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Introduction

From a broad sustainable development viewpoingllgdtual property (IP) might relate to a

number of aspects of a country’s social and ecoaahavelopment. Its impact can be felt in

industrial, health, education, nutrition, biodiviegysand cultural policies. In exploring the issues

relating to sustainable development and the impbrthanges that have taken place in the IP
landscape, we will focus on issues that are drayargjcular attention in major international for

and to developments that are taking place in wdhteade negotiations.

This paper will thus focus on understanding thenifitgance of the World Trade
Organization's (WTO) Agreement on Trade-related &dp of Intellectual Property Rights
(TRIPS), examine its main features and assessdlge im which it has altered the landscape of IP
relations. In doing so the paper explores the keyskues related to sustainable development,
with emphasis on trends and outstanding questiofisel international discourse. In this respect,
the issues related to access to knowledge, acoebgdlth and the relationship between the
international IP architecture and the protectiobiofiiversity and traditional knowledge (TK) has
occupied much of the attention of policymakers.sTpaper accordingly centres its inquiry on
these issues. We begin with a short introductionthen purpose and the main disciplines of
intellectual property rights (IPRs).

What are IPRs for?

Intellectual property rights are conceived as d tooreward innovators and creators for their
contributions to society, for a statutory periodiofe. They are intended to provide the necessary
incentives for the generation and disseminatioknofwvledge as well as to encourage the transfer
of technology. They cover a wide range of intetegladisciplines, namely:

« Patents, intended to protect and encourage newniive and industrially applicable
inventions;

e Utility models or petty patents, intended to prothe technical novelty of inventions
that usually do not reach the legal standards requior patents;
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Undisclosed information, protecting secrets of carsial value (e.g. technical
know-how, data of commercial value, test data);

Trademarks, protecting signs that distinguish gomdservices of one undertaking
from those of another undertaking;

Geographical indications (Gls), identifying a goad originating in a particular
territory, or a region or locality, where a giverualjity, reputation or other
characteristic of the good is essentially attriblgdo its geographic origin;

Copyrights, intended to protect original works af, ssuch as music, literature,
cinema and other expressions of creativity;

Industrial designs, protecting the appearancepbduct, the ornamental or aesthetic
aspect of a useful object. They may consist ofdhape, pattern, or colour of the
object;

Integrated circuits (chips), intended to protea thyout design (or topographies)
utilized in chips that are essential componentarig digital equipment, and have
been incorporated into a great variety of otheustdal objets, ranging from machine
tools to all kinds of household and consumer device

The legal rules covering these disciplines tendea@omplex and their economic, social
and environmental impact is diverse and often aliffito measure. The extent to which these
rules advance public policy objectives depends, goeat extent, on how international obligations
are implemented, and this is particularly the cafith respect to the attainment of sustainable
development goals. One of the purposes of thisrgag@ecisely to consider the main features of
the international IP architecture and its relatiopsvith sustainable development as it concerns
access to knowledge, access to health and biodixers

Organization of the study

The study, organized around five chapters, deaislynaith:

Intellectual property and the international tradgygtem including an analysis of the
TRIPS Agreement and the importance of recent bdateade agreements including
new standards of protection and the strengtherfiegforcement measures.

Access to knowledge and its relationship with threspnt state of play in IP
deliberations. Access and dissemination of knowdeddates to all IP disciplines but
discussions have centred mainly in the areas ehpgatind copyrights.

The relationship between IP protection, particylapatents and undisclosed
information, and access to medicines.

Genetic resources, biotechnological inventions @aditional knowledge and their
interfaces with IPRs.

Finally, chapter 5 summarizes our main conclusiamg findings particularly in the
context of the Latin American and Caribbean region.
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1. Intellectual property and the international
trading system

A. The agreement on trade related aspects of intellectual
property rights

The TRIPS Agreement constitutes a landmark in odugion of IP law. Before TRIPS, countries
could differentiate on the patentability of induestior technological sectors and choose whether
to protect processes and/or products. For exarbgléhe time the General Agreement on Trade
and Tariffs’'s Uruguay Round negotiations starte®8@), almost half of the patent laws
throughout the world excluded pharmaceutical préglfiiom patent protection. Switzerland, a
technologically advanced country, did not give fatbtection to pharmaceutical products until
1976. Medicines and food-related products were antbe sectors most frequently excluded
from patent protection prior to TRIPS.

In contrast to the dispersed nature of legal imsénts dealing with IP, the TRIPS
Agreement includes, in one single instrument, ladl major IP disciplines and sets minimum
standards of protection for them. These minimumddads are supplemented by the substantive
provisions of, among others, the perennial IP igsadf the 18 century — the Paris and Berne
Conventions — which are explicitly imported into [PFS.

Another major feature is the incorporation in thgrédement of disciplines related to the
enforcement of rights. WTO Members are obligedordy to recognize and protect those rights
but also to establish mechanisms that guarantgeugh administrative, civil and criminal
procedures, including border measures, the apptepmeans for the domestic enforcement of
those rights. Thus, the above-mentioned substanpn@visions of the Paris and Berne
Conventions are now subject to the enforcementipians demanded by TRIPS.

However, the most important consequence of TRIP®dsformal incorporation of IP
into the international trading system. This meanter alia, that the main foundations of the
system —national treatment and most favoured nateatment (MFN)— should apply to the IP
relations between Members.

The national treatment principle, already part &k tclassical IP conventions,
acknowledges the principle of non-discriminatiomi®en nationals and foreigners, in the sense
that WTO Members should accord foreign IP rightdeo a treatment similar to that accorded to
their own nationals. But, compared for exampleh® Paris Convention of 1883, the national
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treatment principle in TRIPS is expressed as “tneatt no less favourable” than that accorded to
own nationals, meaning that foreigners could berdedbetter treatment than locals.

The MFN principle is an important novelty in theokution of the international IP
architecture. MFN calls for non-discrimination byT® Members between different foreigners.
By this principle, which has very limited exceptipmationals of different countries should not be
treated differently over the protection of IP. Qngortant consequence of this principle is that
any advantage, favour, privilege or immunity granby a WTO Member to a national of any
other country — whether a WTO Member or not — im&diately and unconditionally extended to
the nationals of all other WTO Members. This proheiacquires particular relevance with the
rising importance of bilateral trade agreements.

Another major consequence of the full incorporatidériP into the international trading
system is the application of the WTO’s Dispute I8etent Understanding (DSU) to the TRIPS
Agreement (and also the substantive provisionk®ftaris, Berne and Rome conventions and the
Washington Treaty incorporated in TRIPS). The agapion of the DSU could justify measures of
commercial retaliation, including cross-retaliationthe event of non-compliance with TRIPS
obligations® This could be extended not only to violations loé tAgreement but also to cases
described in the WTO system as non-violation compktuations.

The TRIPS Agreement sets minimum standards for gguEhof IP covered by Part Il of
the Agreement, namely copyright and related riglitademarks, geographical indications,
industrial designs, patents, layout-designs ofgireted circuits and undisclosed informatfois
observed above, in the pre-TRIPS landscape cosrited the freedom to modulate the manner in
which protection was fashioned for each of the igtiglines. For example, they could exclude
certain fields of technology from patent protectammd determine the nature and duration of the
rights granted. Under TRIPS, countries are obligedccept at least these minimum standards,
but may adopt more extensive protection.

The Agreement at the same time provides for thediven of implementation of its
provisions, in the sense that Members are free dterchine the appropriate method of
incorporating its provisions into domestic law, hiit their own legal system and practice. This
reflects the notion that the Agreement recognizésxilfilities and discretion in the
implementation of its minimum standards. In thisitext, it is of note that the decision of the
WTO panel in the US Section 110(5) of US Copyrigbt (Home-style exemption) case refers to
the argument made by the United States in its ewitubmission concerning the freedom of
implementation in Article 1.1 of TRIPYIn its submission, the US stated:

“Article 1.1 of TRIPS also emphasizes flexibilignd provides that ‘Members shall be
free to determine the appropriate method of implging the provisions of this Agreement within
their own legal system and practic®.”

The acknowledgment that Article 1.1 “emphasizesilfiéity” is significant. The question
of flexibilities in the system has permeated thelaton of the TRIPS Agreement and has been
the main bone of contention among governments. fidashed a climax in discussions on the

See WTO case United States — Measures affectengriss-border supply of gambling and betting ses/iRecourse by Antigua

and Barbuda to Article 22.2 of the DSU. WT/DS285/p2 1, 22 June 2007, at http://www.wto.org/endtisttop_e/dispu_e/

cases_e/ds285_e.htm: “Pursuant to Article 22.2@fWTQO's Understanding on Rules and Proceduresr@ogethe Settlement

of Disputes (the “DSU”"), Antigua and Barbuda redsesuthorization from the DSB to suspend the apptio to the United

States of concessions and related obligations éfgAa and Barbuda under the General Agreement adeTm Services (the

“GATS") and the Agreement on Trade-Related Aspetistellectual Property Rights (the “TRIPS”)".

Part Il of TRIPS also deals with the control ofi@ompetitive practices in contractual licenses.

% United States — Section 110(5) of the US Copyriigtt, Report of the Panel, WT/DS160/R, 15 June®00).S. — Copyright
(Home-style Exemption)”), at para. 6.189 note 167.

4 Ibid. Annex 2.1, First Written Submission of theitéd States, 26 October 1999, para. 21.
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relationship between public health and IPRs thattéethe adoption of the Doha Declaration on
TRIPS and Public Health in 2081Contention over this issue remains, as discuseatief
below.

a) Exhaustion of rights and parallel trade

The doctrine of exhaustion addresses the issue hanvithe IPR holder's control over the
distribution of a specific good ceases. This teation of control is critical to the functioning of
any market economy because it permits the fresfieanf goods. The basic idea is that once the
right holder has been able to obtain an econontizndrom the first sale or placing a good on
the market, the purchaser or transferee of the ¢oaohtitled to use and dispose of it without
further restriction. Without an exhaustion doctritiee original IPR holder would perpetually
exercise control over the sale, transfer or use gbod or service embodying an IPR, and would
control its economic life. From the standpoint leé international trading system, the focus of the
exhaustion question is whether it operates oniamef regional or international basis.

A country may choose to recognize that the exhawigif an IPR occurs when a good is
first sold or marketed anywhere outside its owrdbos (international exhaustion). If exhaustion
occurs when a good or service is first sold or mgatt outside a country, the IPR holder within
the country may not oppose a given importationhenbtasis of its IPR. The importation of a good
for which exhaustion of an IPR has occurred abrzadommonly referred to as “parallel
importation”, and the goods subject to such trade ammonly referred to as “grey market
goods”. On the other hand, countries may opt foatonal exhaustion regime, whereby a right
holder will be able to prevent an importation ofegitimate good if it was streamed into the
channels of commerce outside the national territ@guntries that are members of a regional
economic group might choose a regional exhaustginte, as is the case of the members of the
European Union (EU), whereby the rights will be ax$ted if the goods are sold anywhere
within that region.

Exhaustion was one of the most difficult issues thi@gse during the negotiation of
TRIPS (Gervais, 1998). The sole compromise wasdhah WTO Member would be entitled to
adopt its own exhaustion policy and rules. Thiseagrent was framed in Article 6, precluding
anything in TRIPS from being used to address theaestion of rights in dispute settlement,
subject to the TRIPS provisions on national and M&Bhtment. This understanding was
reaffirmed in the Doha Declaration on TRIPS andliedhealth, which stated that in recognizing
the flexibilities built into the Agreement, each WTMember is free to establish its own regime
on exhaustion of IPRs (UNCTAD-ICTSD Resource BaQ5; Watal, 2001).

b) The substantive minimum standards particularly with respect to
patents

As detailed above, a major feature of the TRIPSeAgrent is the establishment of minimum
standards of IP protection. This fundamental asp&diRIPS differentiates it from previous IP
conventions, in the sense that all WTO Membershaut differentiation, are obliged to
implement and comply with these minimum standandstheir national legislation. The
Agreement, however, recognizes, through transitioaaangements, some differentiation
between categories of countries (i.e. developedtot@s, economies in transition to a free
enterprise economic system, developing countriek laast developed countries). The last of
these transitional periods expired as of 1 Jan@afp for all countries. However, subsequent

® See WTO document WT/MIN(01)/DEG/2 20 November 2001 at http://www.wto.org/englisbitho_e/minist_e/min01_e/minde
cl _trips_e.htm.
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WTO decisions have waived the obligation of TRIR®lementation for the least developed
countries (LDCs) until June 2013, in general, aagla consequence of the Doha Declaration,
until January 2016 for pharmaceutical products.

Therefore, the Agreement signified a major cultgra@nge in the international IP system.
It raised levels of protection in almost all are&$P to unprecedented levels, with respect to new
rights, the scope of protected subject matter, 2evfprotection, enforcement and international
dispute settlement procedures. However, TRIPS lafsaconsiderable room for manoeuvre by
providing certain flexibilities.

The flexibilities in TRIPS may take different formEhe Agreement, for example, does
not define many of the terms in its provisionspaihg each WTO member to define the meaning
of these terms to the extent that they may evep teetlefine what the scope of a specific right
will be or which matter will qualify for protectiomAnother kind of flexibility is given by the
provisions in the TRIPS objectives (Article 7) grthciples (Article 8), which are very useful for
interpretation of the whole Agreement. As we hagens an additional flexibility in the form of
transitional implementation periods was given toad@ping and least-developed countries.
Finally, the most common and probably the most irfgyd form of flexibility in TRIPS is that of
limitations and exceptions to the rights granted.

Among the substantive minimum standards for alegaties of IP covered by the
Agreement, probably the most far-reaching changasght about by TRIPS concern patents and
undisclosed information. In all the other areaseted by the Agreement, TRIPS fundamentally
imported and expanded the main standards covereddsl in pre-existing World Intellectual
Property Organization (WIPO)-administered treaties.

With respect to patent protection, the Agreememuintes a number of important
obligations for Member countries that limit theikdgtive freedom they enjoyed prior to TRIPS.

(i) Patents available in all fields of technology

According to TRIPS, patents shall be availableafioy inventions, whether products or processes,
in all fields of technology, provided that they arew, involve an inventive step and are capable
of industrial applicatioi. The Agreement also underlines that patents stalhvmilable and
patent rights exercised without discrimination@she place of invention, the field of technology
and whether products are imported or locally preduc

Whilst stating this principle of non-discriminatiomith respect to the patentability of
inventions in all fields of technology, the Agreathieaves WTO Members the flexibility, within
the broad parameters of the provisions of TRIPS;haracterize what an invention is for the
purpose of granting a patent. This is, in a watlr manifestation of the flexibilities referred
to above. There have been efforts to further haimeanternational standards in this area, such as
the negotiations in WIPO on a Substantive Patemt Teeaty (SPLT) to which we refer below.
An example of the use of this flexibility is thedian Patent Law of 2005, which defines or
excludes a number of acts from the notion of inest’

For these purposes the terms “inventive step” arapdble of industrial application” may be deemedabWember to be

synonymous with the terms “non-obvious” and “uskfaspectively.

See Amir (2007). The relevant section of thedndaw provides: Section 3: The following are matentions within the meaning
of this Act, (d): “the mere discovery of a new fooha known substance which does not result iretitancement of the known
efficacy of that substance or the mere discovergryf new property or new use for a known substanc# the mere use of a
known process, machine or apparatus unless suahinkpmcess results in a new product or employsadtione new reactant
“Explanation: For the purpose of this clause satgers, polymorphs, pure form, particle size, im@nmixtures of isomers,
complexes, combinations and other derivatives awkn substance shall be considered to be the sabwtasice unless they
differ significantly in properties with regard téfieacy.”

10
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The TRIPS Agreement, at the same time, establigiee®ral rules on the type of
exclusions countries can make to the patentalafitpventions:

“Members may exclude from patentability inventiorieg prevention within their
territory of the commercial exploitation of whichriecessary to protect ordre public or morality,
including to protect human, animal or plant life bealth or to avoid serious prejudice to the
environment, provided that such exclusion is nodenanerely because the exploitation is
prohibited by their law. (Article 27.2)

Members may also exclude from patentability: diefico therapeutic and surgical
methods for the treatment of humans or animaldglerp7.3(a))”".

Notably, from a sustainable development perspective reference made here to “the
environment” is the sole mention of this concepthim Agreement. There is no clear indication in
the legislative history of the Agreement as to hbwas incorporated in the text. No reference to
the “environment” was made in the earlier negatgtiexts until its incorporation in the Dunkel
draft (1991) that was the basis of the final agrextl National laws have incorporated this type
of exclusion to patentability in the implementatiafiT RIPS®

A subsequent standard regarding exclusions froengalbility is the provision in Article
27.3(b) dealing with biotechnological inventionscluding genetic resources, and plant variety
protection. We deal with this matter in Chapter 4.

In brief, Article 27 of TRIPS adds to the argumemade above that TRIPS radically
departed from the system prevailing prior to 198%ere countries could exclude industrial
sectors that, for social or economic consideratiargse not considered fit for patentability. That
was the common practice with respect to produdsger to medicines and food.

