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Abstract

Defining appropriate Intellectual Property (IP) ipglis a key industrial and social policy matter
for Latin American governments. The IP interestscofintries in Latin America may differ
substantially from comparable interests in the ethiStates, Europe and Asia, and IP interests
among Latin American countries may differ. Many ihaAmerican countries have a strong
tradition of creative works covered by copyrighticls as authorship of books, music and
paintings. Most Latin American countries do not énav tradition of developing new chemical
entities in the pharmaceutical sector, and paights are held almost exclusively by European,
Japanese and US firms. Protection of trademarkselated "identifiers" is generally necessary
for business, regardless of geographic location.

Conceptually, Latin American countries may havernests in stronger IP protection for
artists and authors, weaker IP protection for plagentical enterprises, and shared business
interests in the protection of trademarks. In alles, education, research and other public access
interests should be promoted. The specific taigpon IP laws to suit the national interest is the
"norm" in the United States and Europe, where dleslare constantly being readjusted.
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|. IPRs and Trade Agreements

a. Multilateral Trade: The TRIPS Agreement

There are different forms of trade agreement tegtiliate 1P matters. The principal multilateral

trade agreement in the IP field is the World Tr&tganization (WTO) Agreement on Trade-

Related Aspects of Intellectual Property Rightse (tiRIPS Agreement”). The second most

important set of trade agreements that regulataréPregional and bilateral agreements in the
form of Free Trade Agreements (FTAs) and Econonaitriership Agreements (EPAS) that have
been negotiated by the United States and Europeam®

The TRIPS Agreement entered into force on Januar§995. A limited number of
TRIPS Agreement obligations arose for developingntdes on January 1, 1996 (mainly national
and most favored nation treatment). On Januan0@Q2TRIPS Agreement obligations became
generally applicable to developing countries, wi#bme important exceptions, particularly
relating to pharmaceutical products. On JanuaB005, developing countries were required —if
they had not previously done so— to implement pla@eutical product patent protection.
Separate TRIPS Agreement transition rules applyetst developed countries" (LDCs). Haiti is
the only LDC in Latin America, and this paper witit address LDCs in any detail.

The United States is pursuing a policy of negat@tFTAs requiring IP protection
substantially stronger than that required by theOMRIPS Agreement in all fields of protection,
but especially in regard to strengthening protectar the "originator" pharmaceutical industry
and copyright industries. FTAs with the United 8sathave entered into force for Mexico

! There is another set of multilateral agreemengsileging IP, administered under the auspices of the

World Intellectual Property Organization (WIPO)clinding the Paris Convention on the Protection of
Industrial Property and the Berne Convention on PRhetection of Literary and Artistic Works, but
these WIPO-administered agreements are not corsideiade” agreements. The organizers requested
this paper to address the subject of trade agresmemd IP, and so discussion of the WIPO-
administered agreements is limited.



ECLAC - Project Documents collection The Problems of Intellectual Property in Latin Aier...

(NAFTA), Chile, Central America (CAFTA-DR)and have been signed with Colombia, Panama
and Peru. The European Union is in the procese@dtmtion an EPA with Caribbean countries.

The TRIPS Agreement fundamentally altered the mattonal IP landscapelt broadly
extended the scope of patent subject matter coegfiagluding to nutrition and health-related
products), established a common 20-year term déption and established limits on exceptions.
Copyright and trademark substantive changes broalgbait by the TRIPS Agreement were not
as dramatic. The TRIPS Agreement also addresseagramgucal indications, industrial designs,
protection of integrated circuits and trade secrEte Agreement included multilateral rules on
the protection of regulatory data regarding new nabel entities in pharmaceutical and
agricultural sectors against "unfair commercial'(S®IPS Agreement, art. 39.3).

The TRIPS Agreement also introduced enforcemerigatibns, that is, obligations to
provide adequate and effective IP protection, idiclg some specific requirements regarding
procedural and substantive enforcement matterspui@s between countries (referred to as
“Members”) under the TRIPS Agreement are subjedispute settlement at WTO, raising the
possibility of enforcement through trade sanctidngplementation of the TRIPS Agreement by
individual Members is subject to periodic review DRIPS Council, but bringing enforcement
actions for alleged noncompliance is in the haridsdividual Members.

b. TRIPS Agreement Flexibilities

The TRIPS Agreement incorporates a broad rangdefiliilities”, and the importance of these
flexibilities was explicitly reaffirmed for the fié of public health in the “Doha Declaration on
the TRIPS Agreement and Public Health” adopted owdwber 14, 2001. The right of Members
to use the flexibilities in the TRIPS Agreement vadso recognized by the WTO Appellate Body
in the so-calledndia-Mailbox case. Nonetheless, Latin American countries hateaken full
advantage of these flexibilities.

