cause of action, notice shall constitute constructive 
knowledge.”

This is a significant element, which contradicts the principle of international exhaustion of IPRs 
outlined in the TRIPs Agreement.  

In order to make the global parallel import of patented pharmaceuticals (or any other patented 
products) legal, countries must adopt the principle of international exhaustion.  Specifically, they 
must enter into an agreement stating that once a patentee has sold his product in one country he has 
exhausted his right to prevent the resale of that product to other countries.  Though not explicitly 
recognizing the principle of international exhaustion, the TRIPs Agreement essentially allows for 
parallel imports to take place under its newly established IP regime.  It does so by denying Members 
the possibility of bringing cases concerning international exhaustion to the Dispute Settlement 
Body.  As stated in TRIPs Article 6:

“For the purposes of dispute settlement under this Agreement, subject to the provisions of Articles 
3 and 4 [National Treatment and Most-Favoured-Nation Treatment] nothing in this Agreement 
shall be used to address the issue of the exhaustion of intellectual property rights.” 

The TRIPs Agreement also links Article 6 to Article 28 (exclusive patent rights) via a footnote to 
the latter stating: 

“This right, like all other rights conferred under this Agreement in respect of the use, sale, 
 importation or other distribution of goods is subject to the provisions of Article 6.” 

As previously explained, the ability of WTO Members to adopt a regime of parallel imports was 
further strengthened by the Doha Declaration on the TRIPs Agreement and Public Health.

With regard to the EU approach to patented pharmaceuticals, as in the case of data exclusivity, 
EU-led RTAs and FTAs do not deal much with this issue.  

Copyrights and trademarks 

United States-led FTAs and RTAs pay specific attention to copyright provisions, perhaps more 
than to any other IP form, even patents.  Although it is not possible to examine in this article all the 
aspects that concern copyrights and related rights, this section highlights some of the major provi-
sions in United States-led FTAs and RTAs.  

Copyrights

United States-led FTAs and RTAs increase the level of copyright protection established by the 
TRIPs Agreement by incorporating the following provisions and requirements.
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They strengthen the ability of copyright holders to prevent the reproduction of their works “in 
any manner or form, permanent or temporary (including temporary storage in electronic form)”.  
The term “electronic form”, which is included in various United States-led FTAs and RTAs, is of 
particular importance, as it allows rights holders to control (prevent) the reproduction of their 
work—such as software—via temporary electronic copies, subject to some exemptions that do 
not unreasonably conflict with the commercial interests of the rights holders and do not conflict 
with the normal exploitation of the work.60 

Further, the United States-led FTAs and RTAs extend the term of copyright protection to a pe-
riod that is equal to the author’s life plus seventy years from the time of his or her death or, in cases 
of works generated by legal entities (such as software), the period is set to seventy years from the 
end of the calendar year of the first authorized publication of the work.61  In comparison, the related 
copyright terms in TRIPs Article 12 are calculated on the basis of fifty years.

These FTAs and RTAs (such as Article 15.5(6) of the CAFTA–DR) also set strict rules against 
the circumvention of technological protection measures (TPMs) and digital rights management 
(DRMs) used by authors, performers and producers of phonograms or any means employed to 
protect their copyrighted works.  These provisions are based on the Digital Millenium Copyright 
Act (DMCA, adopted by the United States Congress in 1998.62

Further obligations concerning copyrights and related rights include provisions of rights manage-
ment information, protection of satellite signals and internal domain names.

The EU, in comparison, adheres to the multilateral approach.  As mentioned earlier in this article, 
a typical EU-led Fta requires signatories “to accede to and to ensure an adequate and effective implementa-
tion of the obligations arising from the following multilateral conventions” including the WIPO Copyright 
Treaty of 1996 and the WIPO Performances and Phonograms Treaty of 1996, by January 2007, and 
the Convention for the Protection of Producers of Phonograms against the Unauthorized Repro-
duction of their Phonograms of 1971, by January 2009.63

Trademarks 

Compared with the TRIPs Agreement, United States-led FTAs and RTAs expand the level of 
trademark protection by doing the following.

They expand the types of identifying marks that are eligible for trademark registration.  For 
example, Article 15.2(1) of the CAFTA–DR states, that ”each Party shall provide that trademarks shall 
include collective, certification and sound marks, and may include geographical indications and scent marks.”  
Similar provisions exist in the United States–Chile FTA (Article 17.2(1)); the United States–Sin-
gapore FTA (Article 16.2(1)); and the United States–Jordan FTA (Article 4.6).