(ii) Rights and exceptions

Another major feature of the Agreement is thatravides for an exhaustive description of the
exclusive rights conferred by a patent. These deelilne right to prevent third parties, who do not
have the right holder's consent, from the actsnedking, using, offering for sale, selling, or
importing for these purposes, the product (in secof a product patent) or the product obtained
directly by that process (in the case of a progegent). The Agreement adds that the term of
protection shall not end before the expiration peaod of 20 years counted from the filing date.
The national practices prior to TRIPS varied widme countries recognizing a 20 year patent
term and others, such as India, differentiatingtéren according to sectors. We will see below
that in recent free trade agreements (FTAS) thge2d term may be extended further to take into
account delays in the administrative grant of semlabr delays resulting from the marketing
approval process of a pharmaceutical product @ganchemical product.

The exclusive rights conferred to the patent hotdernot unqualified. Under most patent
laws, such rights may not be exercised with redgar@ertain acts considered legitimate, for
example in relation to non-commercial acts (e.gvape use or scientific research) or for
regulatory purposes (e.g. “Bolar exception”). Thiseans that under certain specified
circumstances, there may be exceptions to the sixeluights. In general, the Agreement limits
the establishment of such exceptions to those“tmnot unreasonably conflict with a normal

Source: Indian Patent Office at http://www.patéiite.nic.in/ipr/patent/patents.htm. The Swiss fifdovartis has brought a
major case of TRIPS compliance against the Indiavegnment challenging the use of this flexibilitgee http://www.ip-
watch.org/weblog/index.php?p=657&res=1280_ff.

For instance, see Article 10(IX) and Article 18 Rrazil's Industrial Property Law - Law N° 9.278f May 14, 1996 at
http://www.sice.oas.org/int_prop/nat_leg/Brazil/ENG279eA.asp#nonpat; and Article 37 of Chile’s Iettial Property Law —
Ley 19.039 at http://www.bcn.cl/leyes/pdf/actuatia&50708.pdf.

11
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exploitation of the patent and do not unreasonplbjudice the legitimate interests of the patent
owner, taking account of the legitimate interedtthd parties” (Article 30).

Article 30 of TRIPS was the subject of close exation in the WTO case Canada
Patent Protection of Pharmaceutical ProdUdtse case was brought against Canada by the EU,
guestioning the regulatory review exception (“Bataception”) provided for in Canadian patent
law. The Bolar exception in Canada'’s case recognizat acts by a third party (generic industry)
related to the development and submission of infion required under the law regulating the
manufacture, use or sale of any product, was ndabfaimgement of the patent. The exception,
under Canadian law, was also extended to the stoukpof products intended for sale
immediately after the expiration of the patent. TR O panel, effectively constructing the
boundaries of the Article 30 exceptions to patefdand that the stockpiling provision in the
Canadian law was inconsistent with international, laut also stated that the exception contained
in Canadian law related to testing was “limitedthim the meaning of Article 30:

“The exception is ‘limited’ because of the narrogope of its curtailment of Article 28.1
rights. As long as the exception is confined todceh needed to comply with the requirements of
the regulatory approval process, the extent ofabes unauthorized by the right holder that are
permitted by it will be small and narrowly bound&ten though regulatory approval processes
may require substantial amounts of test productmmlemonstrate reliable manufacturing, the
patent owner’s rights themselves are not impaireg &urther by the size of such production
runs, as long as they are solely for regulatory gmges and no commercial use is made of

resulting final products™®

In brief, the Agreement defines the scope of thbts covered by the patent. Those rights
could be limited under the conditions set in Adid0 of TRIPS and also by the system of
compulsory licensing as follows.

(iii) Compulsory licensing

An important limitation to the exclusive rights thie patent holder relates to the authorization by
governments of non-voluntary uses to third parieesnmonly known as compulsory licensing).
In this context, the Agreement sets up conditionmodalities in case countries allow for other
use of the subject matter of a patent without thteaization of the right holder, including use by
the government or third parties authorized by theegnment. The Agreement does not provide
for a straightforward recognition of these useg, dzknowledges that Members allowing such
licenses in their domestic legislation should complth a number of conditions. Compulsory
licenses are not a novelty in the IP system. Thegevintroduced to the Paris Convention in the
Review Conference of 1925. However, a new featar@ RIPS is the specific conditions that
govern the granting of a compulsory license.

The main conditions set in TRIPS are:
* The consideration on a case-by-case basis of tidnal merits of the request;

* The need for the proposed user to have negotia&dbopsly with the right holder on
reasonable commercial terms and conditions focen$ie to use the invention. This
requirement may be waived in the case of a naticgraergency or other
circumstances of extreme urgency or in cases digunbn-commercial use;

® See WTO Case ref. WT/DS114/R, 17 March 2000.
1 |bid, para. 7.45

12
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» That the scope and duration of such use shallnbi¢elil to the purpose for which it
was authorized;

* That such use shall be non-exclusive;

* That any such use shall be authorized predomindotlyhe supply of the domestic
market of the Member authorizing such use;

« That authorization for such use shall be termindtexhd when the circumstances
that led to it cease to exist and are unlikelyetour;

e That the right holder shall be paid adequate rematio® in the circumstances of
each case, taking into account the economic vdltleecauthorization;

» That the legal validity of any decision relatingthe authorization of such use and to
any decision relating to the remuneration shalsbigiect to judicial review or other
independent review by a distinct higher authomityhiat Member.

An interesting practical example of the compulsdigensing system related to
biotechnological inventions is provided by the Eapgan Directive (98/44/EC) to which we refer
in subsequent sections of this paper. The Diregregides for compulsory licensing to facilitate
the acquisition or exploitation of a plant varietithout infringing a prior patent and, conversely,
to facilitate the exploitation of a patent withdafringing a prior plant variety right. In these
circumstances, the breeder or the holder of a paterterning a biotechnological invention may
apply for a compulsory license, for a non-exclusige of the patent or of the plant variety. In
both cases, the Directive provides for a crossieeo the other party.

We return to compulsory licensing in chapter 3.

B. The bilateral trade agreements

A major new development in the IP landscape hasnb#® emergence of a new
generation of bilateral free trade agreements thatude comprehensive and robust
chapters covering IP disciplines. While the maim aif FTAs is increased market access,
these agreements contain a number of trade-rekagualations, including, besides IPRs,
rules on investment, services and government peonent. These agreements adopt
different names. For the sake of convenience werréd these bilateral, trilateral or
regional trade agreements collectively as FTAs. TRebligations in these agreements
are notable for expanding the minimum standardgrotection and enforcement beyond
that which is laid out in the TRIPS Agreement. Trhain driving force behind this trend
has been the US. But the EU and the European FrageTAssociation (EFTA) have also
been active in negotiating trade agreements witfexint emphases on IP issues. The EU
has recently become more active in this area bydhing negotiations on Economic
Partnership Agreements (EPAs) — that include IRdss— with six regional groupings of
the African, Caribbean and Pacific (ACP) statesn{8aCruz, 2007). Table 1 lists the
various FTAs negotiated or currently under negadiathat involve Latin American and
Caribbean countries.
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TABLE 1
FREE TRADE AGREEMENTSINVOLVING LATIN AMERICAN AND CARIBBEAN
COUNTRIES?
Country Negotiated Under Negotiation
US with - 1992: NAFTA (Canada and Mexico) - Free Trade Agreement
- 2003: Chile of the Americas (FTAA);
- 2005: (CAFTA-DR) Central America and Dominican | Ecuador;

Republic
- 2006: Peru; Colombia
-2007: Panama

EU with - 1997: Mexico - Andean Community
-2000: ACP Countries — Cotonou Agreement Central America;
- 2002: Chile Mercosuf
- ACP countries
EFTA® with - 2000: Mexico
- 2003: Chile
Canada with - 1992: NAFTA (Mexico and US)
- 1996: Chile
- 2001: Costa Rica
Republic of Korea with -2005: Chile - Canada
Japan with - 2005: Mexico
- 2007: Chile-
Taiwan with - 2005: Panama

Sources: www.ustr.gov; http://ec.europa.eu/commiéfiasues/bilateral/index_en.htm; http://secretafia.int;
www.bilaterals.org.

& Dates refer in general to the year that the rdésgeagreement was signed

b Bolivia, Colombia, Ecuador, Peru

¢ Argentina, Brazil, Paraguay, Uruguay

4 Norway, Lichtenstein, Iceland, Switzerland

While most developing countries are still strugglto implement the minimum standards
detailed in the TRIPS Agreement, these FTAs pogmitant challenges. Civil society groups
have expressed concerns that the TRIPS-plus poogistontained in these agreements raise
significant obstacles, particularly with respecthe use of flexibilities in the implementation of
these agreements (Oxfam, 2007). It should be nttetithese TRIPS-plus provisions do not
contravene the Agreement since they legitimateifjdban its minimum standards. We return to
the relevance and implications of the FTAs in Ifgyomaking in the subsequent chapters of this
paper.

The developments outlined above are reinforced Hey dear determination of more
advanced countries to move forward their strateietrengthen the monitoring of the ways and
methods used by countries, particularly develomngs, to implement their commitments and
enforce IPRs at the domestic level. The US and Ehk have stated this in plain and
straightforward language, expressing their intertiring these matters under the consideration of
the WTO Council for TRIPS, whilst persisting in ihenilateral measures to identify and
publicize specific countries that in their view aret fully compliant with their international
obligations (Roffe, 2007). The importance of thigle of the debate on IP issues was highlighted
in the Declaration of the G8 Summit held in Heiligamm, Germany on 7 June 2067.

1 Available at http://www.g-8.de/Webs/G8/EN/G8SumgitmmitDocuments/summit-documents.html.
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2. Access to knowledge

Historically, IP systems have been constructed raddhe notion that there is a need for state
intervention in securing and rewarding innovatand areators for their contributions to society
and for the knowledge that is being created. Spqgmbspers, culturally and economically,

through innovation and the creation of new ideakis Tconcept is well expressed in the
Constitution of the United States:

“The Congress shall have the power to promote tragfess of Science and useful Arts,
by securing for limited Times to Authors and Ineesitthe exclusive Right to their respective
Writings and Discoveries*

In attempting to survey some of the major issuesirad access to knowledge, this
chapter begins with some general consideratiorie #se role and rationale of the IP system. It
follows with observations on the relationship begwéoreign direct investment (FDI), transfer of
technology and IPRs. It deals next with what werati@rize as the checks and balances of the
system to ensure that IP protection reinforcegotstribution to knowledge dissemination. The
chapter also considers issues that have ariseredant FTAs that might affect access to
knowledge, particularly with respect to copyridhinally, it reviews some positive developments
in WIPO around the notion of a development agemahis relation with deliberations on access
to knowledge.

A.  Access to knowledge at the centre of the IP system

It is implicit that the exclusive rights granted @athors and innovators should also encourage
future authors and innovators to use those corioisl to further technological and cultural
progress. Thus, access to knowledge is at theecehtthe IP system. This was well captured in
the TRIPS Agreement under its objectives and pplaesi

“Intellectual property rights should contribute tthe promotion of technological
innovation and to the transfer and disseminationtexfhnology, to the mutual advantage of

12 Us Constitution, Article 1, Section 8, Clause 8.

15



ECLAC - Project documents Collection Intellectuedfferty Rightsand Sustainable Development: ...

producers and users of technological knowledge ané manner conducive to social and

economic welfare, and to a balance of rights anligations”.*®

According, then, to the TRIPS Agreement, the chartbat have taken place in recent
years should contribute to the dissemination ofWkedge and to improved forms of transfer of
technology. In view of their recent implementatidngould be too early to assess this aspect of
the impact of TRIPS and TRIPS-plus treaties. Fostnaeveloping countries TRIPS entered into
force in January 2000, since in a number of caegsslative reforms, particularly in Latin
America, preceded that date. Furthermore, FTAsaamew vintage and the implementation
process has only recently started; some counta®e Bigned but not yet implemented FTAs,
such as Costa Rica, which at the time of writing hat yet ratified the Dominican Republic and
Central America Free Trade Agreement (DR-CAFTA &FTA-DR) with the US. But, even in
this case, Costa Rica has already amended itgiReen line with TRIPS compliance.

Access and dissemination of knowledge then, coelddnsidered as ttggiid pro quoof
granting monopoly rights. However, some have raisedcerns as to whether the bargain
between society at large (benefiting from the kremge produced and disseminated by IP) and
the right holders (benefiting from their time-limtt monopoly) is indeed being fulfilled.
Although, the issue of access to knowledge is prtageall areas of IP, there seems to be a more
articulated debate in the area of copyright. Buhidying feature of all the arguments in favour of
access to knowledge is the fact that overreachgigs could have adverse consequences in
different areas of society, thus obstructing sodeaVelopment. More recently, civil society
groups, via the A2K (Access to Knowledge) movemduatve related access to knowledge to
principles of justice, freedom and economic deveiept**

Certain societal actors are highly dependent oesscto knowledge goods. Hence, the
activities of, among others, researchers, libragdsicational institutions, people with disabibtie
publishers and media rely heavily on a robust publdomain and on clear exceptions and
limitations to rights. Overreaching rights and eatses by right holders may defeat the whole
purpose of IP of providing incentives for creagvaind innovation to further the progress of
society, by impeding the use of legitimate exceygtiand limitations and delaying the entry of
works and inventions into the public domain. Licesignd contracts are often used to restrict the
use of exceptions and limitations, and, as we wdke below, digital locks (known as
technological protection measures or TPMs), althougeful to protect works, may also have
unintended consequences for the use of legitimateptions and limitations and works in the
public domain.

For instance, the existing IP system, including TRIPS Agreement, is based on the
assumption that the given state will recognizeatentights for authors and inventors for a certain
period of time, after which the works and invensamill fall into the public domain. Some have
raised concerns as to whether the terms of protecire too long, and, moreover, whether
subsequent extensions of the terms of protectitimreunilaterally or through trade agreements,
beyond the minimum required by TRIPS may have are@@ effect on the enrichment of the
public domain.

In addition to concerns over such extension peosgr problems relate to the implicit
encouragement in the TRIPS Agreement of upward baization of the terms of protection of
copyright, as this issue is subject to reciprdtilystead of the general rule of national treatment.

3 TRIPS, Atticle 7.

4 “The Access to Knowledge movement (also knowrAaK) is a loose collection of civil society groupsovernments, and
individuals converging on the idea that accessntmatedge should be linked to fundamental princiglefustice, freedom, and
economic development”. See http://en.wikipediawikj/Access_to_Knowledge_movement.

5 Berne, Article 7.8.
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In other words, the Agreemeptovides that the “term shall be governed by #dwgslation of the
country where protection is claimed; however, usldse legislation of that country provides
otherwise, the term shall not exceed the term fikedhe country of origin of the work™.
Normally, as in mostly every other TRIPS (and Beéripeovision, a right holder would
uncongi}ionally get the same treatment as the nalsoof the country where the protection is
sought.

Finally, the extension of the terms of copyrighte@oworks that are already copyrighted,
contradicting the argument that copyrights are igo encourage creativity As we will see,
in the case of patents there is already a tremteinding the terms of protection when there have
been delays in the granting of the patent, andalsn there have been delays in the process of
granting marketing approval for pharmaceutical pits.

Additionally, the system is based on the premisa tertain things may never be
protected because the burden on society would behéavy. The contours of protection are
defined by the scope of protection, protected subjeatter and rights granted. Therefore,
according to TRIPS (the scope of) copyright “steltend to expressions and not to ideas,
procedures, methods of operation or mathematicateqats as such?®. In the case of patents,
certain requirements of novelty, inventive stepd ardustrial applicability must be fulfilled in
order to get the statutory 20 years of protectlanthe case of trademarks, certain words may
never be trademarked (generic terms), while desegigerms may not be protected, unless a
secondary meaning can be proven. Otherwise, thertrark holder would impede its competitors
to use the only term to designate their productsthe case of the protection of undisclosed
information, WTO Members have decided to protectaie investments on pharmaceutical and
agricultural chemical products, but only if a “calesable effort” has been made.

Regarding patents specifically, there are casesrewliee patent holder does not
sufficiently disclose the invention in the patemplcation (i.e. it cannot be carried out by a
person skilled in the art), effectively not allogiothers to put the invention into practice and to
benefit from that knowledg®. There are also cases where patent holders acaensaeeral 20
year terms of protection for different aspects obiagle product. This practice, known as
“evergreening”, is often seen in the pharmaceutradlistry.

Besides some criticism for too-broad and overrearhiPRs, the more positive view of
the IP system from the perspective of access tavlatlye is that IPRs may contribute, or may be
used, in a more pro-competitive manner and withidea that sharing knowledge will lead to
more creation and innovation. The open source mewmgmCreative Commons licenses,
collaborative projects such as Wikipe&iand the use of compulsory licenses are manifestti
of this idea. Its most extreme expression coulthieecopyleft movement, by which authors give
up their copyright so that their works fall autoroally into the public domaif?:

6 Indeed, this was one of the major arguments madaviour of extending the terms of copyrights ie thS. See Senate Report
104-315, p.3 at http://frwebgate.access.gpo.godoggetdoc.cgi?dbname=104_cong_reports&docid=t5rB04.pdf.

7 Among the reasons given in the US to increaseetiveof protection from life of the author plusyirs to life of the author plus 70 years,
was the fact that some European Union countriealrestly extended the term to life of the authas gD years without automatically
extending them to foreigners. Therefore, the effecicreasing the term in the US would be thatiutBors would gain the same protection as
European author in Europe. See http://thomas.ldcgjbin/cpquery/R?cp104:FLD010:@1(sr315).