As illustration, Brazil introduced pharmaceuticaloguct patent protection in 1996,
including wide-ranging "pipeline" protectidrgespite the option to wait until January 1, 2005 (
contrast to India which took advantage of the l1@ryteansition). Brazil's local pharmaceuticals
industry underwent a dramatic "negative transforondf suffering the loss of almost all active
pharmaceutical ingredient (API) production capaciand the country has coped with a
tremendous negative balance of trade in the phamutizal sector.India, by contrast, developed
a world leading pharmaceutical export industry. &gdBrazil is actively seeking to reverse the
adverse impact of early introduction of pharmaaalfproduct patents, at great cost.

2 Costa Rica, El Salvador, Guatemala, Honduras, riize (CAFTA) and the Dominican Republic

(DR). Costa Rica has not yet brought the CAFTA fotze.

A detailed description of the negotiating histofyeach article, and analysis, of the TRIPS Agragme

is at UNCTAD-ICTSD RESOURCE BOOK ON TRIPS AND DEVEPMENT (2005)(Cambridge),

available online at http://www.iprsoline.org

Brazil not only accepted to provide pharmaceutigadduct protection from 1996 onward, it also

accepted to grant patents for products that hadpmetiously been introduced onto the Brazilian

market, even if patents for those products shoatdondinarily have been available. There is prdgent

intensive study and concern in Brazil regardingctiyawhy this policy was adopted, and a number of

commentators do not accept the constitutionalitthisf action.

® See, e.g., Intellectual Property in the Contexthaf WTO TRIPS Agreement: Challenges for Public
Health, (J. Bermudez & M.A. Oliveria eds. 2004)d garticularly chapters 7-9.

8
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Despite recognition of the importance of flexilig in the Doha Declaration on the
TRIPS Agreement and Public Health, some Latin Aozericountries have not implemented
public health-related flexibilities in national ldw

Compulsory licensing legislation serves multiplergmses, including facilitating price
negotiations with patent holders, allowing authatian of generic imports, and allowing
authorization of local production. Brazil has uslee threat of compulsory licensing as a lever in
price negotiations with multinational companiesd aacently issued a compulsory license on a
key HIV-AIDS treatment (Efavirenz). Brazil intents use this license first to import from India,
and later to produce the medicine domestically.

New WTO TRIPS Agreement rules enabling more efiectise of compulsory licensing
should be implemented in national law. Nationaldkgion should be amended to take advantage
of the WTO Decision of August 30, 2003 and the &tot of Amendment permitting
predominant exports under compulsory license. Tingact of the January 1, 2005 transition in
India will increase demands for mechanisms to reguarmaceutical costs. Mechanisms such as
regional pooled procurement may be important to intpleffective use of the Decision and
Amendmenf. Model implementing legislation and notificationsr f the Decision and
Amendment, prepared for the World Bank, are avkilabline®

c. Latin America and Offensive IP Interests

Latin American countries also have "offensive” mets in TRIPS-related IP protection.
Trademarks (including certification and collectiwarks), as well as geographical indications, are
used to identify goods and services for consunaerd,may have a substantial positive effects in
international trade. Interesting current exampléghe effective use of collective trademarks
include employment of "Juan Valdez” and “Café delo@dia” for Colombian coffee.
Participation in multilateral trademark registratiagreements (i.e., the Madrid Agreement and
Protocol) may assist local companies by increasfigriencies in the process of obtaining
trademark registrations in a humber of countriesti€ipation in these multilateral agreements
may be resisted by local trademark attorneys becthey reduce local fees. Similarly, creating
an Internet-based trademark registration systempeavide major cost-saving benefit for small
businesses.

The TRIPS Agreement makes the national treatmeshtnamst-favored-nation treatment
(MEN) principles applicable to covered forms of gRotection. Such protection is a “two-way”

® The World Health Organization and Pan-American lthe@rganization (PAHO) have prepared

comparative tables regarding implementation prasticSee, e.g., Maria Auxiliadora Oliveira, Jorge

Antonio Zepeda Bermudez, Gabriela Costa Chaves.e&m@n Velasquez, Has the implementation of

the TRIPS Agreement in Latin America and the Carédrb produced intellectual property legislation

that favours public health? BULLETIN OF THE WORLCEALTH ORGANIZATION 2004; 82:815-

821.

See Frederick M. Abbott & Jerome H. Reichman, Ascto Essential Medicines: Lessons Learned

Since the Doha Declaration on the TRIPS AgreemadtRublic Health, and Policy Options for the

European Union, Study for the European ParliamBirgctorate General External Policies of the

Union, June 2007.