United States-led FTAs and RTAs also strengthen the demand that a trademark shall not be un-
justifiably encumbered by special requirements, such as use with another trademark or use of the 
trademark in a special form or manner.  This requirement, which is particularly relevant to branded 
pharmaceutical products, builds on Article 20 of the TRIPs Agreement.  Pre-TRIPs legislation 
concerning the labelling of branded pharmaceutical products in several developing countries, such 
as Brazil, required that the size of the trademark would be smaller than the name of the generic 
substance.  Alternatively, countries required that the packaging of such products would be of a 
certain colour, effectively making the trademark much less recognizable.  Therefore, TRIPs Article 
20 prohibits activities aimed at reducing the distinctiveness of branded pharmaceutical products, 
as opposed to generic ones.  However, in cases where foreign branded products are produced lo-
cally, Article 20 does allow WTO Members to demand that the trademarks of such products be 
accompanied by the names of local producing companies.   

The wording of the provisions of FTAs and RTAs place further restrictions on such requirements 
by stating that: 
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“Pursuant to Article 20 of the Trips Agreement, each Party shall ensure that its provisions man-
dating the use of a term customary in common language as the common name for a product 
including, inter alia, requirements concerning the relative size, placement, or style of use of the 
trademark in relation to the common name, do not impair the use or effectiveness of a trademark 
used in relation to such products.”64 

However, these provisions also usually state that they are not intended to affect the use of common 
names of pharmaceutical products in prescribing medicine, i e preventing physicians from using the 
common pharmaceutical name (usually by stating the active ingredient) when prescribing a drug.

The United States-led FTAs and RTAs extend the renewal period of trademark registration to 
a period of not less then ten years (as a standard, trademarks can be reviewed indefinitely).  The 
renewal period in Trips Article 18 is not less then seven years.

These FTAs and RTAs also strengthen the protection of well-known marks65 
Interestingly, while the EU takes its usual generalist approach in the case of trademarks, referring 

to the need to adhere to multinational treaties, it is much more specific on the issue of GIs.  
For example, Roffe finds that, as regards the EU–Chile FTA:

“… probably, the most significant intellectual property related provisions are contained in An-
nex v, on the ‘Agreement on the Trade in Wines’ and Annex vi concerning Spirits.  These annexes 
include provisions on the reciprocal protection of geographical indications related to wines and 
spirits, and the protection of traditional expressions [of both Parties].”66  

He concludes that 

“the Association Agreement between Chile and the EU is also a TRIPs plus Agreement especially 
on the protection of geographical indications.”67

Based on the above analysis, Table 1 (see page 20) compares United States-led and EU-led regional 
and bilateral agreements.  As explained in Section ii, above, comparison is based on structural 
elements (enforcement and administration) and the level of IP protection (scope of monopoly, 
strength of monopoly and term of protection).  The Table uses the TRIPs Agreement as the base 
line and attaches ordinal values to the different agreements.  Ordinal values vary between 1 (TRIPs 
plus), 0 (TRIPs) and -1 (less then TRIPs).
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tabLE 1: LEvEL of Ip protECtIon In unItEd statEs-LEd and Eu-LEd rEgIonaL and  
bILatEraL agrEEmEnts as ComparEd to protECtIon undEr thE trIps agrEEmEnt

unItEd statEs -LEd ftas and rtas Eu-LEd ftas and rtas

Approach to the protection 
of IPRs

To-do-list ”nanny approach” Generalist—incorporating international treaties

New ”standard” agreement of 
IP protection 

Chapter 15 of the Central American-Dominican Re-
public Free Trade Agreement- (CAFTA–DR) (2004); 
United States–Chile FTA (2003), the United States–
Singapore FTA (2003), the United States–Morocco 
FTA (2004), the United States–Bahrain FTA (2004), 
and, to some extent, the United States–Jordan FTA 
(2000). 

Association Agreements, such as, the Euro-Mediterra-
nean Association Agreements (2002) the EU-Chile FTA 
(2002), and the EU–Ukraine Partnership and Co-opera-
tion Agreement (PCA) (1998); EU–Russia agreement on 
the Common Economic Space (2005)

Enforcement provisions 1 No reference (with the exception of Ukraine and Russia)

Administration procedures 1 No reference

Data exclusivity 
(pharmaceuticals)

Scope of Monopoly = 1 
Strength of Monopoly = 1 
Term of Protection = 1

Scope of Monopoly = 0 
Strength of Monopoly = 0 
Term of Protection = 0

Patents (pharmaceuticals)
Scope of Monopoly =  1 
Strength of Monopoly = 1 
Term of Protection = 1

Scope of Monopoly = 1* 
Strength of Monopoly = 0 
Term of Protection = 0

Copyrights
Scope of Monopoly = 1 
Strength of Monopoly = 1 
Term of Protection =1