18 Berne, Article 18.4.

1 TRIPS, Article 9.2.

2 See European Patent Office, Guidelines for PatemmiBation, Rules 4.9. and 4.11 at http://legigolEiSPACEDVD/legal_texts/

gui_lines/e/c_ii_4_9.htm.

http://www.wikipedia.org/.

http://www.gnu.org/copyleft/.
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B. Measuring access to knowledge through patent applications,
FDI and licensing of technology

One salient feature of recent IP developmentsdsetttraordinary rise in the number of patent
applications throughout the world. According to \@IBtatistics> between 2001 and 2004 patent
applications averaged 1.5 million per year, comgpdoel million in 1987, the year in which the
Uruguay Round was launched. However, more than 8D%e applications are made in Japan,
the US, the Republic of Korea, China, the EuropBatent Office and Germany. Brazil, the
largest recipient of patent applications in Latiméyica and the Caribbean, had fewer than 7000
applications in 2004. Latin American and the Cagdob countries receive, altogether, around 5%
of the patent applications made in the world. st be stressed that most of these applications
are from non-residents, mostly from the US, whiepresents one third of total non-resident
applications. In terms of patents actually grantbeé, region represents fewer than 2% of the
patents granted annually around the world. At Hreestime, the number of applications made by
Latin American and Caribbean nationals in the UgmaOffice is less than 1% of the total.
Thus, in global terms the region is a marginal elayith respect to patent applications, both as
recipient and as applicant in foreign countries.

With all the necessary caveats, the size of thaperels could be indicative of the
dissemination of knowledge factor, bearing in miticht patents might contain important
technical information than could be used to un@ethe state of the art in particular fields and
to produce new innovations based on the techmdalrhation contained in patent applications.

A factor contributing to the rise of patent applioas, including in the Latin American
and Caribbean regions, relates to the strengtheriiiig regimes as evidenced since the launch of
the Uruguay Round. This should in theory be a doutiing factor to improving the dissemination
of knowledge and the transfer of technology. Howegtrds requires further examination.

Relating to the access of knowledge factor, an raggu often made in favour of
advanced and strengthened IP regimes is that tbhejdvimprove the foreign investment climate
and thus attract more and quality FDI, contributingther to the transfer of advanced
technologies generally controlled by transnatioc@iporations. In the case of Latin America,
according to the United Nations Conference on TextkeDevelopment (UNCTAD):

Following four years of continuous decline, FDIvi® to Latin America and the
Caribbean registered a significant upsurge in 20€dching $68 billion — 44% above the level
attained in 2003... Brazil and Mexico were the latgeipients...Together with Chile and
Argentina they accounted for two-thirds of all Fibws into the region in 20042

Figures for 2005 confirm the steadiness of FDI filoand their concentration in a few
countries. It is interesting to note that the cadestof origin of those flows are mainly the US,
France, the Netherlands and Spain. With the exaejpti Spain, the others countries are the main
origin of patenting by non-residents in the region.

The available literature is ambivalent on the rdleplays as a factor in FDI. There is
some consensus that IP protection plays a positiMein the context of a broader package of
policies and incentives. Isolated from other poliogtruments, its role is not so obvious. It is
often mentioned that on paper a number of Africamntries provide a high level of IP
protection, although their enforcement mechanisnghirbe weak. Africa in general does not
receive significant flows of FDI or transfer of bkemlogy, which reinforces the view that

3 http://www.wipo.int/ipstats/en/.

2 UNCTAD (2005) World Investment Report
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strengthening IP is not sufficient for these pugsodt is commonly observed that flows of FDI
are not necessarily targeted to countries withngtii® systems (China might be a case in point),
but that there are other factors that determinegtientity and quality of such flows. FDI flows
depend on factors such as costs, size of the markesaction costs and other factors, such as the
local situation in the place of the investment.

The literature also observes that IP protectionhinize important as a factor for FDI in
specific industries which are more sensitive t@iBtection and where imitation and copying is
less complex, as in the pharmaceutical and chensigetior. Moreover, the IP harmonization
process could also make FDI less attractive condpsodicensing that could become a more
efficient and secure scheme for the transfer dirtelogy. At the same time, it is also observed
that the convergence of IP systems through thiswbiaization process, initiated by TRIPS, could
entail that IP as a factor for the localizationFddl and for the transfer of technology could
become less relevant. This geographical expandidR would allow the transnational firm to
serve a particular market via exports and with@aaessarily a local presence (Maskus, 2004).

In general, scholars are of the view that theaeesare still uncharted waters:

“Economic analysis has come up short of providinthex theoretical or empirical
grounds for assessing the overall effect of intéliel property law on economic welfare...
[E]lxpanding intellectual property rights can actbalreduce the amount of new intellectual
property that is created by raising the creatorapit costs, since a major input into new
intellectual property is such existing property.isTts true in both the patent and copyright areas
and makes us sceptical about proposals to enlargpdiéctual property rights in those areas. Any
further enlargement would increase access and #etien costs and could at the same time
weaken rather than strengthen the incentives tatereew intellectual property’L@ndes &
Posner, 2003)

The strengthening of IP should have contributettaasfer of technology via licensing
agreements, as suggested above. One way of meafusrcould be the nature of the payments
made for concepts such as royalties for patergdeinarks, industrial know-how and copyright.
Based on data provided by th#S Bureau of Economic Analysian important rise can be
perceived in the payments made to the US in regeats. Since 1986, the year the Uruguay
Round was launched, those payments have riseolsiX@¢AF, 2005).

This increase in royalty payments could have pasitind negative interpretations from
the viewpoint of access to knowledge and the teansf technology. On the positive side, it
might reflect a tendency to an expansion in thesfier of technology to the region in the sense
that more payments could mean new technology tctiosa, influenced by the changes made
recently in the IP regimens of the region. Howettdis phenomenon has occurred mainly within
firms, namely between parent and subsidiaries @ss between independent firfisThe
counterargument here could be that the strengtpenfinP rights has made technology more
expensive and difficult to access. This would rieafthe argument made by some that the TRIPS
Agreement and the TRIPS-Plus process would resultiinet transfer of resources from
developing countries to the technologically mostaated countries, such as Germany, the US
and FranceNCTAD-ICTSD, 2003)

% See Branstetter.
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C. Checks and balances: flexibilities, exceptions and
limitations

Access to knowledge could also be tested by thessary checks and balances that an IP
system should have. In this respect, a common fafmimitating and upgrading
technological skills has been reverse engineerMgny firms and countries employed
this technique to industrialize. In the pre-TRIP@,ewhen the IP system was laxer and
more flexible, reverse engineering was easier toieae. With stronger IP regimes and
better modes of enforcement, reverse engineerirg become more difficult but not
unattainable under the aegis of the new internatid® architecture.

The expansion of the IP system to new frontiersyecimg new subject matter,
could also impinge upon the public domain, i.e.htemlogies or knowledge not covered
by IPRs or whose protection has expired and whiltherefore available to interested
parties, thus making access to knowledge morealifti

Linked to this question is the whole issue of flakties in the implementation of
national IP regimes. The starting point here istthRIPS —and even more so the new
generation of FTAs— has limited countries’ abilitpy exercise such flexibilities.
Flexibilities are mainly expressed in the form ofceptions or limitations that can be
formulated in national laws. Exceptions and limibats can take a number of forms. For
example, in the case of copyright, limitations anateptions could include those related
to the promotion of competition in a given technplao permit interoperability, so that
two or more systems can interact (e.g. a compuiactioning with software from other
companies) or to the efforts of educational ingitdns to utilize the most effective
technological means to communicate with and trairdents (Okediji, 2004). In the case
of patents (as well as in all categories of IP)pital exceptions might include the
treatment of the exhaustion of rights (see disaussin Chapter 1 above) and the
regulatory exception in the case of pharmaceutpralducts to allow for the marketing
approval of generics before the expiration of aepatin order that it can reach the
market without delay upon expiration of the patefuhother exception commonly used,
particularly in developed countries, relates to exmental and scientific use (Garrison,
2006).

The TRIPS Agreement sets general parameters aketauge of exceptions. For
instance, Article 30 states that:

“Members may provide limited exceptions to the agole rights conferred by a
patent, provided that such exceptions do not urwaably conflict with a normal
exploitation of the patent and do not unreasonapigjudice the legitimate interests of
the patent owner, taking account of the legitimiaterests of third parties”.

As we have seen a common limitation to the excleisights conferred by a patent
is the possibility of using the patent without tphatent holder’s authorization in certain
events and under conditions established in natioegimes. These are commonly known
as compulsory licenses permitted under TRIPS, gesttto which we return in the next
chapter.
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D. The FTAs and the issue of circumvention of technological
measures: their potential impacts on access to knowledge

As noted, the FTAs deepen the process of harmamizatarted in TRIPS and therefore limit
further the use of flexibilities. This is particdlarelevant in the field of copyright where the
FTAs provide for strict rules against the circuntem of technological protection measures
(TPMs) used by authors, performers and the productmphonograms to protect their works,
performances and phonograms protected by copyaightelated rights.

The provisions on TPMs go beyond the WIPO Interineaties of 1996 (the WIPO
Copyright Treaty and the WIPO Performances and &fyams Treaty), which state only that
parties “shall provide adequate legal protectiod i@gal remedies” against the circumvention of
TPMs, leaving it to each Party to decide the wawhich it will implement the provisions and
whether it will apply civil and/or criminal sanctis to infringers.

The FTAs, in general, contain detailed rules aimeproviding adequate legal protection
and effective legal remedies to fight against theumvention of effective technological
measure£ In a key provision of the CAFTA-DR Agreement, Restare committed to provide
that any person who:

“(i) circumvents without authority any effectivechmological measure that controls
access to a protected work, performance, phonograather subject matter;

(i) manufactures, imports, distributes, offersthe public, provides, or otherwise traffic
in devices, products, or components, or offerhigopublic or provides services, that:

a) are promoted, advertised, or marketed for the psepof circumvention of any
effective technological measure; or

b) have only a limited commercially significant purposr use other than to
circumvent any effective technological measure; or

c) are primarily designed, produced, or performed floe purpose of enabling or
facilitating the circumvention of any effective Haological measure, shall be
liable... Each Party shall provide for criminal prat&es and penalties to be
applied when any person, other than a non-profitdiy, archive, educational
institution, or public non-commercial broadcastiremtity, is found to have
engaged wilfully and for purposes of commercialeadage or private financial
gain in any of the foregoing activities (Article.2% (a)).”

The terminology of the TPM provisions found in th€As draw from the controversial
US Digital Millennium Copyright Act (DMCAY, which was “nominally intended to bring US
law into compliance with the 1996 WIPO Treatiescopyright and the Internet, but in fact went
well beyond what those treaties required”’( Lemleglg2000).

These strong provisions make it a civil and crirhioffence to tamper with embedded
anti-piracy measures that control access to wonksphonograms. They also provide for civil
liability, and, when done wilfully and for prohikbii commercial purposes, criminal liability for
the manufacture, import, distribution, sale or atof devices, products or components that serve

% “Effective technological measure means any techgyldevice, or component that, in the normal coofses operation, controls
access to a work, performance, phonogram, or dmr grotected material, or that protects any cgpyror any rights related to
copyright, and cannot, in the usual case, be civeumted accidentally.” Article 17.7.5 (f), FTA US-iBh

2 U.S.C.Title 17 § 1201
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the purpose of circumventing TPMs that control ascand the exclusive rights in a work or
phonogrant?

Critics of the TPM provisions of the DMCA argue tfiaey impede lawful uses of works,
such as making a copy of a music CD to listen tnita computer, making a backup copy of a
computer program or copying small parts of a DVDvimofor the purpose of teaching or
criticism. TPMs have also been used to bar the faatwre of competing products, to suppress
speech, to limit the first sale doctrine and tgfn@nt markets, such as through regional codes on
DVDs®. Moreover, the use of TPMs restricts access tcksvtiiat have already fallen into the
public domain. The incidence of these provisionsFiPAs has been criticized precisely for
limiting access to information technology:

...a series of bilateral trade agreements negotidgthe USA have included DMCA like
provisions, and thus made these inordinately hitdndards a de facto model for global
implementation of the WCT [WIPO Copyright Treatfhe combined effect of private law
mechanisms such as torts and contract law, andipudlv regulation through copyright and
other specialized regimes like the DMCA, will léadvitably to increased difficulty in access to
content. In a situation where access to hardwarm@nsady an important hindrance to developing
countries, adding another layer of impediments, amaVitably raising costs, is problematic for
the interests of developing countries in utilizinfprmation technolog{Okedji, 2004)

Only very limited exemptions are permitted to tHEAFprovisions aimed at providing
adequate legal protection and effective legal reesetd fight against circumvention of effective
technological measures, an example being for revergjineering to achieve interoperability
between computer programs.

E. Access to knowledge and WIPO

Recent developments in WIPO both directly and extly relate to access to knowledge. For
instance, in the context of the Standing CommitireCopyrights and Related Rights (SCCR),
Chile submitted a proposal in November 2004 toudelin the deliberations of the Committee
exceptions and limitations for libraries, educasibpurposes and disabled pers¥hghe
proposal has gained support and has led the WIe@taeat to prepare studies “Limitations
and Exceptions for the Visually Impairédand on exceptions and limitations for libraries.

In the context of discussions on a Development Agefior WIPO (see Box 1), member
states have agreed on several recommendationsigl@éalione way or another with the broad
issue of access to knowledge. Most importantly umel 2007, members agreed to ‘“initiate
discussions on how, within WIPO’s mandate, to fertlfiacilitate access to knowledge and
technology for developing countries and LDCs totdoscreativity and innovation and to
strengthen such existing activities within WIP®”.

% “The DMCA was a bit of law intended to back up fivetection of [this] code designed to protect eagyted material. It was,

we could say, legal code intended to buttress soéweode which itself was intended to support #wall code of copyright”.

Lessig (2004).

Electronic Frontier Foundation, Unintended Conseges: Seven Years under the DMCA April, 2006. See

http:/iwww.eff.org/IP/ DMCA/?f=unintended_consequaes.html#Section5.

% gsee WIPO documents SCCR/12/3 at http://www.wigriaetings/en/doc_details.jsp?doc_id=34747 and SCIR at http:
/iwww.wipo.int/meetings/en/doc_details.jsp?doc_i8350.

% See WIPO document SCCR/15/7 at http://www.wipfnieetings/en/doc_details.jsp?doc_id=75696.

%2 See http://lwww.wipo.int/ip-development/en/agendd4D7_session4.html.
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BOX 1
THE WIPO DEVELOPMENT AGENDA

The ‘Development Agenda’ proposed in 2004 by Argenand Brazil aims to make development a crucial
element of all negotiations taking place in WIP@ @&mnpolicy making on intellectual property proiectin
general. According to the proponents, known as Rhiends of Development’ (FoD) (Argentina, Bolivia,
Brazil, Cuba, Ecuador, Egypt, Islamic Republic odn, Kenya, Peru, Sierra Leone, South-Africa, the
United Republic of Tanzania, Uruguay, Venezuela tiedDominican Republic) WIPO, as a UN agency,
should be “fully guided by the broad developmenalgahat the UN has set for itself, in particulbe t
Millennium Development Goals” and take due accafrdll the pro-development provisions in the TRIPS
Agreement and subsequent decisions such as the Detiaration on the TRIPS Agreement and Public
Health. Argentina and Brazil took the initiative kmunch the Development Agenda in 2004 and their
proposal was rapidly co-sponsored by 13 developmgntries. Notably, eight Latin American countries
support the proposed Development Agenda. The ailigimoposal explains that although significant
scientific and technological progress has been noage the last century a knowledge gap as well as a
digital divide continues to separate the wealthtjoms from the poor. They argue that it is of imporce

not to see intellectual property protection as ad @ itself, nor to treat all countries alike ihet
harmonization of intellectual property laws, buttédke due account of different levels of socio-exnit
development. The FoD proposal identified severalssa achieve this objective. For instance it psgib

to develop a treaty on access to knowledge anchtdot)y, amending the WIPO Convention to incorporate
the development dimension and reforming WIPO noand practices, including the development of
principles and guidelines for norm-setting actasti It also encourages wider civil society paragipn in

the WIPO negotiation process.

In June 2007 WIPO Members recommended, at a wotkie, to elevate to the WIPO General Assembly
the adoption of 45 recommendations to achieve tdeselopment goals and to establish consequently a
Committee on development and intellectual property.

Source: Puentes, ICTSD, Volume VIII, No.1, Marclo20

With respect to access to knowledge, WIPO membave imter alia also agreed to:
consider the preservation of the public domain wiWIPO’s normative processes and deepen
the analysis of the implications and benefits ofi@ and accessible public domain; take
appropriate measures to enable countries to fultgetstand and benefit from different
provisions, pertaining to flexibilities providedrfan international agreements; make available
advice on the implementation and operation of thbts and obligations and the understanding
and use of flexibilities contained in the TRIPS égment; consider how to better promote pro-
competitive IP licensing practices, particularlyttwa view to fostering creativity, innovation and
the transfer and dissemination of technology terigdgted countries; and explore IP-related
policies and initiatives necessary to promote thadfer and dissemination of technology, to the
benefit of developing countries.
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3. Access to medicines=

The impact of IPRs, particularly patents, on pulbi@lth policies and access to medicines has
been one of the most debated issues to surfade WITO in recent years. As we will see, with
the adoption of the Doha Declaration on the TRIRgeAment and Public Health, the WTO
General Council Decision for the implementationRafragraph 6 of that Declaratfrand the
subsequent amendment of the TRIPS Agreement, thes fof the discussion has shifted away
from the WTO to the regional and bilateral frontdahe influence of recent FTAs. As far as
substance is concerned, the FTAs have added animftmerof protection to traditional patent
rights that is relevant to access to medicinesiuske rights for pharmaceutical test data
submitted to regulatory authorities with the pusad gaining marketing approval. As we will
see in detail infra, TRIPS mandates the protectbrdata submitted for the registration of
medicines against unfair commercial use of thabrmation (thus allowing other fair and
reasonable uses), while the FTAs have expandedthisction, baring almost any use of that
information unless there is consent from the rigtiter.