Proposals are discussed by Abbott and Reichman, id

°® Frederick M. Abbott and Rudolf V. Van Puymbroe&@gpmpulsory Licensing for Public Health, A
Guide and Model Documents for Implementation of fiwdha Declaration Paragraph 6 Decision, World
Bank Working Paper No. 61 (2005). <http://www-wdgridbank.org/external/default/WDSContent
Server/WDSP/IB/2005/08/30/ 000012009_2005083013F22%dered/PDF/334260revOpub.pdf>.

9
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street with a country’s trading partners, so aadwptif new standards must be approached with
caution. For example, increasing protection for ggaphical indications (Gls) will provide
substantial benefits to European Union exporterghlvimay have an impact on local Latin
American markets and producers. Whether to extemdange of products protected by Gls, or to
strength Gls protection, is a complex economic Goe$or many developing countries.

d. Flexibilities Cover IP Broadly

Implementation of TRIPS flexibilities affects theulgic interest in education, research,
communications and business operations, as wéll e fields of nutrition and public health. It
is important to take advantage of "fair use" dogtsi with respect to works under copyright and
trademark, as well as to protect the "public dorhdufaintaining relatively open Internet access
is fundamental to modern education and resear@veRting unauthorized downloading of MP3
music files is only a small portion of copyrighténests.

Critical new "public interest" issues arise in ceation with adoption and
implementation of the WIPO Copyright Treaty (WCTHdawIPO Performances and Phonograms
Treaty (WPPT). Implementation requires careful bailag of the interests of copyright holders
with the interests of the public in open accessfiarmation on the Interné?.

In fact, TRIPS Agreement flexibilities exist acrdbe full spectrum of IP law. Carefully
drafted and balanced IP legislation may substayntzlvance development goals and the public
interest:

19 Resources regarding copyright law are availableugph various multilateral organizations, including
WIPO and UNESCO. For technical assistance withaesfp copyright law, the Glushko-Samuelson
Intellectual Property Clinic at American Universi@pllege of Law in Washington, DC, and its Faculty
Director, Peter Jaszi, are excellent resources.

' See UNCTAD-ICTSD TRIPS and Development ResourcekBsupra. Models and research tools are
also available from sources such as South Centye tee work of Prof. Carlos Correa).

10
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Il. Other IPRs-Related Mattters

a. Competition and IP

Competition law is an important control mechanismdxclusive IP rights, and its application is
authorized by the TRIPS AgreeméfhBut enforcement of competition law tends to beuvese
intensive.

Competition law promotes market access and priogpetition, while patents and other
forms of IP grant rights to exclude from the markedstricting competition. The policies
promoted by competition law and IP may appear tadmradictory. However, if IP promotes
innovation and the creation of new and better pectgjuthe entry of these products onto the
market should stimulate competition with older prot. In this sense, IP rights may promote
competition, even while exercising an exclusiongiffiect. The complex problem is establishing
the proper balance between the exclusionary rigf#teted to IP holders and the interests of the
wide public in open markets and price competitibA. broad range of information regarding, as
well as assistance on development and implementafiocompetition law is available through
UNCTAD’s Competition Law and Policy Divisiol,including specifically for selected Latin
America countries through the program on Competismd Consumer Protection Policies for
Latin America (COMPAL)?®

12 gee, e.g., Frederick M. Abbott, Are the Compaiitiules in the WTO TRIPS Agreement Adequate?, 7
J. INT'L ECON. L. 687 (2004)(Oxford).

For description and analysis of TRIPS Agreemenbvigions addressing competition, see
UNCTAD/ICTSD Resource Book on TRIPS and Developme@hapter 29, supra. See also
presentation by this author at the WIPO Open Foomthe draft Substantive Patent Law Treaty
(SPLT) on Patent Licensing, Competition Law anddheft Substantive Patent Law Treaty (attached as
Annex A).

Information at http://www.unctad.org/Templatesf8age.asp?intitemlD=2239&lang=1.

Information at http://www.unctad.org/Templates/@agp?intitemiD=4115&lang=1.

13

14
15
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b. Technical Assistance and Training of Judges

Although Latin America has long history of schojakkork in field of intellectual property,
judicial systems and education in this area aretyptally strong. Involvement of multilateral
institutions and/or technical consultants may befulsbut care must be taken to properly identify
the national interest.