Scope of Monopoly = 1* 
Strength of Monopoly = 1* 
Term of Protection = 0

Trademarks
Scope of Monopoly = 1 
Strength of Monopoly = 1 
Term of Protection =1

Scope of Monopoly = 1* 
Strength of Monopoly = 0 
Term of Protection = 0

Geographical Indications
Scope of Monopoly = 0 
Strength of Monopoly = 1 
Term of Protection =1

Scope of Monopoly = 1 
Strength of Monopoly = 1 
Term of Protection = 1

-1 = level of protection less than that of the trips agreement ; 0 = level of protection equal to that of the trips agreement;  
1 =  trips -plus level of protection.  
* By reference to international treaties, not to the TRIPs Agreement. 
Source: Pugatch (2005). 

 
5. ConCLusIons and poLICy rECommEndatIons 

Based on this analysis above, the paper finds the following:

Both the United States and the EU secure a TRIPs plus level in their RTAs and 
FTAs with other countries. 

However, United States-led agreements are much more detailed and compre-
hensive than EU-led ones, both in terms of the agreements’ structural frame-
works (i e enforcement, administration, etc) and the level of IP protection 
(relating to the different forms of IPRs).  With regard to the interpretation 
of specific IP provisions, the United States is employing a more ”hands-on” 
strategy with regard to the international regulation of IPRs at the regional and 
bilateral level. 

1.

2.
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The EU’s tendency to incorporate international conventions and treaties into 
its regional and bilateral agreements suggests that it still favours the multilater-
al approach.  That said, on the issue of GIs, the EU’s approach is more proactive 
and specific, hence closer to the United States approach. 

FTAs and RTAs led by the United States are showing growing evidence of ef-
fective results.  This can be seen in the cases of Singapore, Jordan and Bahrain 
and also to some extent in the cases of Qatar, the Dominican Republic, Gua-
temala and Kuwait.  The exception in the case is Chile, which according to the 
USTR does not implement the IP provisions specified in its FTA. 

In contrast, when put to the test of practical implementation, the EU’s ap-
proach towards the establishment of TRIPs plus provisions is not particularly 
effective.  This can be seen in the cases of Israel, the Ukraine, Russia and Chile. 

The European Commission, perhaps being mindful of the EU’s weakness in 
this field, seems to become more proactive in the international regulation and 
enforcement of IPRs.  This can be seen in the Strategy for the Enforcement of 
IPRs in Third Countries, which was officially launched in November 2004, and 
in the EU’ IP objectives under the Global Europe Initiative of October 2006.   

The analysis above also leads to five key policy recommendations:

 The TRIPs plus phenomena are too broad and deep to be addressed by general 
and, to some extent, vague concepts, such as the term ”highest international 
standards” that frequently appears in EU-led FTAs.  The rising increase in the 
importance of IPRs and the rapid pace of technological advancement across 
the board requires that TRIPs plus agreements become much more specific and 
accurate.  In this context United-States led-FTAs seem to be a more appropri-
ate framework for the execution of such agreements. 

Consequently the EU needs to both broaden the use of its new IP Enforcement 
Strategy in Third Countries, as well as to consider shifting to agreements that 
are more specific in terms of their IP demands.  In this context the 2006 Global 
Europe initiative is a step in the right direction. 

Stronger collaboration and coordination is needed between the United States 
and the EU with regard to international regulation of IP agreements.  With the 
on-going comma-like status of the multilateral level (WTO TRIPs agreement), 
the two major trading blocs should further co-ordinate their efforts.   
 
Co-ordination and collaboration are important with regard to countries that 
have not yet concluded their IP negotiations neither with the United-States or 
the EU, especially dominant countries such as India and China.  They may also 
be effective for countries that do not have FTAs that address IP issues with the 
United States, on the one hand, and which seem to attach a “flexible” interpre-
tation to the IP level provided by their FTAs with the EU, on the other hand. 
It should be noted that such collaboration is starting to take place.  The 

3.

4.

5.

6.

1.

2.

3.
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 European Commission argues that ”In parallel, the Commission’s presence in China 
has been reinforced; we have launched a joint programme of co-operation on IPR enforce-
ment with the US and have an IP Dialogue with Japan.”68 

 There is a greater need to strengthen the mandate of the monitoring and 
enforcement committees established under United-States and EU-led FTAs in 
order to ensure that such agreements are better implemented. 

Politically speaking, and paradoxically as it may sound, countries that wish to 
have a lower level of IP protection than the one provided under the current 
FTAs should strive to make the TRIPs Agreement stronger rather than “cel-
ebrate” its flexibilities.
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