Prominent actors have voiced the concern that gi@mvs on IPRs in FTAs that go
beyond the TRIPS minimum standards (i.e. “TRIPSphrovisions) may have a serious impact
on countries’ public health policies. A report pregd for US Rep. Henry A. Waxman forcefully
concludes:

“In 2001, the United States joined the internatibmammunity in adopting the Doha
Declaration, which recognized that trade agreemeshitsuld not impede the efforts of developing
countries to obtain essential drugs at affordabliegs. Since then, the Bush Administration has
negotiated multiple trade agreements with develggiountries, including the CAFTA agreement
now pending before Congress. Contrary to the pples of the Doha Declaration, the
Administration has used these trade agreementssuict the access of developing countries to
low-cost generic drugs. By delaying generic drugrapals, extending patent terms, limiting
compulsory licensing, prohibiting parallel imporiah, and otherwise restricting countries’
efforts to improve access to affordable drugs, tiaéle agreements undermine the safeguards
outlined in the Doha Declaration. These agreementsy offer advantages to multinational
pharmaceutical companies, but they do so at a serimst to public health in the developing
nations” (United States House of Representatives, 2005).

3 See Roffe & Spennemann (2006).
34 WT/L/540 of 2 September 2003.
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The concern, in brief, is that by signing TRIPSsphbligations developing countries risk losing
the very flexibilities they are granted through tHRIPS Agreement, the Doha Declaration and the
Decision on Paragraph 6.

The TRIPS Agreement, as detailed earlier, brougbtitaa number of important changes in the
area of patent law. First of all, it introduced thigligation to make patents available in all fietufs
technology, and for both products and proceSsgsis makes it impossible for WTO Members to exelud
or continue excluding, pharmaceutical products fpatentability. The Agreement also obliges Members
to consider patents without discrimination as toglace of invention, the field of technology oretVier
the products are imported or produced loc&lljhe latter raises questions on the flexibilityrddas now
have to establish “local working” requirements atents (providing compulsory licensing or revarati
of the patent if the protected product is not peeduocally but imported).

A. The flexibilities in TRIPS: the case of compulsory licensing

The TRIPS Agreement leaves WTO Members some diistfet the design of their national patent laws.
In particular, the following features are relevemtpublic health and access to medicines. The TRIPS
Agreement:

« Leaves Members the freedom to define whether thilyapply a strict criterion of
patentability. This is an important tool in pregggva large public domain for follow-on
research and the promotion of competing produdctslfobring down prices;

« Contains no obligation to make patents availabienéov uses of known patented products
(“second uses'¥ This may be a way of avoiding the “evergreenirfgiaients by seeking an
additional full patent term for the same prodict;

* Contains no obligation to prohibit price contratsgatented products;

« Authorizes the control of IPR abuses through cottigretaws and policies, in particular in
licensing agreement$;

e Allows for exceptions, under certain conditions,the exclusive rights conferred by a
patent'! One relevant exception in the public health fislthe early working or regulatory
(“Bolar”) exception, discussed above (see chapter 1

« Allows Members to freely determine the substargnarinds for the issuance of compulsory
licenses?

e Authorizes Members to determine their own systemRR exhaustion (national,
regional, or international). Through an internasibexhaustion regime, developing
countries may facilitate parallel imports of lowigad drugs from abroad;

% See Article 27.1, TRIPS Agreement.

% Article 27.1, TRIPS Agreement.

57 See UNCTAD-ICTSD (2005), Chapter 25: Patents: -Moluntary Uses (Compulsory Licenses)

% For instance, Sildenafil (Viagra) was first patehby Pfizer to treat heart disease. After finding that it also served to treat
impotence, Pfizer filed a second patent for this nse of the same drug. This second patent has ibgalidated in some
countries because of lack of novelty or becauseas found obvious. See:http://www.lockeliddell.c@ites/News/ab9ebdd4-
621f-4432-a383-1cae37df9eal/Presentation/NewsAttantic5a9d67e-bdd9-4c7e-97e9-
1d6efb6314dc/Andrews_Pfizers%20Viagra%20Pate napdfhttp://mb.rxlist.com/rxboard/viagra.pl?noframead=183.

3 Article 15.8.1(b) of the US — Oman FTA: Each paatpressly “confirms that it shall make patentsitmble for any new uses for,
or new methods of using, a known product, includireyv uses and new methods for the treatment ofcpkt medical
conditions”. See http://www.ustr.gov/assets/Tradgre&ments/Bilateral/Oman_FTA/Final_Text/asset_upldite715 8809.pdf.

40 See Articles 8.2, 40, TRIPS Agreement.

4 See Article 30, TRIPS Agreement.

42 See Article 31, TRIPS Agreement
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e Leaves each Member to employ exclusive or non-skaurights (i.e. through rules
on unfair competition) to provide protection forgpmaceutical test data submitted to
regulatory authorities for marketing approval pwgsl® There is an important
difference between these two approaches, as dextbssow.

These TRIPS flexibilities were reaffirmed in the H2o Declaration on the TRIPS
Agreement and Public Health in 2001.:

“In this [public health/access to medicines] conhec, we reaffirm the right of WTO
Members to use, to the full, the provisions in TIRIPS Agreement, which provide flexibility for
this purpose’.’44

The WTO General Council Decision of 30 August 2003nhe Implementation of Paragraph 6 of
the Doha Declaration on the TRIPS Agreement anticRtaltt° even extended the TRIPS flexibilities
with regards to compulsory licensing: in esseree, 30 August Decision (Decision on Paragraph 6)
waives the exporting country’s obligation under FRIArticle 31(f) to use drugs produced under
compulsory license predominantly for the supplyitsfown domestic markét. It also waives the
obligation of the importing Member under Article(B)Lto pay an adequate remuneration to the patent
holder, where remuneration for the same producilieady been paid in the exporting Menfber.

The issuance of compulsory licenses and the conslitinder which they should be authorized
have been an important chapter in the deliberatimnshe relationship between IPRs and access to
medicines, and again on the use of flexibilitiegdanTRIPS. This was again reaffirmed in the Doha
Declaration on the TRIPS Agreement and Public HedMaragraph 4 of the Doha Declaration
acknowledges that:

“...the TRIPS Agreement does not and should not ptewembers from taking
measures to protect public health. Accordingly, le/heiterating our commitment to the TRIPS
Agreement, we affirm that the Agreement can andldhoe interpreted and implemented in a
manner supportive of WTO Members’ right to profadtlic health and, in particular, to promote
access to medicines for all.”

Notwithstanding the Doha Declaration, the use & TRIPS “flexibility” continues to be
controversial. As recently as January 2007, themgovent of Thailand authorized the use of compylsor
licensing to allow generic production of more therdozen patented medicines unless companies
substantially lower the price of their branded potsl Previously, the government issued a compgulsor
license for the AIDS drugfavirenzwith the intention of first importing a generiasien of the medicine
from India and later manufacturing it locally. Thistion by the Thai government has been challeaged
“completely unprecedented anywhere in the world’ @vuld result in international firms deciding aghi
marketing their latest drugs in Thaildfid.

B. The use of flexibilities in the context of FTAs
Free trade agreements include provisions on patamisdata protection that go beyond the

minimum standards established by the TRIPS Agreenidnis is particularly the case of FTAs
signed by Latin American countries with the US amotably also EFTA with respect to

4 See Article 39.3, TRIPS Agreement. According tothapview, this article does not leave Membersdiseretion to choose, but
obligates them to provide for exclusive rightshie test data. For a discussion, see UNCTAD-ICTSID%2, Chapter 28, Sec. 3.

4 See paragraph 4 in fine of the Declaration onR#S Agreement and Public Health.

4 WTO document WT/L/540 of 2 September 2003.

4 See paragraph 2 of the Decision.

47 See paragraph 3, second sentence of the Decision.

4 See “Thailand Continues the Battle for CheapergBtuBridges, February-March 2007, page 17, at vigtsd.org.
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provisions dealing with data exclusivity. The maiRIPS-plus provisions with relevance for
access to medicines, discussed below, relate tiespedo: the patent restoration term; patentbili
criteria; compulsory licensing; parallel importegulatory exception; data exclusivity; and the g
issue.

a) Patent restoration term

Under Article 33 of the TRIPS Agreement, the minimterm of patent protection is 20 years from the
filing date. However, the period during which tretgmtee may actually take advantage of his monopoly
rights may be affected in two ways. First, the mtaggant may take several years, thus reducing the
effective term of protection. Second, in order trkat a patented pharmaceutical product, the higlder

still needs to gain marketing approval from thpoesible regulatory authority, which may also reciie
effective term in which the patentee can benefihfher monopoly rights. This is the rationale beltire
FTA provisions that require an extension of themqaerm in case the regulatory approval procdagde
the marketing of the patented product or proceskirecases where the granting of the patent lifesesii
administrative delays not attributable to the gadpplicant. Such an outright extension of therpategm

has been criticized as another manifestation off RES-plus nature of the FTAs that could delay the
entry of competing medicines into the market. Asulised below, this trend is being corrected bighe
Congress.

b) Patentability criteria

As opposed to the TRIPS Agreement, some FTAs, asdBAFTA-DR, contain a definition of what
constitutes “industrial application”, referringttee US law concept of “utility” (Roffe, 2004), ihg¢ sense
that the invention operates according to its irédnulrpose. This prevents parties from adoptingwer
definitions, like the concept of “industrial appliility” as defined in European countrféghe difference
can be considerable. As opposed to the concepichfstrial applicability”, the “utility” approachgsmits
the patentability of business models and purelg@xental inventions that do not produce any teehni
effects and cannot be made or used industrialig. Ay result in the patenting of research tocislee
for the development of competing products (UNCTAD-ED, 2005).

C) Compulsory licenses

Contrary to the FTAs signed with Latin American minies, the US agreements with Australia, Jordan,
Singapore and Vietnam limit the grounds for theaismmpulsory licenses to cases of anti-trust diese
public non-commercial use and national emergemciesher circumstances of extreme urgeficthe
FTAs with Latin American countries do not contaipress limitations on the use of compulsory license
and in side lettetSto the main agreements refer to the “WTO healtitisn”. The FTA with Chile, for its
part, expressly refers to the terms of the Dohdaizemn on TRIPS and Public Health in the Prearible
the IP Chapter.

d) Parallel imports®

49 Article 57 of the European Patent Convention:dtistrial application: An invention shall be consitk as susceptible of
industrial application if it can be made or usedany kind of industry, including agriculture”. Sh#p://www.european-patent-
office.org/legal/epc/e/ar57.html.

% See e.g. Article 4, paragraph 20 of the USA - JofgBA

1 Side letters are documents signed by the padiéiset main agreement, with the purpose of clarifyéertain aspects of the text.
Technically they should have the same legal statuthe main text. See a USTR document from July 208xifying several
aspects of an immigration understanding contained side letter to CAFTA atttp://www.ustr.gov/assets/Trade_Agreements
[Bilateral/ CAFTA/Briefing_Book/asset_upload_file®513202.pdf.

2 For a discussion on parallel imports and exhausifdRRs, see chapter 1, supra.
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Under the US FTAs with Australia, Morocco and Simge, the patent holder is authorized to
prevent parallel imports through the use of comgramr other mears. This limitation is not
included in the FTAs with countries from the Lafimerican and Caribbean region. A US House
of Representatives report prepared for Rep. Herayrdan warns on this trend:

“...making this policy permanent in trade agreemeptsvents countries that do not
currently restrict parallel importation from recoidering their national policies. Even in the
United States there is great support for a fornpafallel importation: both the house and the
Senate have measures that would allow the importatif lower-priced patented drugs from
Canada. The trade agreement language would makéficult for the United States or other
nations with current restrictions on importationrevisit their national policies.”

e) The regulatory exception

Article 30 of the TRIPS Agreement, as discusseeévdiere, authorizes Members to provide,
under certain circumstances, limited exceptionsekulusive patent rights. One of these
exceptions, as endorsed by a WTO panel (see chapend available in many domestic laws
(Garrison, 2006), is the authorization for thirdtpaompetitors to use patented subject matter to
generate information required to support an aptina for marketing approval of a
pharmaceutical or agricultural chemical producsgaknown as the “Bolar exemption”). The
purpose of this exception is to accelerate the etagktry of generic competitors immediately
after the expiry of the respective pharmaceuticadgrochemical patent. As marketing approval
may be time consuming, the generic producer isrgitie opportunity to submit a substance still
under patent protection for approval during theepaterm, to ensure regulatory approval is
granted at the expiration of the patent term. Qtiss, delays in the approval of competing
products would amount toge factoextension of the exclusivity period accorded by platent.
This regulatory exemption is recognized in alllu tJS FTAs.

f) Protection of undisclosed information

Related to patent protection of pharmaceutical @ramical entities, Article 39.3 of the TRIPS
Agreement prescribes that:

“when requiring, as a condition of approving the meting of pharmaceutical or of
agricultural chemical products which utilize newechical entities, the submission of undisclosed
test or other data, the origination of which invedva considerable effort, shall protect such data
against unfair commercial use. In addition, Memb&hall protect such data against disclosure,
except where necessary to protect the public, tgssnsteps are taken to ensure that the data are
protected against unfair commercial use”

The so-called pharmaceutical “research-based indusbnsiders the protection of data
submitted for the registration of medicines to Weconsiderable economic magnitude. The
rationale is that the manufacturer has investadndieavilyjn the research necessary to develop
the relevant data (Meitinger, 2008)and where patent law fails to provide protectieng(
because the active component was shortly to befqatent, or because the drug was based on a
combination of known substances used in a noveherrihe secrecy of the testing work would
provide the only barrier against a generic competiapidly producing and registering an exact
copy of the drug. From a public health perspectikewever, the early entry of generic
competition is also considered an important pobbjective, whose realization is facilitated by

% See e.g. Chapter 15, Article 15.9.4 of the USAordtco FTA, and Chapter 17, Article 17.9.4 of th@AUJ Australia FTA.
* ltis argued that the estimated clinical costsgmaroved new drug exceed 50% of its total devetayiroosts.
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regulations that allow health authorities to rely existing test data to approve subsequent
applications for generic products (UNCTAD-ICTSD 030.

The original intention of the main advocates of PRIin the Uruguay Round was the
establishment of an exclusive right in the formanfeconomic protection of test data for a given
number of years. In a submission made by the US9B0, which was joined by the EC and
Switzerland, it was proposed that:

“Contracting parties which require that trade setgebe submitted to carry out
governmental functions, shall not use the tradeetdor the commercial or competitive benefit of
the government or of any person other than thet dgiider except with right holder’s consent, on
payment of the reasonable value of the use, oréaaonable period of exclusive use is given to
the right holder” (cited by Watal, 2001).

The Agreement did not fully recognize this new tidhut instead established that
undisclosed information should be protected agaum$air competition, leaving a number of
uncertainties as to the appropriate implementatibthis provision. The original intention, to
recognise an exclusive protection of test dateafdeast five years from the date of approval of
the pharmaceutical product, was first introducedhm North American Free Trade Agreement
(NAFTA) and has been further elaborated and induiefree trade agreements concluded by
EFTA countries and the US with a number of develgmountries.

The US FTAs introduce this new regime, providingttbnce a company has submitted
original data on a pharmaceutical product, regwatuthorities shall not permit competing
producers to rely on that data for a period of frears from the date of marketing approval (ten
years in the case of agricultural chemical proguétShis provision effectively requires generic
producers to come up with their own test data, Wwiviery often is not economically feasible or
may be considered unethical. It thus provides thta driginator with a further period of
exclusivity. It is important to note that this exsivity may apply to non-patented pharmaceutical
or agrE()JGChemicaI products, thus creating a new fairrmonopoly not required by TRIPS (Abbott,
2004):

The CAFTA-DR agreement, as well as those more thcesigned with Colombia,
Panama and Peru, expressly maintains the possibflitequesting marketing approval at any
time during the five-year period. Where the daiginator requests domestic approval at the end
of the five-year exclusivity period generated by learlier request abroad, another term of
protection of five years will be triggered, extemgliprotection effectively to 10 years (15 in the
case of agrochemicals) (Correa, 2000; Abbott, 200%y discussed below, in a recent
development in the US, the FTAs with Colombia, Pamand Peru have been revised to take into
account many criticisms made as to the effecthadd types of provision on access to medicines.

g) Linkage between regulatory procedures and patent rights

While the above observations may concern non-pademharmaceutical and agrochemical
products, most of the FTAs also contain a providioat can have an important impact with
respect to patented pharmaceutical and agrochepngducts. For instance, Chapter 15, Article
15.10.3(a) of CAFTA provides that:

“3. Where a Party permits, as a condition of appnay the marketing of a
pharmaceutical product, persons, other than thesperoriginally submitting safety or efficacy
information, to rely on evidence or information ceming the safety and efficacy of a product

55 See, e.g., Chapter 15, Article 15.10.1(a) of CAFTA

% The same author observes that such exclusivigjersrillegal the registration of generic drugsgablic non-commercial use.
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that was previously approved, such as evidenceiof mparketing approval in the Party or in
another territory, that Party:

(a) shall implement measures in its marketing apprgrocess to prevent such other
persons from marketing a product covered by a patkiming the product or its approved use
during the term of that patent, unless by consemltquiescence of the patent owner; and

(b) if the Party permits a third person to requesdrketing approval of a product during
the term of a patent identified as claiming theduct or its approved use, it shall provide that
the patent owner be informed of such request aaddéntity of any such other person.”