The World Intellectual Property Organization (WIPBgs substantial expertise in the
implementation of international IP commitments, bas been criticized for proposing overly
protective legislation. One important objectivetbé WIPO Development Agenda now under
negotiation in Geneva is to mandate provision ofemioalanced technical advice, such as by
providing options to members requesting technissistance.

The training of judges is essential if IP intereste to be properly balanced. Without
proper training, the tendency of local judges isateept IP-right holder claims without close
examination.

There is no easy mechanism for obtaining a balaricading program for judges
deciding IP cases. In some countries, such as IBtazal industry associations are funding
training by selected IP experts. Seminars for jgdegn be conducted by local IP law professors
and other experts. Much of the funding availabletfaining judges is directed toward promoting
stronger enforcement of IPRs. The US DepartmeState, for example, is providing substantial
funding for training of judges, but this is expligi directed to enhancing enforcement and
criminal prosecution for IPRs violations.

Latin American governments are encouraged to dpiedcand implement IPRs judiciary
training programs based on local interests so axldeve an appropriate balance between the
interests of IPRs holders and society more broadly.

12
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lll. Regional and Bilateral Agreements
Regulating IP

There is a major current trend in the negotiatiérirade agreements affecting all fields of
regulatory interest This is the negotiation and conclusion of bilatesad regional trade
agreements. In specific regard to IP and Latin Acaerthe trend of negotiation of Free Trade
Agreements (FTAs) with United States and/or EcowoRartnership Agreements (EPAS) with
EU is of special importance.

IP Chapters are a major focus of the negotiatiomsbbth the United States and EU.
Major “drivers” for the United States are the cagit industries (music and film) and the
"originator" pharmaceutical industry. The EU driweénclude the copyright and food product
(geographical indications-dependent) industries.

a. US FTAs and IP

US IP demands are typically presented in the foffitemplate" over which negotiating options
are very limited. IP Chapters are effectively présd on a "take it or leave it" basis, as a
condition to completing FTA negotiations. Conclusiof the FTA is usually followed by
intensive intervention by USTR (and US industry)tlie national implementation process as a
pre-condition to bringing the FTA into force. Thmpglementation phase may be even more
difficult than the treaty negotiation because USTRemands may exceed those explicitly
enumerated in FTA, and because these implementagigotiations tend to be “non-transparent”.

The major controversy surrounding the IP Chapterd$-negotiated FTAs has focused
on pharmaceutical-related provisions, includingeptg and marketing exclusivity requirements.
Though country-to-country results vary, the U.ptate has included:

» Extending the scope of patent protection to coww mses of known compounds,
and plants (and, on occasion) animals;

16 See Frederick M. Abbott, A New Dominant Trade SgedEmerges: Is bilateralism a threat?, 10 J.
INT'L ECON. L., forthcoming 2007 (Oxford).

13
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* Providing patent term extensions to offset regujatizlay;
» Limiting the scope of permissible exceptions tcepatights;

» Providing fixed periods of marketing exclusivityrfa broad class of previously
unapproved products, based on submission of regyldata, or reliance on foreign
marketing approval or foreign submission of reguiatiata;

* Prohibiting the effective granting of marketing apal by the health regulatory
authority during the patent term without the conmsen acquiescence of patent
holders (“linkage™);

» Authorizing nonviolation nullification or impairmeénlispute settlement claims, and;
» Prohibiting parallel importation (in some cases).

These provisions strengthen the position of originpatent holder pharmaceutical
enterprises on national markets, and may imposstauial obstacles to the introduction of
generic pharmaceutical products.

One major concern with several of the foregoindrigts’ze measures is that they could
effectively preclude use of compulsory licensingdese they contain no provision expressly for
exceptions in such cases. All (or virtually alljuotries require a medicine to be approved and
registered by the public health authority beforstriiution on the market. Prior to recent
developments, discussed below, the provisionsefhAs for patent linkage made no provision
for registration of generic products produced undempulsory licenses, while otherwise
requiring the consent of the patent holder for rating approval. In response to objections from
NGOs and members of Congress, USTR appended &iges!' to the FTAs intended to give the
appearance of addressing this problem. But USTiseef to acknowledge that these attachments
resulted in any exception to the express termb@fgreements.

The Democratic Party majority in the US Congressemtly negotiated modification of
pharmaceutical-related provisions in the FTAs with Executive Branch (USTE requiring changes
to sign but not yet ratified agreements with Col@nBanama and Peru. The proposed changes include
limiting the grant of marketing exclusivity in soroases to a period contemporaneous with that elotain
in the United States; eliminating provision for gudt term extension based on approval delay;
eliminating the express linkage between patentsnaaketing approval; and incorporating express
provision for use of compulsory licensing notwigmating existing marketing exclusivity.

The changes, when made, should certainly reprasentprovement over the current situation.
However, it must be noted that additional obligatibave been proposed to reduce the magnitude of th
changes. Patents and marketing exclusivity areetexpressly de-linked, but signatories will be
obligated to provide transparent and expeditioushard@sms for initiating patent infringement litiiget
Direct patent term extension will be eliminatedt bhligations will be added to ensure expeditious
processing of applications for patents and margetpproval. While marketing exclusivity obligations
may be limited in some cases to periods contempotenwith those running in the United States, the
basic requirement of marketing exclusivity remairsibstantial TRIPS-plus obligation. As of the date
when this paper was presented, USTR and Congrés®hget finalized the proposed new “template”,
and details in this area are critical to asseshmgotential effect of the proposals (i.e., theviin the
details”).

17 Carsten Fink & Patrick Reichenmiller, TightenindRIPS: The Intellectual Property Provisions of
Recent Us Free Trade Agreements, World Bank Tramte No. 20, 2005, at 3, 10 Nn.10, 11.

18 See, e.g., USTR, Bipartisan Agreement on Trad&ydhtellectual Property, May 2007, Trade Facts,
available at <http://www.ustr.gov>.

14
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b. Best Practices in Implementation

In terms of “best practices” on implementation,entitat U.S. law on the subjects addressed by
the pharmaceutical-related provisions of the FTAsntains numerous conditions and
gualifications, so that a principle of "absolutg" ‘mnconditional” implementation should be
rejected"® And, it is critical to note that US law in the Ifieof patents, including with respect to
those covering pharmaceuticals, is continuousipdpe¢-adjusted. Just during past two years, the
US Supreme Court has overturned three key elenoérgatent law underlying USTR’s “strong
protection” policy as reflected in the FTAs:

Merck v. Integra Lifesciences, 125 S. Ct. 2372 80@pened up a broad research
exemption specifically in the pharmaceutical sector

E-Bay v. MercExchange, 126 Sup. Ct. 1837 (200@piehted the automatic award
of injunction for patent infringement, moving tdfaur factor” balancing of equities
test;

KSR v. Teleflex, 127 Sup. Ct. 1727 (2007), tightbtiee standards for demonstrating
“inventive step” by requiring consideration of priart regardless of a specific
“teaching, suggestion or motivation” for the clatriavention.

In the specific context of the pharmaceutical sectmest practices” on implementation
should take into account a number of elements:

Even if “new uses” of known compounds are patemtahlgreat deal of discretion
remains regarding the potential scope of pateritalié.g., patenting of “dosages”,
“modes of administration”, and “patient populatibase stretching the meaning of
“second medical indication” subject matter);

Critical issues surround protection of “polymorph@’e., molecules with same
chemical composition but different arrangementtanfcture). The inventive step test
should approach the patentability of polymorphs yvearautiously to avoid
“evergreening”. This result is implied by KSR v.|&#ex, referred to above;

“Linkage” (i.e., blocking of health authority regiation on the basis of patents), a
core problem of prior FTAs, should no longer beuisgg for Colombia, Panama and
Peru based on renegotiated texts. It is essehtakiiese countries take advantage of
the greater flexibility in their national legislafi. Countries that previously accepted
linkage obligations (e.g., CAFTA-DR and Chile) shibattempt to “claw back” this
obligation from the United States. In other wordisey should seek to newly
negotiate greater flexibility at least to the extlBound in the renegotiated texts with
Colombia, Panama and Peru.

With respect to pharmaceutical marketing exclugivitquirements, some important
problems should be resolved by new terms in theoGbla, Panama and Peru
agreements. The duration of marketing exclusivityutd, at least in some case, be
limited to the term granted in the United Stat@sshould be made clear that
exceptions to marketing exclusivity should be ald# to protect public health.
Again, CAFTA-DR and Chile should attempt to “clavadi” obligations in these

19 See generally Frederick M. Abbott Intellectual ey Provisions of Bilateral and Regional Trade
Agreements in Light of U.S. Federal Law, UNCTAD CTISD Project on IPRs and Sustainable
Development, Issue Paper No. 12, Feb. 2006.

15
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areas that they previously accepted. In all evantseptions should be incorporated
in national law.

* Chile addressed the potential late filing for regaty approval by placing a one-year
limitation on the right to file for approval withi@hile following regulatory approval
abroad, and by requiring the subject product tgplaeed on the market in Chile
within one year following its registration thereSTR consequently placed Chile on
its Special 301 Priority Watch List. This seems shdisproportionate to Chile’s
reasonable measures.