In other words, the decision by regulatory authesito grant marketing approval is made
dependent on the will of the patent holder, thokilig the separate realms of safety and efficacy
regulations and patent rights. Besides the diffiesll created for regulatory authorities to
determine the validity of patents, this provisiosshbeen interpreted as potentially precluding
governments’ options for using compulsory licengesncrease the availability of low-priced
pharmaceutical products (Abbott, 2004). Since mgeapproval is independent of patent law,
the third party authorized to produce a patentedyxt under compulsory license would arguably
depend on the patentee’s consent or acquiescemcehdoactual marketing of the product
(UNCTAD-ICTSD, 2005). Chile, in its FTA implemengriegislation, has provided that once a
compulsory license is issued, the associated &tatrday also be used.

C. Recent developments in US policies

On 10 May 2007, the terms of an agreement betweagi€ss and the US administration on the
pending FTAs with Colombia, Peru and Panama wemenpaiblic. The agreement would allow
the ratification of these FTAs provided that changee incorporated on three counts, namely on
basic labour standards, environmental issues argbado medicines. Of the latter, the agreement
calls for amendments in five areas:

a) Data exclusivity. It is suggested that in casesre/data exclusivity for new chemical
entities relies on marketing approval in the USyvted Colombia, for example,
grants approval within six months of an applicatmna person that produced the
original data, the five year exclusivity should lmeghen the drug was first approved
in the US (a so-called “concurrent period”). Thigpibrtant change takes care of one
of the criticisms of the CAFTA-DR, referred to alegwf extending the exclusivity
period for an added five years;

b) Patent extensions. Parties “may” extend the terna qfatent to compensate for
unreasonable delays in the patent or marketingoapbprocess. In other words the
mandatory obligation to compensate for those dataysnsformed into an option for
the parties. But the FTAs also provide that a psiiiyuld endeavour to process patent
and marketing approval applications expeditioushith a view to avoiding
unreasonable delays.

c) Linking drug approval to patent status. The agredrhere is straightforward, calling
for the FTA texts to be amended so that there is“lmkage” between drug
regulatory agencies and patent issues, and ircpkatino requirement that the drug
regulatory agency withhold approval of a generigiluncan certify that no patent
would be violated if the generic were marketed. Hogr, the agreement does
prescribe that a party would be required to proyidedures and remedies (judicial
or administrative proceedings, including injuncspnfor adjudicating expeditiously
any patent infringement concerning validity or ditgs that arise with respect to a
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product for which marketing approval is sought.nB@arency in these processes is
also advocated. Parties to the FTA could choosempdement the “procedures and
remedies” obligation through a linkage system, ibuhese cases they should make
available: i) an expeditious administrative or pidi procedure to challenge the
validity or applicability of the patent (so as taebk the ex-officio “link” in
appropriate cases), and ii) effective rewards tarcessfully challenging the system
as already provided in US law. In other words, diggeement tries to balance the
rights of patent holders with opportunities for gga producers to challenge patented
products that might impinge the entry into the retudd competing products.

d) Side letter on Public Health. As mentioned previpusome of the FTAs include side
letters that refer to the Doha Declaration on TR#R8 Public Health. The agreement
prescribes that they should be made part of thedkethe FTA by i) affirming the
parties commitment to the Doha Declaration; iiyif§ang that it does not prevent the
parties from taking measures to protect publicthealnd iii) including an exception
to the data exclusivity obligation for measuregtotect public health in accordance
with the Doha Declaration.

e) Economic Development. An important final element the agreement is the
provision that the FTA could include a provisiorliog for a periodic review of the
implementation and operation of the IP chapter, giathg the parties an opportunity
for further negotiations. The parties could ageednsiderjnter alia, whether any
changes in the level of economic development intérdgtory of the other party
would support amendments to the IP chapter.

These developments are a sign of an importantishidS policies, that in many respects
takes into account the criticisms faced by FTAsaooount of their impact on the use of TRIPS
flexibilities and on their actual impact on pubtiealth. The agreement of May 2007 has featured
in revisions to the FTAs signed with Peru and Panand ultimately with Colombia. The revised
treaties, compared to those signed by CAFTA-DRyide for additional flexibilities in the
implementation of the FTAs. A major issue for thasmintries will be the proper use of the
policy space left open by the new versions of tteggeements. A further line of enquiry could be
the possible implications of this new deal on tluodintries already party to an FTA with the US,
as in the cases of CAFTA and Chile.
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4.  Genetic resources: biotechnological
inventions, genetic resources,
traditional knowledge

Access to genetic resources and its relationship W@ has been a controversial aspect in
multilateral deliberations, particularly in the WTand WIPO. At the root of the controversy is
the contentious provision of the TRIPS Agreemeat:th

“Members may also exclude from patentability: pknand animals other than
microorganisms, and essentially biological proces$ar the production of plants or animals
other than non-biological and microbiological prases. However, Members shall provide for
the protection of plant varieties either by pateotdy an effective sui generis system or by any
combination thereof’(Article 27.3 b)

Article 27.3(b) of TRIPS describes inventions thdembers may exclude from
patentability while, at the same time, specificallfliging Members to protect microorganisms
and certain biotechnological processes. The fimaftidg of this provision reflects differences
and uncertainties among countries over the scopeobéction to be given to such inventions and
the concerns regarding the patentability of lifenfe. The Agreement also provides for a review
of this provision, which has become one of the lesyes currently under consideration in the
WTO Council for TRIPS.

In the review process of Article 27.3 (b), devetapicountries, in particular, have
presented their views on the possible implicatiohthis provision with respect to the protection
of living organisms and on the need to reconcildPERwith the Convention on Biological
Diversity (CBD).

TRIPS leaves flexibility for Members to adopt dif@t approaches on the patentability
of inventions relating to plants and animals, kequires the protection of microorganisms —
though, as with other terms in TRIPS, such as treept of invention itself, the meaning of
microorganism is not defined, leaving some spacdléxibility. TRIPS also obliges Members
to introduce some kind of protection for “plant iegies” which most developing countries did
not protect before the adoption of the Agreemehts Dbligation “has raised concerns in some
of those countries about the impact of IPR protectn farming practices (particularly the re-
use and exchange of seed by farmers), genetic sitiyerand food security)” (UNCTAD-
ICTSD, 2005).
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TRIPS does allow for the exclusion from patentabibf “plants and animals” in general.
Consequently, Members may exclude plants as sachudiing transgenic plants), plant varieties
(including hybrids), as well as plant cells, seadd other plant materials. They may also exclude
animals (including transgenic) and animal races.eé@mple, the European Directivein line
with TRIPS, excludes from patentability: plant asaimal varieties; and essentially biological
processes for the production of plants and animals.

The TRIPS Agreement, however, states that Memistvall“provide for the protection of
plant varieties either by patents or by an effectui generissystem or by any combination
thereof”.

The option of patent protection is straightforwaBdit the Agreement leaves the content
of “an effectivesui generisregime” open to interpretation. It might suggdst breeder’s rights
regime, as established in the UPOV Convention fihatiional Union for the Protection of New
Varieties of Plants) (see Box 3 below), that coddve been the intention of some negotiators
during the Uruguay Round, but the text does notaiorany such references. The possibility is
also open to combine the patent system with a breedghts regime, or, indeed, to develop
other “effectivesui generi&forms of protection.

The remainder of this chapter will be devoted talgsis of the major developments that
have taken place in the deliberations in WTO an®®/bn these issues, focussing on the review
of the biodiversity provision of the TRIPS Agreermethe protection of life forms, the
relationship between TRIPS and the CBD and the tdsbaurrounding the protection of
traditional knowledge. We will return to examinather how the FTAs concluded between the
US, EU and EFTA on one side, and a number of deugdocountries on the other, relate to these
guestions.

A. Deliberations in WTO

With respect to genetic resources, the most reteNaissue has been the relation between the
TRIPS Agreement and the CBD and, in this conteisi;u$sions on the disclosure of origin of
genetic resources and associated traditional krigel€TK) in patent applications. The debates
on disclosure of origin have revolved around sdveoaitions, ranging from solutions through
contracts, to amendments of specific internatiagméements. As detailed in this section and the
following, four concrete proposals have been tabledtle WTO and WIPO respectively.

The built-in mandate in the TRIPS Agreement toeevArticle 27.3(b) was expanded by
the Doha Ministerial Declaration to include theat&nship between the TRIPS Agreement and
the CBD and the protection of TK and folklofeTherefore, discussions on biodiversity issues in
the WTO have centred on these three issues, witt attention given to the relationship between
TRIPS and the CBD. Of the latter, the disclosurerajin of genetic resources and associated TK
in patent applications to combat their misapprdjmshas been the central issue at hand.

57
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See the European Directive on legal protectioniatelshnological inventions of 1998 (98/44/EC).

Paragraph 19 of the Doha Ministerial Declaratiostest: “We instruct the Council for TRIPS, in purspiits work program
including under the review of Article 27.3(b), theview of the implementation of the TRIPS Agreemamder Article 71.1 and
the work foreseen pursuant to paragraph 12 of BrEslaration, to examine, inter alia, the relatiopsbetween the TRIPS
Agreement and the Convention on Biological Divgrsihe protection of traditional knowledge and folie, and other relevant
new developments raised by Members pursuant tel&rfil.1. In undertaking this work, the TRIPS Calsieall be guided by
the objectives and principles set out in Articlesnd 8 of the TRIPS Agreement and shall take fally account the development
dimension.” See WTO document WT/MIN(01)/DEC/1.
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a) The Review of Article 27.3(b): the various issues under
consideration, including the protection of life forms

As mentioned earlier, Article 27.3(b) contains wie® process that actually began in 1999. The
debates have revolved around several issues, offermf being the relationship between TRIPS
and the CBD, which has since become almost thelsotiversity issue discussed in the WTO.
Other matters discussed in the review processdeclu

* What are effectiveui generissystems for the protection of plant varieties;
» Whether concepts such as microorganisms, planta@inehls should be defined,
* The protection of traditional knowledge associatéti genetic resources; and

* Whether the exceptions related to life forms shoodd eliminated, qualified or
strengthened.

One of the most heated debates has been on teeitstie of exceptions to life forms,
between those for and against providing patenteptimn for inventions based on plant and
animal life. Positions range from proposals to atngre TRIPS Agreement in order to prohibit
the patenting of any life forms, including microangsms and non-biological and microbiological
processes’ to those that propose extending patent protettoal inventions, including plants
and animals. India and Kenya, the latter geneggaking on behalf of the African Group of
countries, have been the main exponents of the agamst patent protection of life forms,
whereas Singapore and the US have stated that dbmegider exceptions to patentability
unnecessary. Australia, Canada, China, the Repuobli€corea and the EC have put forward
arguments in favour of preserving Article 27.3(Is) iis. In other words, the preservation of
Article 27.3(b) would allow the patentability ofl &pes of life forms, but at the same time enable
WTO Members to except plants, animals and essbntiablogical processes from patent
protection. As noted above, this is precisely what European Directive on the legal protection
of biotechnological inventions does. The Directiveecognizes the patentability of
biotechnological inventions that are new, involve iaventive step and capable of industrial
application, even if they concern a product coirgisof or containing biological material or a
process by means of which biological material @dpiced, processed or used. It excludes plants
and animal varieties and essentially biologicalcpeses but recognizes the patentability of
inventions related to plants or animals “if thehigical feasibility of the invention is not confined
to a particular plant or animal variety”. It alstoavs for the patentability of “inventions which
concern a microbiological or other technical praces a product obtained by means of such

process™

The main arguments against the patentability okpkand animals have been Hat:
» Living things should not be patentable becausedresgiscoveries and not proper inventions;

» The differentiation between plants and animalshenone hand and microorganisms on the
other is artificial;

» Patenting of life forms is in itself unethical;

» There are implications for access to, and the afpshe re-use and exchange of seeds by
farmers as well as displacement of traditionaktias and depletion of biodiversity;

% See WTO document IP/C/W/404 of the African Grougwfie 2003.
8 Articles 3 and 4 of Directive 98/44 of 6 July 1998
¢ See WTO document IP/C/W/369/Rev.1.
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» Excessively broad patents may be granted, whicthatofully meet the criteria for
patentability;

» The associated costs for the revocation of suemigat

» Current international agreements protect the sttesk innovators but do not adequately
protect the countries and local communities thpplguthe genetic material and traditional
knowledge.

On the other hand, the main arguments favouringp#ttentability of plants and animals
expressed in the context of WTO deliberations laa&’t

»  With respect to ethical concerns, Article 27.2hef TRIPS Agreement would adequately take
into account ethical concerns as far as paterislamncerneff

» Biotechnological inventions, including plants aminaals, should be accorded the same
patent protection as inventions in other fields,ptomote private sector investment in
inventive activites and to contribute to solvingplgems in areas such as agriculture,
nutrition, health and environment;

» Patent protection for plants and animals facibtatlee transfer of technology and the
dissemination of state of the art research, by igiray incentives to licensing and
discouraging confidentiality and trade secretsxgements;

» Patent disclosure requirements can facilitate pleeation of laws aimed at protecting public
morality, health and the environment.

b) The relationship between TRIPS and the CBD

The issue of the relationship between the TRIPSeAgent and the CBD was mandated for
discussion in the TRIPS Council by the Doha MinisleDeclaration. However, this relationship
is also being discussed in parallel “dedicated gltations” as an outstanding implementation
issue under the Doha Declaration and the Hong Kéimisterial Declaratior?* The Hong Kong
mandate — to intensify TRIPS-CBD consultations s een carried out under the supervision of
the Director General of the WTO, who has to repoithe meetings of both the General Council
and the Trade Negotiations Committee (TNC).

The debates in the TRIPS Council are often sedreiag of a more technical nature than
those held in the “dedicated consultations”, whéch rather seen as part of the broad political
context of a package deal comprising different éssand interests at stake. The discussions
revolve around the question of whether there isrdlict between TRIPS and the CBD. Given
that TRIPS is an agreement recognizing privatetsighd permitting the appropriation of genetic

2 See WTO document IP/C/W/369/Rev.1

% TRIPS Atticle 27.2 states that: “Members may exelfrom patentability inventions, the preventionhivittheir territory of the
commercial exploitation of which is necessary totget ordre public or morality, including to protéwman, animal or plant life
or health or to avoid serious prejudice to the emwment, provided that such exclusion is not madeeiy because the
exploitation is prohibited by their law.”

Paragraph 39 of the Hong Kong Ministerial Declanattates the following: “We reiterate the instioretin the Decision adopted
by the General Council on 1 August 2004 to the TNEgotiating bodies and other WTO bodies concetaagdouble their
efforts to find appropriate solutions as a priority outstanding implementation-related issues. \ake tnote of the work
undertaken by the Director-General in his consukgbrocess on all outstanding implementation issualer paragraph 12(b) of
the Doha Ministerial Declaration, including on iesurelated to the extension of the protection afggephical indications
provided for in Article 23 of the TRIPS Agreementgroducts other than wines and spirits and thelsged to the relationship
between the TRIPS Agreement and the Conventioniolodical Diversity. We request the Director-Gengwithout prejudice
to the positions of Members, to intensify his cdtaive process on all outstanding implementatasues under paragraph 12(b),
if need be by appointing Chairpersons of conceMd@® bodies as his Friends and/or by holding deditabnsultations. The
Director-General shall report to each regular nmegtif the TNC and the General Council. The Coustudll review progress and
take any appropriate action no later than 31 J0862' See WTO document WT/MIN(05)/DEC.
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resources through the patenting of life formss @iigued that it could run counter to the sovereign
rights of countries over their resources, as peyitbr in the CBD. Additionally, it is also argued
that this appropriation could conflict with one thie main objectives of the CBD, namely the
“fair and equitable sharing of benefits arising ofithe utilization of genetic resources”.

The CBD requires each contracting party to implamsaveral measures in order to
ensure the in-situ and ex-situ conservation of gemesources. Additionally, it recognizes the
authority of national governments to determine asde genetic resources, subject to national
legislation. Under the CBD, access, where grardiedl] be on mutually agreed terms and subject
to prior informed consent of the contracting pamgviding the genetic resources and on the basis
of benefit sharing arrangements. Box 2 providesrarsary of the key features of the CBD as it
relates to IPRs.

BOX 2
THE CBD

The CBD provides that States have the “sovereignt tio exploit their own resources” and that thel, w
“subject to its national legislation, respect, pree and maintain knowledge, innovations and prastof
indigenous and local communities embodying tradélolifestyles relevant for the conservation and
sustainable use of biological diversity and promdtteir wider application with the approval and
involvement of the holders of such knowledge, imatmns and practices and encourage the equitable
sharing of the benefits arising from the utilizati@f such knowledge, innovations and practices”.
Additionally, the CBD states that each party “steildeavour to create conditions to facilitate agdes
genetic resources for environmentally sound usesthgr Contracting Partie¥’..”on mutually agreed
terms” and that such access “shall be subjectito prformed consent of the Contracting Party pdawy
such resource$”. Finally, those using the genetic resources shmltes“in a fair and equitable way the
results of research and development and the bsrafiging from the commercial and other utilizatain
genetic resources with the Contracting Party piiagiduch resources”.