» Akey issue is defining products that may be cagrgid "new" from the standpoint of
benefiting from marketing exclusivity. CAFTA-DR, rfoexample, defines “new
product” as “one that does not contain a chemicéityethat has been previously
approved in the territory of the Party.” This défon might require protection for
molecules “old” in other countries (i.e., no unis@r standard of novelty). This
problem may be cured for Colombia, Panama and Hethe US marketing
exclusivity period becomes the benchmark becausdJ® FDA strictly limits the
type of molecules that are considered new andrdiftefor marketing exclusivity
purposes. It should be made clear that “chemicdityéncovers the range of
polymorphs and other variations of the “same drag’that additional periods of
marketing exclusivity cannot be tacked on.

» Another problem under existing texts is the "exmatorial" effect of US (or other
foreign) submissions of regulatory data (or apphowainst which reliance is
precluded, notwithstanding the lack of submissiorthie country where approval is
sought. This is not included in Chile’'s FTA, buistfound in CAFTA-DR. Generic
producers may be blocked from obtaining marketipgraval despite the absence of
regulatory data submitted to the host national @itth The new template may
address this problem for Colombia, Panama and Peru.

c. European Union Economic Partnership Agreements

In contrast to the United States, EU EPA demandsisfoon geographical indications and
"enforcement”. In the enforcement section of itchapters, the EU is essentially attempting to
transpose the EU Intellectual Property Enforcenmgrective into the law of EPA countries.

The EU nominally stays away from imposing in itsASPadditional IP limitations that
may affect public health, but this stated policyagbidance is somewhat illusory. The IP chapters
include obligations to join or apply the Patent @Ge@tion Treaty (PCT). This will likely increase
the number of patent filings in countries that poegly were not parties, and establish an
effective 30-month priority period during which pat applicants can decide whether to proceed
on their applications (making it very problemata potential competitors to enter the market
during that period).

Latin American governments should exercise greati@a in assessing the enforcement
provisions proposed by the EU. To give two examples

* One enforcement provision of a draft EPA proposethb Commission requires that
competent judicial authorities, “even before thenotencement of proceedings on
the merits of the case”, on the basis of “reasgnatilable evidence to support [an
IP rightholder's] claims” ... may “order prompt andffestive provisional
measures”... including “the physical seizure of thdrimging goods, and, in
appropriate cases, the materials and implementd usethe production and/or

16
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distribution of these goods”. Such a provision,hwat low evidentiary standard and
lacking a temporal limitation, may have a strongflicly impact on producers of
generic medicines who are threatened with seizdr@roducts and production
equipment on the basis of “reasonably availabledende” in advance of a
determination as to the validity of the evidencéeTseizures could last for an
extended duration and cripple the business withoytmeaningful judicial process.
While similar, this provision goes well beyond thequirements of the TRIPS
Agreement with respect to available enforcementsmess, and lacks several express
safeguards.

» Article 4 of the EU Enforcement Directive, repliedtin draft EPAs, provides that:”
Member States shall recognise as persons entiledetek application of the
measures, procedures and remedies referred tdsirchlpter: ... (d) professional
defence bodies which are regularly recognised as@a right to represent holders
of intellectual property rights, in so far as pdted by and in accordance with the
provisions of the applicable law.” This Enforcemditective obligation may, for
example, provide pharmaceutical sector industryggowith a right to initiate legal
claims against generic producers seeking entrytiaational market.

There are various other enforcement provision$éndraft EPAs strongly favoring the
interests of IP right holders, including provisionslating to obtaining evidence and the
calculation of damage awards. The provisions docpatain correspondingly strong protections
for those accused of infringement, or for the gaheublic.

d. The Context of Implementation

It is of considerable importance that nationaldégion be evaluated in the specific context of the
judicial and administrative processes used in tinglémenting country. These processes vary a
great deal, including among Latin American coustria addition, it is very important that all of
the agencies with regulatory authority over thejectbmatter be included in the implementing
process (for example, the public health authoritysthibe included in discussions affecting access
to medicines).
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IV. Addressing the Future

There is no easy way for Latin American governmémisounter demands from the United States
and EU in trade negotiations for stronger protectar IP. Already the IP chapters of the FTAs
and EPAs are generally disfavored by Latin Amerigmvernments and local industry. The
government typically does not need persuading tth@tP chapter is a “net negative” from the
standpoint of local pharmaceutical producers, at thh will otherwise impose substantial
administrative costs. The terms of the IP chagtake been accepted to enable conclusion of the
trade agreements “as a whole”, which presumablyaasessed by governments to provide "net
benefits” to the countries involved based on casioes obtained in other areas, such as trade in
textiles or agricultural products.

The impact of these agreements on pharmaceuticalspand availability must be closely
monitored, and adjustments to public health programde to offset any adverse effects on less
advantaged individuals.

The trend toward adoption of FTAs and EPAs mightrdersed by a Latin American
region-wide decision to move trade negotiationskldacthe multilateral setting (i.e., the WTO),
where developing countries had negotiated moreesstally in recent years. But, a decision to
reinvigorate the WTO does not appear to be onrtimeddiate horizon.
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Annex
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Annex 1

Patent Licensing, Competition Law and the draft Substantive Patent Law Treaty

1. Patent licensing may enhance the developmemewf technologies and making them
available to the public.

a.

Patent licensing may facilitate access by rebeas to third-party technologies
and facilitate experimentation with a view towamiranercialization or public
use’

Patent licensing may facilitate movement of ieehnologies from the research

phase to the commercialization phase as small aedium enterprises out-
license inventions to more highly capitalized eptises;

Patent licensing may provide a means for ent&prto negotiate the "patent
thicket" so as to overcome obstacles to incrememalvation;

i. In areas such as standards-setting, sharingteinped technologies may
be necessary to maintenance of competitive markets

Patent licensing may facilitate joint researcid alevelopment, accelerating
technology development and spreading risk;

Patent licensing may facilitate partitioningR®f& D and production functions,
allowing production at most efficient locations mout corollary investments in
R & D.

2. Patent licensing is a tool for the transfer ethinology between developed and
developing countries.

a.

Positive welfare effects dependent on validityuoderlying patent. Licensing
and payment of royalties on technology otherwisethia public domain is
unjustified social expense;

"Securitization" of invention encourages shamfgnformation based on rent or
royalty stream expectation;

Forms of enterprise combination and licensimgragements highly variable —
parent-subsidiary, joint venture, independent estitetc.

Extent to which patent licensing generates impnoent to local technology
capacity is context specific

i. Patent licensing may take place in closely-gedrohtracorporate setting
which may limit local diffusion, or may take plageopen setting (e.g.,
to university research institution) which may eneme diffusion

il. Associated "know-how" licensing affects levéltechnology transfer

iii. Restrictive licensing terms may substantialyect economic and social
value of patent license to transferee country

3. Patent licensing is subject to anticompetitivase.

! Note that U.S. Supreme Court in Merck v. Integifedciences, 125 S. Ct. 2372 (decided June 13,)2005
dramatically expanded scope of permissible noriFiging uses of patented pharmaceutical
technologies during drug research and developmiessey reducing need for licensing prior to market

entry.
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a. "Patent pools" into which enterprises combiredrttechnologies may be used to
create prohibitive market entry barriers, facilitgtcartelization of markets

b. Restrictive third-party licensing terms (e.gclesive grantbacks) may be used to
foreclose emergence of competitors

C. Patent licensing terms can be used to leveragianpower, such as through
product tying arrangements and block licensing

d. Patent licensing agreements may include termsergéy disfavored in
competition law, such as fixing of resale pricesstricting output and dividing
territories among horizontal competitors

e. No-challenge clauses in patent licenses enceuragarned surplus payments to
holders of invalid patents
f. Patent licensing agreements merit particulautsty in the context of licensors
holding dominant position on the relevant market
4, Control of anticompetitive patent licensing igemerally accepted practice among states
a. The WTO TRIPS Agreement includes provisions wWwhiecognize that

intellectual property rights may be abused, thah@ize Members to regulate
anticompetitive licensing practices and that enager cooperation in
enforcement (e.g., Articles 8.2, 31(k)-(I), 40Concern with anticompetitive
patent licensing is reflected in the original Im&ional Trade Organization

Charter.

b. Paris Convention recognizes abuse of patentggrasnds for compulsory
licensing (Article 5A(2))

C. Developed country regulation specifically addess anticompetitive patent

licensing arrangements

i. See, e.g., U.S. Department of Justice/Federaddr Commission,
Antitrust Guidelines for the Licensing of Intellael Property (1995).
Also, the Supreme Court has ruled that patent missisan equitable
defense to the enforcement of patents (e.g., icdlse of certain product
tying arrangements). See also U.S. Federal Traden@ssion, To
Promote Innovation: The Proper Balance of Competitind Patent Law
and Policy (2003)

ii. See, e.g., European Commission Regulation N&/Z004 of 27 April
2004 on the application of Article 81(3) of the at to categories of
technology transfer agreements and Guidelines enattplication of
Article 81 of the EC Treaty to technology transégreements (2004/C/
101/02)

iii. See, e.g., Fair Trade Commission of Japan HT@ntimonopoly Act
Guidelines Concerning Joint Research and DevelopraérApril 1993

d. Developing countries address anticompetitivemiaicensing through regulation
and court decision

i. See, e.g., Andean Community, Decision 291, Aetict

2 See Frederick M. Abbott, Are the Competition Ruleshe WTO TRIPS Agreement Adequate?, 7 J.
INT'L ECON. L. 685 (2005 Oxford).
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ii. Abuse of patent is common grounds in developtauntry patent
legislation for grant of compulsory license.