Source: The Convention on Biological Diversity (CBDconcluded in 1992, available at http:
/lwww.cbd.int/doc/legal/cbd-un-en.pdf

The relationship between TRIPS and the CBD hasngiige to different opinions,
ranging from those considering the two agreemeamtset compatible, to those considering that
there is an inherent conflict between the two maépnal agreements. This conflict has been
associated with the possible granting of IPRs, dbaseor consisting of genetic resources, without
observing the prior informed consent and benefirigly obligations established by the CBD. The
different views on the TRIPS-CBD relationship cobld summarized as follows: a number of
developed countries find no inconsistencies betwlentwo treaties while several developing
countries highlight the need to reconcile the tvgpeaments, possibly by means of a formal
revision of TRIPS.

The main concern of developing countries is thatlPlSR does not require patent
applicants, whose inventions incorporate or useiematerial or associated TK, to comply with
the obligations under the CBD. As pointed out, @D subjects access to genetic material to
prior informed consent from, and equitable berstfiring with, the party providing the genetic
resources. Developing countries have repeatedbedotoncerns about possible misappropriation
of their genetic resources by developed countrgriapplicants.

% See CBD Article 1, “The objectives of this Conventi to be pursued in accordance with its relevaovipions, are the

conservation of biological diversity, the sustaiealse of its components and the fair and equitstiéging of the benefits arising
out of the utilization of genetic resources, indghglby appropriate access to genetic resourcesbgrappropriate transfer of
relevant technologies, taking into account all tsghver those resources and to technologies, aagfppriate funding”.

€ CBD Atticle 15.2

7 CBD Article 15.5.
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In general terms, in order to address these coscdaveloping countries have proposed
an amendment to TRIPS so as to require applicants patent relating to biological materials or
associated traditional knowledge, to disclose, ardition for obtaining the patent: (i) the
source and country of origin of the biological nes®; (ii) any related TK used in the invention;
(i) evidence of prior informed consent from thetlaorities under the relevant national regime;
and (iv) evidence of fair and equitable benefitrsitaunder the relevant national regime.

The opinion of supporters of the disclosure reqa@gt, not only developing countries, is
that such an obligation would reaffirm the prinefplof the CBD, particularly with respect to
prior informed consent and equitable benefit stgaribut also in terms of the consistency that
must exist between the access and transfer of admiyn relevant to biodiversity and IPRs as
provided for in the CBD® The biggest differences between proponents ofadisce are with
respect to the legal effects of non-disclosure.aBlyy some argue in favour of sanctions within
the IP system (e.g. revocation of the patent) whilsers favour sanctions outside the IP system
(e.g. punitive damages) which would leave the pdtgact.

The attempt to reinforce CBD obligations throughlA® is opposed by a number of
developed countries that see no conflict betweelP¥Rand the CBD. For example, in the view
of the US, the proposed disclosure requiremenbtsan appropriate solution. It advocates that
members should instead focus on national solutioiiside the IP system, which directly address
the specific issues of prior informed consent, t&ipe benefit sharing and erroneously granted
patents. They suggest that countries comligr alia, promote the use of organized databases to
help examiners assess prior art in patent filingguire that information concerning patentability
be proviged and use post-grant opposition or rensina@ion systems as an alternative to
litigation.

Most importantly, the US has promoted the use oftraats between the authorities
administering the genetic resources and thoseestid in using them (e.g. bioprospectors and
researchers), thus fulfilling the requirement foiopinformed consent. Additionally, contracts
could regulate other matters, such as the trao$feenefits, the mandatory disclosure of relevant
information (including the contract) if the invemi is patented, and periodical reports on the use
of the genetic resources. As we will see, this lbean considered an adequate approach in the
FTAs between the US and, respectively, ColombiaRerd (see box 4 below).

Specific proposals made on disclosure requirements in the WTO

Norway has submitted a proposal in the WTO suppgiin amendment to the TRIPS Agreement
by introducing a mandatory obligation to disclolse origin of genetic resources and TK in any
patent application, be it national, regional oeinational’’

The obligation would consist of disclosing the “gligr country (and the country of
origin, if known and different) of genetic resowscand traditional knowledge”, and “if the
country of origin is unknown, that fact must bectised”. This would also apply to TK, even if it
were not directly related to genetic resourceshdtuld be noted that the CBD deals with only the

% Article 16.2 of the CBD provides: “Access to anahsfer of technology referred to in paragraplbdva to developing countries

shall be provided and/or facilitated under fair andst favorable terms, including on concessiondl meferential terms where
mutually agreed, and, where necessary, in accoedaith the financial mechanism established by Ag620 and 21. In the case
of technology subject to patents and other intaligcproperty rights, such access and transfet bhgbrovided on terms which
recognize and are consistent with the adequateeffadtive protection of intellectual property rightThe application of this
paragraph shall be consistent with paragraphsa8d4% below”.

% See IP/C/W7469 (13 March 2006).

"  See WTO document WT/GC/W/566, TN/C/W/42 and IP/@¥¥8 of 14 June 2006, submitted to the General €igihe TNC
and the TRIPS Council.
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TK associated with genetic resources. Applicantaldvalso be obliged to disclose whether prior
informed consent had been obtained.

In Norway'’s view, the amendment would provide tpatent applications should not be
processed unless the required information has lsedmitted. However, conversely to the
approach of developing countries, non-compliandh thie disclosure obligation discovered post-
grant would not affect the validity of the pateftcording to Norway the disclosure requirement
would not constitute a substantive patent criterlarthis context, TRIPS would be amended by
the introduction of a new provision in the Agreemdallowing the general provision on
disclosure requirements (Article 28)Moreover, Norway also supports making correspandin
amendments to both the Patent Cooperation Tre&@y)Bnd the Patent Law Treaty (PLT) in the
framework of WIPO.

As with Norway, a group of developing countriess tmost activedlemandeursof the
disclosure requirement, submitted a proposal in WAEO in July of 20087 This proposal,
cosponsored by Brazil, China, Colombia, Cuba, Ecudddia, Pakistan, Peru, South Africa,
Thailand, Tanzania and Venezuela, also suggestspio@ating a new article after the general
disclosure requirement provision (a new TRIPS Agti29bis). According to this proposal, the
disclosure requirement should include:

* An obligation to disclose the country providing thielogical resources (a broader
concept than genetic resources) and/or associaditidnal knowledge;

* From whom in the providing country the resourcesemgbtained, and, as known
after reasonable enquiry, the country of origin;

* Information of evidence of compliance with legabueements in the providing
country for prior informed consent for access aamd &nd equitable benefit-sharing
arising from the commercial or other utilization safch resources and/or associated
traditional knowledge.

Contrary to the Norwegian proposal, the legal ¢éff@t non-disclosure would be that the
request for application would not be further preegs and that patents would be revoked or
rendered unenforceable when the applicant knowifglyhaving reasonable grounds to know)
failed to comply with the obligation.

Two other proposals for disclosure requirementsehbgen submitted in WIPO, by
Switzerland and the EC respectively, as discusetmhb

C) The protection of traditional knowledge and folklore

Finding solutions to the protection of traditionaiowledge is not straightforward. Dutfield
identifies two main forms of protection: positivedadefensive.

“Positive protection refers to the acquisition blyet TK holders themselves of an IPR
such as a patent or an alternative right providedai sui generis system. Defensive protection
refers to provisions adopted in the law or by thgulatory authorities to prevent IPR claims to
knowledge, a cultural expression or a product beigmgnted to unauthorized persons or
organizations”(Dutfield, 2006).

™ Article 29: “1. Members shall require that an kggmt for a patent shall disclose the inventiorimanner sufficiently clear and
complete for the invention to be carried out byeaspn skilled in the art and may require the applidco indicate the best mode
for carrying out the invention known to the invenat the filing date or, where priority is claimeat, the priority date of the
application. 2. Members may require an applicantafpatent to provide information concerning thelimant's corresponding
foreign applications and grants”.

2 See WTO document WT/GC/W/564, TN/C/W/41 and IW@/74 of 5 July 2006, submitted to the General @iluthe TNC and
to the TRIPS Council. This proposal, as of June72@@s received the support of the African Group.
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The discussions in WTO have principally revolvedusad “defensive protection”. As we
will analyze below, the deliberations in WIPO hdeen more comprehensive in nature and with
greater emphasis on forms of “positive protection”.

As detailed above, the debate in the WTO s tieth¢orelationship between TRIPS and
the CBD, focusing on amendments to TRIPS in ordéndorporate a requirement to disclose the
use of traditional knowledge in patent applicatioAsquestion that has surfaced in the WTO
regarding patents that comprise traditional knogted that of countries that do not recognize
TK transmitted orally or through use outside theiisdictions when considering the novelty of
an invention (e.g. US and Japan). Because thisnmtoon is often not documented, examiners
would not be aware of it when examining a pateptiegtion.

Approaches that have been suggested in the WT@ackdet the protection of traditional
knowledge include the establishment of an “absblubeelty criteria (as opposed to a “relative”
criteria), by which any prior use or publicationnyahere in the world, would bar the
patentability of the invention. The developmentdatabases has also been proposed to prevent
the issuance of patents that rely on informaticat tthould have been considered during the
examination of prior art. To this effect, Japanmiited a proposal in WIPO to consider the
establishment of a database of genetic resource$HnA®

Some of the counterarguments that have been adyancthe development of such
databases have been that:

» Databases would still not accommodate TK and pridransmitted orally;

* They would not account for equitable benefit stgarvith communities and indigenous
people who are the holders of TK;

» The inclusion of TK in public databases would dntrease the problem of biopiracy as the
information would be easily accessible for furtmisappropriation, and:

» Databases would have limited use because there ewlo obligation to consult them.

B. Deliberations in WIPO

a) General developments

Issues related to biodiversity in WIPO have beedresbed mainly in the context of the

Intergovernmental Committee on Intellectual Propeand Genetic Resources, Traditional

Knowledge and Folklore (IGC). Furthermore, issuedated to biodiversity and genetic resources
have also been broached to a lesser extent intdrediBg Committee for the Law of Patents
(SCP) in the context of negotiations on the SPhTthe Working Group on Reform of the PCT,

and finally, in the discussions on a WIPO Developtrggenda (see Box 1 above).

In the context of the Development Agenda, and ihitaxh to the general discussions, the
issues of genetic resources and TK have risen ingpecific proposals made by developing
countries. The first relates to the adoption of ‘jaternationally binding instrument on the
protection of genetic resources, traditional knagke and folklore in the nearest future”. The
second proposal relates to “work on any initiaiveended to facilitate the implementation of
technology-related provisions of Multilateral Eronimental Agreements (MEAS), so as to ensure
that countries where biological, traditional or ethenvironmental resources originate from,
participate in the process of research and devedapm

® This document was also submitted in the TRIPSnEiuSee WTO document IP/C/W/472 of 13 June 2006.
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Regarding the discussions on an SPLT in WIPO, g¢heds of genetic resources and the
environment found their way into several articlesler consideration in the Draft SPI*TFor
instance, concerning general exceptions, the drafvides that neither the treaty nor the
regulations should limit the freedom of contractjpagties to “take any action it deems necessary
for the preservation of essential security interast to comply with international obligations,
including those relating to the protection of gémeatsources, biological diversities [sic],
traditional knowledge and the environmefitRegarding the grounds for refusal of a claimed
invention, draft Article 13.4 would allow parties frequire compliance with the applicable law
on public health, nutrition, ethics in scientifiesearch, environment, access to genetic resources,
protection of traditional knowledge and other aredspublic interest in sectors of vital
importance for their social, economic and technicllgdevelopment”. Finally, the draft provides
for similar grounds for invalidation or revocatioha patent?

The US, Japan and the European Patent Office (EPDjpmitted a joint proposal to the
SCP in May 2004, suggesting discussions focus achirg an agreement on an initial four issues
(definition of prior art, grace period, novelty andn-obviousness/inventive step) before the SCP
could then turn to discuss other issues such aethelated to genetic resouréé3he proposal
met with the forceful opposition of developing ctnies, who are seeking a more comprehensive
approach to the treaty, which has lead to a staterimathe SPLT negotiations at the time of
writing.

The discussions around the SPLT have thus beencoosbversial, particularly with the
general opposition of developing countries to usirgSPLT as a platform for further substantive
harmonization of patent law. In many respects thigative behind the WIPO Development
Agenda finds its origin in the concerns arisingrirthe SPLT discussions.

b) The Intergovernmental Committee on Intellectual Property and
Genetic Resources, Traditional Knowledge and Folklore (IGC)

The IGC was established in 2000, after Colombiarstibd a proposal (Vivas, 2001) during
negotiations on the PLP,which sought to incorporate, among others, a reqent to “specify

the registration number of the contract affordingess to genetic resources and a copy thereof
whereby the products or processes for which prioteds sought have been manufactured or
developed®® The proposal was supported by many developing tdesnand was rejected by

7. See WIPO document SCP/10/2.

> See Atticles 2.2 and 2.3 of the Draft SPLT. WIP@utoent SCP/10/2

®  See Atticle 14.3 of the Draft SPLT. WIPO documeGPEL0/2.

7 See WIPO document SCP/10/9.

8 The proposal did mentioned discussion on disclosegeirements but did not take into account thatdhaft treaty included
several other “public interest” provisions.

The aim of the Patent Law Treaty (PLT) of 2002dshaarmonize and streamline formal procedures ipesof national and
regional patent applications and patents, and tihmsake such procedures more user-friendly. Withdilgnificant exception of
the filing date requirements, the PLT provides maxh sets of requirements, which the Office of at@ming Party may apply.
This means that a Contracting Party is free to igemfor requirements that are more generous fraernvtbwpoint of applicants
and owners, but are mandatory as to the maximurm ghaOffice can require from applicants or ownessurce WIPO,
http://www.wipo.int/treaties/en/ip/plt/summary_pltiml, as of 12 April 12, 2007

The proposal by Colombia was submitted to the TBiedsion of the Standing Committee on the Law ¢érRg, in September
1999. It read: “1) All industrial property proteati shall guarantee the protection of the countriodogical and genetic heritage.
Consequently, the grant of patents or registratibas relate to elements of that heritage shalsiigiect to their having been
acquired legally; 2) Every document shall spedify tegistration number of the contract affordingess to genetic resources and
a copy thereof where the goods or services for lvpiotection is sought have been manufactured eeldeed from genetic
resources, or products thereof, of which one ofntieenber countries is the country of origin”. SeeP@Idocument SCP/3/10 at

http://wipo.int/meetings/en/details.jsp?meeting 3824
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most of the developed countries on the groundsittiaglated to issues of substantive law and

was therefore not appropriate for inclusion indnaft Treaty”®*

With its mandate renewed for two years at the 200BO General Assembly, the IGC
held its eleventh session in July 20870 date, the IGC has discussed extensively thesssf
traditional knowledge and traditional cultural exgsions (TCEs or folklore) and has even
considered detailed draft provisions on objectiged principles for the protection of TK and
TCEs, with the view of adopting an internationatimment® The nature of such an instrument
is a major source of disagreement. The IGC has deéberating for some years, most of all
towards an outcome on the issues of TK and folkldtee outcome could take diverse forms,
including a “binding international instrument orsiruments; a non-binding statement or
recommendation; guidelines or model provisionshauitative or persuasive interpretations of
existing legal instruments; and an internationditioal declaration espousing core principles and
establishing the needs and expectations of TCEAIens as a political priority™

On the other hand, work on genetic resources has lagging behind, with some
preparatory progress matfeAlthough developing countries favour an internadiy legally
binding instrument for the protection of genetisaerces, the opinion in the IGC has been that
the Committee should focus on the more advancedk war TK and TCE, while avoiding
duplication with work carried out in the WTO ane@t@BD on the issue of genetic resources. For
those developing countries that have made propasalke context of the WTO there is an
inherent preference to deal with these questioesethwhere any resultant commitments would
have more “teeth” that those that might result freegotiations in WIPO. This in a way reflects
the position adopted by developed countries dutlimegUruguay Round, who sought to move
discussions on IP out of WIPO for consideratiothim new WTO system.

As mentioned earlier, Japan submitted a proposhletdGC in April 2006 to consider the
establishment of a database of genetic resourcdsT&F® Japan saw an easily accessible
database, which would be available to patent exarsim any country, as a tool to prevent the
issuance of erroneous patents. By creating sucitabalse, it us argued, examiners would not
have to deal with countless documents on TK whafopaing searches; prior art transmitted
orally could be documented; and the problems ofviding documentation in accessible
languages could be solved by attaching a summaug,widely used language, to the documents
written in foreign or indigenous languages.

With respect to the disclosure requirement disaligse¢he context of the WTO, the EC
submitted a proposal to the IGC on a mandatorylalisce of the country or source of origin of
genetic resourcéé. The proposal by the EC would apply to all pateppligations, whether
international, regional or national. Thereforewituld necessitate amendments to the PLT, the
PCT and regional agreements, such as the Europs@ntRConvention (EPC). The obligation
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See Report of the Third Session of the SCP at/lwipo.int/edocs/mdocs/scp/en/scp_3/scp_3_11.doc

The 11th session of the IGC agreed to renew itsdat@nagain and forwarded its decision to the 20868e@l Assembly for
approval

8 See WIPO/GRTKF/IC/11/5(c), 26 April 2007

8 See “Options for giving effect to the internationalimension of the Committee’s work” (WIPO document
(WIPO/GRTKF/IC/10/6).

For instance, the IGC developed a database ofaxingl practices concerning intellectual propeaigcess to genetic resources
and benefit-sharing; a questionnaire on contractsligenses; a Draft Technical study on Disclogiegiuirements related to
Genetic Resources and Traditional Knowledge (l&bewarded to the Secretariat of the CBD); Draftelleictual Property
Guidelines for Access and Equitable Benefit-Sharangl elaborated a complete document on issuaseta genetic resources
and disclosure requirements in response to anativit from the CBD. Further, Members have tableecsjz proposals on the
issue of protection of genetic resources and imawdit knowledge

8 See WIPO document WIPO/GRTKF/IC/9/13 at: http://wwipo.int/edocs/mdocs/tk/en/wipo_grtkf_ic_9/wipotkdric_9
13.doc

8 See WIPO document WIPO/GRTKF/IC/8/11 at: http://wwipo.intedocs/imdocsitk/en/wipo_grtkf_ic_8/Mwipakéric 8 11.doc
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would consist of disclosing the country of origihtlee genetic resources, if the invention was tiirec
based on specific genetic resources, and if thetgowere unknown to the patent applicant then the
source of origin would have to be disclosed. Addéily, the applicant would be obliged to discldge
associated with the genetic resources, but thenélse no obligation to disclose proof of priowimhed
consent and equitable benefit sharing. The inféomatould be submitted in a simple, standardizeahfo
and the patent offices would communicate the fattthere has been a disclosure to a centralizy bo
(e.g. the Clearing House Mechanism of the CBD)cdge an applicant does fail to comply with the
obligation, by not submitting any information or bybmitting incomplete information, then sanctions
outside the patent system would be applied. There tvould be no effects on the validity of thepat

The EC proposal in the IGC differs from the propasade by developing countries in WTO in
three main respects. Firstly, it only requires l[d&ge of the origin of genetic resources, not rarp
informed consent and equitable benefit sharingorigthg, the EC opposes the revocation of the patent
the event that the origin is not disclosed. Instsadctions would be established outside the paystam,
whereas developing countries favour the revocatibrihe patent. Thirdly, the EU advocates the
amendment of the PCT, PLT and other treaties, diuthe TRIPS Agreement. At present, the member
countries of the EU are guided by the principléedtan the European Directive on biotechnological
inventions:

“Whereas if an invention is based on biological enat of plant or animal origin or if it uses
such material, the patent application should, wisgpropriate, include information on the geographic
origin of such material, if known; whereas thisvithout prejudice to the processing of patent @agibns

or the validity of rights arising from granted pats’.®®

The proposal by the EC has similar consequencegffetts to that made by Norway in the
context of the WTO with the aim of amending the HRIAgreement, as discussed above.

In brief, and to underline the point, in compating corresponding parallel exercises in the WTO
and in the WIPO-IGC, a general observation isviiéle WTO initiatives deal with “defensive” meassire
addressing possible misuses of genetic resourcessmociated TK, the WIPO exercise also tries to
provide “positive” responses and options for TKig@cton. At the present juncture in negotiations! ia
view of the intrinsic difficulties of providing uersally acceptable solutions to the questioneddy the
protection of TK in terms of “private rights”, def@ve measures might prove a more realistic appréac
difficulty arising in this area is the need to metie the preservation of indigenous groups anal the
communal control of ancestral knowledge and pesgtion the one hand, whilst granting exclusive
property rights to that knowledge on the other.r@tare, however, scholars that consider this fleasib
through, for example, the recognition of a reingenerisystem of IPRs:

“Accommodating IPRs to this subject matter is prilyaa learning process. As farmers adopt
and familiarize themselves with the concepts of aed movable property rights, they might grow
accustomed to the concept of property in intandia@vledge goods that underlies intellectual priyper
systems. Because IPRs can potentially enhance rérstanding, bargaining powers, respect and
incomes, these proposals seem likely to attraettasn and support from rural communitiegCottier &
Panizzon, 2005).

C) The Working Group on Reform of the Patent Cooperation Treaty
(PCT)
The Patent Cooperation Treaty is a WIPO globalgutén treaty, which makes it possible to

seek patent protection for an invention simultasgoin each of a large number of PCT member
countries by filing an “international” patent apgation. Such an application can be filed by

8  See preambular paragraph 27 of the EC Directivéheriegal protection of biotechnological inventi¢@8/44/EC).
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anyone who is a national or resident of a PCT eatitig state. It is generally filed with the
respective national patent office but the appliczar also do so through WIPO’s International
Bureau in Geneva.

In the context of the Working Group on the Reforfrthee PCT, Switzerland tabled a
proposal in May 2003 on the disclosure of origin gdénetic resources and traditional
knowledge® The Swiss proposal consists of amendments to@feRRegulations and the PLT to
enable parties to these treaties to request tlotodige of source of genetic resources and/or TK
incorporated in the invention, if the inventiondisectly based on those genetic resources and/or
TK. The opportunity for disclosure would be withhre international phase, and, in the event that
disclosure was inadequate, domestic legislationldvpreclude the completion of the application
at the national phase. The Swiss proposals weterad at the 2006 meeting of the Working
Group?® but were subsequently withdrawn at the 2007 mgétirorder to avoid further delays to
the work of the Group' They are being analyzed at the IGC.

Regarding sanctions, Switzerland proposes thaeifapplicant does not comply with the
national disclosure obligations, the applicatiornyrba refused or considered withdrawn. In cases
where the patent has already been granted, sasatioald not include revocation, unless the
respective national law provided for revocatiofirgudulent cases.

Discussions in the PCT Working Group revolved atbwvhether the Group was the
appropriate forum to discuss the issue of disclsgiven that other fora such as the IGC, the
TRIPS Council and the CBD were dealing with the sdopic. Opinions differ as to how this
guestion should be tackled within the context af #CT. They range from discussing it as
complementary to deliberations in other organizegtjdo considering that it is not appropriate to
address the issue at all within the PCT.

Notably, the Swiss proposals are consistent witreraiments being sought in its
domestic patent law. A new provision of the SwisseRt Act would require patent applicants to
disclose the source of a genetic resource, “insafathe invention depends” directly on the
resource. The Act also obliges the applicant, efitare unaware of the origin of the resource, to
state so. This amendment to the Swiss law has itfetlve objection of the international industry
group BIO for contravening the TRIPS Agreement bjegedly adding an additional
technological-specific requirement to the patetiitstof biotechnological inventions and raising
new potential grounds for the invalidity of patefits

C. The Free Trade Agreements (FTAS)

As we have seen, the FTAs signal an important dpweént in the evolution of the IP system.
With respect to the issues discussed in this chapte can detect a tendency to include TRIPS-
plus provisions, among others, in the areas ofpatend plant breeders rights. On the issue of
the protection of genetic resources and TK, therehalso been developments in the FTA texts,
though not with the far reaching implications ofreoof the patent provisions. Organizations
such as Oxfam International, however, have denalrtke double standards” in these
agreements:

8  See WIPO documents PCT/R/WG/4/13; PCT/R/WG/6/TIT/R/WG/7; and WIPO/IP/GR/05/INF/4.
% See Swiss Federal Patent Office available at hitww.ige.ch/E/jurinfo/j105.shtm, as of 12 April 2D0
1 at http://mww.wipo.int/edocs/mdocs/pct/en/pct_r_@fpct r wg_9_8.doc.

92 See ICTSD, Bridges BioRes, Vol.7, No. , 13 ApriDZQavailable at: www.ictsd.org.
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“While they extend the monopoly rights of large pmnations, they offer no such
protection for the vast amounts of knowledge hgldiabmers in developing countriegOxfam,
2007).

As mentioned above, in recent FTAs concluded betwiee US, EU and EFTA on one
side and a variety of developing countries on ttheerp the 1991 Act of the UPOV Convention
has been listed as one of the international treahat parties should subscribe to in the near
future as the modality of protection for plant edies. Article 27.3(b) of the TRIPS Agreement,
as discussed, obliges countries to prescribe proteof plant varieties either by patents, by an
effective sui generissystem of protection or by a combination of bdifPOV as asui generis
option is not referred to in the Agreement. The E'Dalige countries to opt for the 1991 version of
UPQV, which is seen as less flexible and moreggrinthan its previous incarnatigsse box B

BOX 3
UPOV

UPOV provides a framework for the protection ofnlaarieties. The Convention was first signed 619
and revised in 1972, 1978 and 1991. It enteredforice in 1968. It established the Internationalddrfor
the Protection of New Varieties of Plants, basedseBneva and associated with WIPO. There are two
versions of the Convention: UPOV 1978 and UPQOV 1981both versions, the breeders’ right may be
subject to two exceptions: the “breeders’ exemptemd the “farmers’ privilege”. The rights of bresd
both to use protected varieties as an initial sewt variation for the creation of new varietiesdan
market these varieties without authorization frdwa original breeder (the “breeder exemption”) isezed

in both versions of the Convention. One differeiscéhat the 1991 version states that the originaétter’s
right also extends to varieties which are esséytagrived from the protected one. The intentiorihiat
breeders should not be able to acquire protectioreasily for minor modifications of extant vargsti This
provision is also intended to ensure that patgttsiand breeders rights operate harmoniously.

In the 1978 version there is no reference to thhtrof farmers to re-sow seed harvested from ptetec
varieties for their own use (often referred to fzes farmers’ privilege”). Thus countries that arembers

of the 1978 version are free, but not obliged, phald the farmers’ privilege. In this respect, @91
version is more specific. Whereas the scope obtkeders’ right includes production or reproductmm
conditioning for the purpose of propagation, goweents can use their discretion to decide whether to
uphold farmers’ rights. The Convention (Article Ifpvides for an optional exception that allowstigsr
“within reasonable limits and subject to the safeding of the legitimate interests of the breedt,
restrict the breeder’s right in relation to anyigtr in order to permit farmers to use for propagat
purposes, on their own holdings, the product ofttherest which they have obtained by planting, hairt
own holdings, the protected variety or [an esséntiderived] variety”. This means that parties unde
UPOV 1991 can continue to uphold the farmers’ ey as long as their national plant variety system
provides for it. If the national legislation doestrfeature provisions on the farmers’ privilegeisth
presumably means there is no such privilege andféinmers cannot re-sow harvested seed even on thei
own farms.

Source: UNCTAD-ICTSD (2003).

UPOV’s plant breeders’ rights regimes have beeticize¢d on the grounds that they
better respond to conditions prevailing in indadized countries and that as such risk
undermining the food security of communities in eeping countries. This, according to
activists in the NGO community, may occur as altexu

* Encouraging cultivation of a narrow range of gesaly-uniform crops, including
non-food cash crops, with the possible consequetheg¢people’s diets will become
nutritionally poorer and crops will be more vulngeto outbreaks of devastating
diseases;
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» Limiting the freedom of farmers to acquire seeds/tvish to plant without payment
to breeders, and thereby impoverishing them further

* Restricting the free circulation of plant genetiesources, which is generally
considered essential for the development of newtplarieties (UNCTAD-ICTSD,
2003);

* Increasing the market power of seed suppliers,ipgshp the prices and enabling
international firms to capture a larger segmenthefprofits from farming than poor
farmers themselves (Oxfam, 2007).

In FTAs with the US, countries undertake furthemogitments to make efforts to
introduce legislation concerning the patenting laings. For example, and although Chile is a
member of the 1978 UPQOV Convention, the FTA betw&hite and the US provides for a “best
endeavour” clause for both parties to undertaksarable efforts, through a transparent and
participatory process, to develop and proposele@s —within four years of the entry into force
of the agreement— to provide patent protectionplants which are new, involve an inventive
step, and are capable of industrial applicatioththnCAFTA-DR Agreement, plants and animals
may be excluded from patentability, but any pahgttdoes not provide patent protection for
plants by the date of entry into force of the agrest shall undertake all reasonable efforts to
make such patent protection available. In additamtording to the same agreement, any party
that provides patent protection for plants and afsmas of, or after, the date of entry into for€e o
the agreement shall maintain such protection. herETAS, such as the one between the US and
Morocco, there is a straightforward obligation the parties to grant patents to inventions on
animals and plants.

Another standard provision in US-forwarded FTAsttgaes beyond TRIPS is that
patents can only be revoked or cancelled on grothmatswould have justified a refusal to grant
the patent initially. Apparently then, the only saa for revocation or cancellation of a patent
would be that the patent was not new, did not eataiinventive step or was not industrially
applicable. However, other conditions of revocatlave been incorporated in the different
agreements, such as inequitable conduct, misrapedim, the insufficiency of or unauthorized
amendments to the patent specification, or normisce of the invention. The question arises as
to whether parties may incorporate substantial irements at the domestic level on the
disclosure of origin of genetic resources and datet TK. As explained above, the FTAs
constitute a departure from the TRIPS Agreementabaitouilt on its fundamental principles. As
such, the disclosure of origin at the domestic lléven principle TRIPS compliant. Indeed, as
mentioned the Swiss government is amending itsnpaewv precisely to include such a
requirement. In its recent report, Oxfam is of thew that in FTAs with the US, including
CAFTA-DR, Peru and Colombia, “governments will nonger be able to reject a patent
application because a firm fails to indicate thigliarof a plant or show proof of consent for its
use from a local community” (Oxfam, 2007). Thiseatisn is reflected by a provision in the FTA
between the US and Peru, that resembles the atadres, with the exception of the FTA with
Chile:

“16.9. Each Party shall provide that a disclosuré @ claimed invention shall be
considered to be sufficiently clear and completet iprovides information that allows the
invention to be carried out by a person skilledha art, without undue experimentation, as of the
filing date and may require the applicant to indiedhe best mode for carrying out the invention
known to the inventor as of the filing date.

“16.10. With the aim of ensuring that the claimadention is sufficiently described, each
Party shall provide that a claimed invention is feiéntly supported by its disclosure if the
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disclosure reasonably conveys to a person skilketthé art that the applicant was in possession
of the claimed invention as of the filing date”

The extent to which these FTA provisions would loiihthe possibility of introducing
disclosure requirements at the domestic level nesnaimatter of interpretation. But if that was
their effect, as Oxfam suggests, there would bgelaolitical ramifications, especially for a
country like Peru that has been a main proponenaménding TRIPS to accommodate a
disclosure requirement.

In another recent development, highlighted aboide fetters were included in FTAs
recently negotiated by the US with Colombia anduPe¥spectively, recognizing the importance
of TK and biodiversity, “as well as the potentiantribution of traditional knowledge and
biodiversity to cultural, economic, and social depeent”. The side letters reaffirmed the
importance of obtaining prior informed consent dmel equitable sharing of benefits. However,
the understanding reached by the parties recogritegdthese objectives could be adequately
addressed by mutually agreed contracts betweers wat providers. Box 4 reproduces the
contents of the understanding with Colombia.

BOX 4
UNDERSTANDING REGARDING BIODIVERSITY AND TRADITIONAL KNOWLEDGE

The Parties recognize the importance of traditidmawledge and biodiversity, as well as the pognti
contribution of traditional knowledge and biodivigygo cultural, economic, and social development.

The Parties recognize the importance of the folhmw{1) obtaining informed consent from the appiater
authority prior to accessing genetic resources utidecontrol of such authority; (2) equitably shgrthe
benefits arising from the use of traditional knodge and genetic resources; and (3) promoting qualit
patent examination to ensure the conditions ofrgakglity are satisfied.

The Parties recognize that access to genetic re=®wr traditional knowledge, as well as the eglata
sharing of benefits that may result from use ofsthoesources or that knowledge, can be adequately
addressed through contracts that reflect mutualtged terms between user and providers.

Each Party shall endeavor to seek ways to shaveniation that may have a bearing on the patentylodi
inventions based on traditional knowledge or gemetsources by providing:

- publicly accessible databases that contain retewdormation; and

- an opportunity to cite, in writing, to the apprigte examining authority prior art that may havieearing
on patentability.

Source: USTR at http://www.ustr.gov/assets/Tradee@ments/Bilateral/Colombia_FTA/Final_Text/asset
_upload_file953 10182.pdf.

Besides reference to the issue of biodiversity anld in side letters or
understandings in the case of Colombia and Perti,nmny FTAs have incorporated
provisions on the protection of TK and folklore. Wever, Panama and Taiwan probably
reached the most extensive provisions on this tapitheir FTA, signed in 200%. The
innovative provisions of this agreement refer te tprotection of genetic resources,
traditional knowledge and folklore. Although theopisions on these issues are quite
strong, they do not provide for a requirement cfctlosure of origin of genetic resources.
Still, they provide a framework against misapprapion of genetic resources, for the
legitimate access to genetic resources and fortali@ benefit sharing. The parties to

% See text of the Panama - Taiwan FTA at http://2§66.0as.org/Trade/PanRC/PANRC_e.asp.
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this FTA also agreed to develop a mechanism for mmgual recognition of plant
varieties.

Finally, the EU has concluded a very limited numloérFTAs that include IP
chapters, but has recently announced that it wijame in new negotiations. Of these, it
is currently negotiating Economic Partnership Agneats with six regional groupings of the
ACP countries. A proposal to one of these sub-grgsp surfaced at the end of 2006 and
included comprehensive IP provisions, includingiéssrelated to the CBD.