iii. As a general proposition, developing countriesve a lower level of
competition law enforcement capacity than the OECBuntries.
Competition law enforcement tends to be fact iriteyscomplex and
expensive.

e. Proposals from leading experts on competitiom far international antitrust
regulation routinely address anticompetitive patdinensing practices, see
International Antitrust Working Group (W. Fikentsth et al.), Draft
International Antitrust Code, at Article 6: Restitsi in Connection with
Intellectual Property Rights.

f. Trend of regulation in OECD is to evaluate patkrensing restrictions under
"rule of reason" approach and to limit inquiry wienarket share of parties is
below defined threshold. Nonetheless, certain petos hardcore) prohibitions
remain (e.g., in EU, against exclusive grantbacks).

I. Specific doctrinal issues are continuously raramed. For example,
U.S. Supreme Court currently considering presumptb patent-based
market power in context of tying arrangementsndis Tool Works v.
Independent Ink, No. 04-1329)

g. Current regulatory approach of OECD competitiamv authorities is not
necessarily the best approach for developing cmsnivhich tend to have lower
levels of enforcement capacity.

h. Developing countries may benefit from greatee o$ per se rules and other
positive prohibitions such as characterized EU catitipn and technology law
until 2004*

i. Developing countries are more likely to be pé&drechnology
importers than exporters

ii. Developing country markets are generally movsceptible to market
power concentration among dominant enterprisesdieaeloped country
markets

i. Competition law risk assessment should accoamthfese factors

5. Rules regarding anticompetitive aspects of palieansing are within the reasonable
potential subject matter scope of a SubstantiverfPataw Treaty. Such rules might take
a positive form, prescribing certain types of cartdor establishing presumptions
regarding certain types of conduct. Such rules tiigke a negative form, making clear
that governments are permitted to regulate antiebitiye licensing practices
notwithstanding positive obligations regarding tp@nt of patents. Such rules might
include illustrative list of potentially anticomjigte licensing practices.

® Reprinted in PUBLIC POLICY AND GLOBAL TECHNOLOGICIAINTEGRATION (eds. F. Abbott
& D. Gerber 1997)(Kluwer), at Appendix 2. See al¥éplfgang Fikentscher, The Draft International
Antitrust Code (DIAC) in the context of internatalrtechnological integration, id. at 211.

See elaboration in F. Abbott, supra note 2.
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a. The negotiating history of the GATT Uruguay Rowmnd subsequent efforts
within the WTO to establish mandatory positive cefifion rules suggest
obstacles to that approach in the context of SRtgotiations.

i. In TRIPS Agreement Art. 40, listing of anticontitige licensing
conditions is illustrative of subject matter thatynbe addressed, not
prohibited as mandatory positive obligation

ii. WTO Trade and Competition Working Group maniéek disagreement
on limited set of positive rules, with differendestween governments at
all levels of development.

b. Approaches to regulation of competition tendidoy over time within the same
jurisdiction as industrial policy considerationsfshThis may argue in favor of
preserving regulatory flexibility.

C. Industrial policy considerations of developed ateveloping countries with
respect to application of competition law to patdicensing may differ.
Developing countries at different stages of dewelept may also maintain
differing industrial policy interests.

d. A negative approach would permit maintenanceegiulatory flexibility. For
example:

“Nothing in this [SPLT] shall preveat hinder a member state from prescribing
or enforcing measures to address patent licensmgdittons or practices
determined to be anticompetitive. Such measureihwhay be preventive and
remedial, may be enforceable by private and goventraction, and may include
civil damages and criminal penalties.”

Note that the foregoing does not adsdlrpatent misuse in general because the
subject matter of this presentation concerns pdteahsing. However, it is
reasonable to assume that additional negative gioovishould be included in
SPLT to permit maintenance of regulatory flexigiliegarding patent abuse in
other contexts, such as abuse of patents by doimemderprises.

e. A combination approach might negatively presemgulatory flexibility and
positively list potentially anticompetitive praadig, along the lines of the WTO
TRIPS Agreement.

i. An SPLT provision might also address enhancedoreament
cooperation and capacity-building
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