According to this proposal, the parties would “utide the importance of acceding to
the Convention on Biological Diversity (CBD) andrag that, in line with Article 46.2 of the
Cotonou Agreement, the patent provisions of thidleTand the Convention on Biological
Diversity shall be implemented in a mutually supiver way”** As we can see, this issue is
closely related to discussions in the WTO on thatien between the TRIPS Agreement and the
CBD, and more specifically on whether there is aflad between the two treaties or whether
they can be interpreted in a mutually supportivg.\Wde EU has also incorporated Article 8(j) of

the CBD into its proposal:

“Subject to their national legislation the Partiesspect, preserve and maintain
knowledge, innovations and practices of indigeremc local communities embodying traditional
lifestyles relevant for the conservation and sustalie use of biological diversity and promote
their wider application with the approval and inwhent of the holders of such knowledge,
innovations and practices and encourage the etpitdiaring of the benefits arising from the

utilization of such knowledge, innovations and pices” >

% See proposal to CARIFORUM countries at http://whilaterals.org/IMG/doc/EC_non-paper_on_IPRs_text EA.doc.
% |bid.
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5. Concluding observations

A. The complexities of the IP landscape

The incorporation of trade-related IP disciplineghe final outcome of the trade negotiations of
the Uruguay Round signalled a major change in Wrtwaking. The TRIPS Agreement not only
incorporates IP within the international tradingsteyn but also introduces the concept of
minimum standards of protection for each of the#ifegories it deals with. The transformation
brought about by TRIPS is particularly significdot developing countries. The “bottom up”

approach to IP that characterised pre-TRIPS systdlmwed each country to calibrate their IP
regimes to their national interests.

The TRIPS Agreement should not only be assessdidednasis of the changes it brought
to the international IP architecture, but also iy egitimacy it has given to new initiatives with
broad and profound consequences for further presess IP harmonization. Building on the
minimum standards principle of TRIPS, a new gemamabf bilateral and regional FTAs
containing IP provisions have been signed in recgears, deepening the process of
harmonization initiated by TRIPS.

As observed in this paper, the WTO and WIPO havenbte major institutions
overseeing changes in the IP landscape at thelabeitl level. However, in addition to the WTO
and WIPO, there are a variety of organizationsidgatith specific IP matters. Today, a number
of intergovernmental bodies include IP-related ¢gaas in their work programmes, as is the case
of the United Nations Education, Science and Celtdrganization (UNESCO), the Convention
on Biological Diversity (CBD) and other UN agengisach as the United Nations Conference on
Trade and Development (UNCTAD) and the United NaiDevelopment Program (UNDP).

The work of, respectively, the World Health Orgatian (WHO) and the Food and
Agriculture Organization of the United Nations (FA@as been of particular relevance. The
WHO has engaged actively in questions related tan® health, particularly in the report of its
Commission on Intellectual Property Rights, Innamatand Public Healtff, and the follow-up
work of its Intergovernmental Working Group on Public Healthndvation and Intellectual

% See: http://www.who.int/intellectualproperty/en/.
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Property (GWG).®” Most importantly, the 2007 World Health Assembilye( highest decision-
making body of the WHO) adopted Resolution 60.30Imellectual Property, Innovation and
Public Healti?® The Resolution requests the WHO Director General:

“[...] (2) to provide as appropriate, upon request, ¢ollaboration with other competent
international organizations, technical and poliaypport to countries that intend to make use of
the flexibilities contained in the agreement on dedelated Aspects of Intellectual Property
Rights and other international agreements in order promote access to pharmaceutical
products,1 and to implement the Doha Ministerialcl2eation on the TRIPS Agreement and
Public Health and other WTO instruments; [...]

“(4) to encourage the development of proposalsHealth-needs driven research and
development for discussion at the Intergovernmewtatking Group that includes a range of
incentive mechanisms including also addressing lthkage of the cost of research and
development and the price of medicines, vaccinagndstic kits and other health-care products
and a method for tailoring the optimal mix of inteas to a particular condition or product, with
the objective of addressing diseases that disptapuately affect developing countries.”

For their part, FAO members spent a number of yeagstiating an International Treaty
on Plant Genetic Resources for Food and Agricul{litBGRFA) that finally entered into force
in June 2004° Among others, the treaty provides that state gmghould take measures:

“to protect and promote Farmers’ Rights, includinga) protection of traditional
knowledge relevant to plant genetic resourcesdodfand agriculture; (b) the right to equitably
participate in sharing benefits arising from thdlinaition of plant genetic resources for food and
agriculture; and (c) the right to participate in kiag decisions, at the national level, on matters
related to the conservation and sustainable useplaht genetic resources for food and
agriculture”.

Given the crosscutting and interrelated nature hef issues under consideration, the
involvement of so many institutions covering thesatters highlights the challenges and
complexities facing developing countries in manggamd sustaining coherence in international
and national IP policies.

The IGWG was established by the World Health Adslgnin 2006, by Resolution 59.24, which set “aneigbvernmental
working group open to all interested Member Statedraw up a global strategy and plan of actioorofer to provide a medium-
term framework based on the recommendations ofGrmission [on Intellectual Property Rights, Innttma and Public
Health]; such strategy and plan of action would,dimter alia, at securing an enhanced and susteirsis for needs-driven,
essential health research and development relévatiseases that disproportionately affect develgpiountries, proposing clear
objectives and priorities for research and develmm and estimating funding needs in this area’e: se
http://www.who.int/gb/ebwha/pdf_files /IWHA59/A59 R:&n.pdf.

%  See WHO document WHA 60.30www.who.int/gb/ebwha/pdf_files/WHAB60/A60 _R30-en.pdf

9% See text of the ITPGRFA at ftp://ftp.fao.org/agfagjt/ITPGRe.pdf. In November 2001, the FAO Coefare adopted the
ITPGRFA, which came into force in 2004. Its “objees are the conservation and sustainable useaof genetic resources for
food and agriculture and the fair and equitablerisgeof benefits derived from their use, in harmamigh the Convention on
Biological Diversity, for sustainable agriculturedafood security” (Article 1). The “Contracting Fias recognize [d] the
sovereign rights of States over their own plantegierresources for food and agriculture, includinat the authority to determine
access to those resources rests with national gmesits and is subject to national legislation @eti10.1)" and “agree [d] to
establish a multilateral system (MLS), which isi@ént, effective, and transparent, both to faaiét access to plant genetic
resources for food and agriculture, and to sharey fair and equitable way, the benefits arisirgnfrthe utilization of these
resources, on a complementary and mutually reinfgrbasis (Article 10.2)". Parties must provide esx expeditiously to other
Contracting Parties through the MLS “for the pumos$ utilization and conservation for researchedieg and training for food
and agriculture, provided that such purpose doesmotude chemical, pharmaceutical and/or other-fomal/feed industrial uses”
and “recipients shall not claim any intellectuabperty or other rights [over] the plant geneticoreses [...] in the form received
from the Multilateral System (Article 12.3)". Amorige ways of sharing benefits, the Treaty (Artit® provides for exchange
of information, access to and transfer of technplogapacity-building and Sharing of monetary andieotbenefits of
commercialization. Source: FAO at http://www.fag/aig/cgrfa/itpgr.htm.
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The paper has reviewed recent trends in the ardB pfotection and their impact on
sustainable development. We have focused on areslsich key developments have taken place,
namely on access to knowledge, public health anétgeresources. These changes confirm the
challenges ahead and the tasks developing countiieface in the coming years. Countries,
particularly in the Latin American and Caribbeamios, should be prepared to face these
challenges. Among them, the implementation at th&éonal level of new IP obligations
constitutes a major challenge that offers, at #tmaestime, opportunities for modernization and
the establishment of more coherent approachedlity poaking.

B. Isthere space for a creative implementation?*®

From the perspective of the demands of new commitsnen the IP front that necessitate
modernization of the national institutional basajqymakers could undertake the reform process
in a dynamic way by not only recognizing and ernfggcexisting IPRs, namely from non-
residents, but by developing structures and in&iitg that make it possible for the IP system to
contribute to the promotion of sustainable develephgoals. Such a dynamic implementation
should respond to certain policy objectives andifipestrategies.

The implementation of IP obligations from a susthie development perspective should
consider the needs of the local environment. Ineaialting these reforms the IP system should
respond to objectives such as:

» Striking an appropriate balance between rewardingovation, creativity and
investments on one hand, and access to knowledg&amsfer of technology on the
other;

* Creating appropriate mechanisms to promote locabvation and creativity by
instituting efficient and market-oriented incensye

» Using flexibilities with economic and social goaisanind;

» Protecting the public interest in sectors of vitaportance such as health, education
and the sustainability of genetic resources;

» Promoting coherent interaction with other regubator economic systems, including
technology development strategies, competitiomletiand FDI policies.

In undertaking such reforms, countries should tetaht they are not obliged to
implement higher standards of protection and eefoent measures than those detailed in TRIPS
and their respective FTAs (see for example, Arti@el, CAFTA-DR).

With respect to strategies for implementing thesjieaives, two aspects appear relevant
here. The first relates to the use of the flexilesi that exist in the international system to giesi
IP regimes that respond to the particular policyediives of the country in question; and
secondly, the related policies that can mitigate plotential costs of implementing a highly
harmonized IP system in line with the parametemnarfe technologically developed societies.

10 gee Roffe (2006).
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a) Flexibilities within the IP system

As discussed in this paper, the international 1Btesy was rather liberal and adaptable in the
period prior to TRIPS. The Agreement introduceddamental changes to the international IP
architecture that have intensified with the newagation of FTAs. However, these agreements,
building on the existing international architectuséll leave room for the design of IP regimes
that can accommodate the particular needs of atigouhis crucial to ensure there is awareness
of the existence of these spaces and their apptepises. They refer to questions such as the use
of existing mechanisms and public policy instrursetitat are not normally affected by the
current international IP architecture, including thTAs. For instance, and as reiterated above,
the FTAs negotiated by Latin American countriesndd exclude, with respect to compulsory
licensing, the use of a patent without the autlation of the right holder.

The Doha Declaration on the TRIPS Agreement andi®hlealth confirms the freedom
of Members to establish their own regime for thbasstion of IPRs, thus leaving countries with
the possibility of choosing their domestic appro&xiparallel imports. Taking again the case of
the FTAs negotiated by Latin American countrieg @&xhaustion of IPRs is not generally dealt
with. This is not the case in the FTA between ti#®ALANd Morocco that allows the parties to
limit parallel imports to cases where the patenhemhas placed restrictions on importation by
contract or other means. In brief, Latin Americaumtries have in general retained the freedom
in FTAs to design the most appropriate system ddilfg importation.

Even if the FTAs adopt stricter standards of prid@cand in some cases reduce the
space for defining the patentability critettathey still leave freedom for countries to definieat
constitutes an invention and to request a disckosidrorigin in the case of inventions using
genetic resources. This is also the case with ctdpethe use of exceptions and limitations,
particularly in the case of patents and copyrigHtswever, in general, the exercise of exceptions
in the case of patents (such as for teaching ssehreh, commercial experimentation, prior use)
(Garrison, 2003) needs to be explored further aadl effectively by those countries modernizing
their IP regimes. The same applies to exceptioddiamtations in the case of copyright that are
commonly used in developed countries (personal asggism, educational purposes) (Ruth
Okediji, 2006).

Within the IP system there are a number of othstriments that could be used more
effectively in the implementation process to proeinovative capacities at the local level. If,
for example, foreign right holders are the main dfmmaries of a national patent system,
innovations of an incremental nature, such as tposéuced by and large in the Latin American
and Caribbean region, might be protected by simgstems such as utility models (Suthersanen,
2006). Furthermore, other instruments of a non+petgry nature could be explored, such as
compensatory liability regimes and open source nsode

One of the most sensitive areas for the counthias tave committed to FTAs that go
beyond their TRIPS obligations is that related barmaceutical products. Specifically, these
agreements introduce new standards for the magkepproval of new pharmaceutical products
relating to the submission of undisclosed data enring safety and efficacy. The FTAs contain
detailed provisions on issues such as the probibaf the use of such data without the consent or
acquiescence of the first applicant for marketipgraval, for at least five years from the date of
approval. The FTAs also provide for a “linkage”weén the marketing approval and the patent
in the sense that a country is not permitted twideomarketing approval to any third party prior
to the expiration of the patent term, unless byn'semt or acquiescence” of the patent owner.

101 see, for example, the FTA between the US and Rexuprovides that each Party shall provide thataimed invention is
industrially applicable if is has a specific, suatvgial, and credible utility.
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These provisions that tend to expand the proteatibpharmaceutical products are
enhanced by parallel obligations dealing with conga¢ory extensions of the duration of the
patent in cases of undue delays in the adminigé&rafianting of the patent, or as a result of delays
in the marketing approval of the products. The Figgserally do not contain parameters for
defining these compensatory extensions. This isastemto be regulated domestically. For
example, in the case of the US, from whom theseigions gain their inspiration, the restoration
period is limited to five years in the case of adisirative delays in the granting of the patent.
With respect to “unreasonable curtailment of thiepiaterm as a result of the marketing approval
process”, there is a close relation in the USA leetwboth extension terms: “the effective patent
term including the restoration period may not exick¢ years” (Roffe, 2004).

These FTA provisions have attracted attention ana lbeen the subject of criticism not
only because of their TRIPS-plus nature, but bex#lusy make the exercise of flexibilities more
problematic and run the risk of impairing accessrndicines. They might also reinforce the
dominant position of strong firms and make the yenfrnew competitors more difficult. Thus,
there is a need to implement these provisionsgroecompetitive manner, in order to preserve a
competitive environment and sanction possible aboselominant positions. In this area there is
room for creative implementatidff:

A dynamic and pro-competitive implementation of neemmitments should apply not
only to health-related matters. Among the issuesudised in this paper, such as access to
knowledge and genetic resources, the creativitganigning IP systems that would preserve
flexibilities such as exceptions and limitation®sld be explored to the maximum. It should also
be remembered that in the areas discussed throygoshown by recent developments in the
US Congress with respect to health, the internatisgistem continues to evolve. This suggests
the importance of permanently observing and undedihg trends in this dynamic sphere of
economic law.

b) Modernizing IP-related regulatory regimes and institutions

The implementation of new commitments should beeua¢ten in a coherent interaction with
other regulatory regimes. We are dealing with braadl critical issues that could only be touched
upon here. One of the main arguments advanced bgcates of changes in IP relations,
particularly in the case of FTAs, is that they pdav an opportunity for reform and
modernization. One of the challenges faced by cmmin the Latin American and Caribbean
region is that in the area of IP these countrigsornsystems of protection that have been tried
and experienced in more advanced and legally stigdtisd countries, which, among other
features, have evolved systems of “checks and be#dn These systems are codified in
legislation and regulations, and often in courgiiptetations (Abbott, 2006).

The implementation process should be used as amrtopfty for reform and
modernization that would involve investment to emsappropriate institutions and human
resources. One area calling for reform relatetopetition laws and policies that, in the case of
developed countries, have taken years to matuteaolve into more sophisticated systems that
ensure the market operates under competitive dgonditCompetition and IPRs should not be
seen as contradictory but rather as interdeperedlemtents. This should mean that the efficiency
of the IP system is at stake whenever competitsodistorted or artificially restrained. Only a

02 An interesting example of dynamic implementatiorthie case of Chile. In order to safeguard the puidlierest, the law

provides that undisclosed information will not betected in the events of: anticompetitive behavaublic health, national
security, non-commercial public use, national eraeoy; when the pharmaceutical product is subjeet tompulsory license;
the product has not been commercialized in Chikinil2 months from the date of registration oritsem approval in the
country; the product has a registration or autlatidn in a foreign country of more than 12 months.
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fully competitive market is likely to minimize thgocial costs resulting from the fact that IP
protection cannot be adjusted to individual ne&tNGTAD, 1997).

Probably more importantly, a well-structured IPteys should interact coherently with
the national innovation system and with the stmegwand institutions that support such a system.
The implementation of high IP standards should laéched with a major effort to reinforce
institutions and human resources related to scianddechnology, and creativity in general. This
should be undertaken with the view that the wegleaties in FTAs should benefit from the IP
system in ways that match the benefits receivetthbiy stronger trading partners.

C. Final observations

Until very recently, IP matters were perceived &éthe domain reserved for legal experts and
technocrats related to specific industrial sectoh® emergence of TRIPS and the inclusion of IP
matters in FTAs have altered this perception. Céatiety actors are active in assessing the
implications of IPRs, particularly with respectdocess to knowledge, medicines, nutrition and
the appropriation of genetic resources.

Considering the important socio-economic implicagiof the IP system, the reform and
implementation of new IP obligations should constita participatory and coherent process
where producers, competitors, and consumers adl haxice. At the government level, an inter-
ministerial approach should facilitate a wider adagtion of the public interest and its different
sensitivities and forms, particularly with respéstthe impacts of IP policies on sustainable
development priorities.

A key challenge faced by countries in the Latin Alcen and Caribbean region is in
coping with the rapid evolution of ideas and conseground IP and the understanding of their
impact on development in general. This facet ofglodbalization process demands both a more
coherent and holistic approach to internationalotiagons and the establishment of dynamic
structures and competencies in economic diplomideye there is an important role for regional
organizations, such as the Economic Commission Liatin American and the Caribbean
(ECLAC), to assist countries in pursuing coheremd anformed policies in these interrelated
areas of economic law.
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