Development

DESTIN Working Paper Series I_SE

e )

ISSN 1470-2320

2003

No. 03-42

PATENTS AND PILLS, POWER AND PROCEDURE:
THE NORTH-SOUTH POLITICS OF PUBLIC HEALTH IN THE WTO

Kenneth Shadlen

Published: January 2003

Development Studies Institute

London School of Economics and Political Science

Houghton Street Tel: +44 (020) 7955-7425
London Fax: +44 (020) 7955-6844
WC2A 2AE UK Email: d.daley@lse.ac.uk

Web site: www.Ise.ac.uk/depts/destin

The London School of Economics is a School of the University of London. It is a charity and is
incorporated in England as a company limited by guarantee under the Companies Act (Reg. No. 70527).



DRAFT — Comments Welcome

Patents and Pills, Power and Procedure:
The North-South Politics of Public Health in the WTO

Kenneth C. Shadlen”
Development Studies Institute (DESTIN)
K.Shadlen@]lse.ac.uk

ABSTRACT

This article uses the contemporary international politics of intellectual property rights (IPRs) as a
lens to examine North-South conflicts over international economic governance and the possibilities
of institutional reform. Although developing countries have limited control over the distributional
and substantive dimensions of international institutions, they retain an important stake in a rule-based
international order. Because international institutions provide small states with a potential
mechanism to bind more powerful states to mutually-recognized rules, developing countries may
seek to strengthen multilateral institutions. Lacking the power to revise the substance of the World
Trade Organization’s Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS),
developing countries subsequently designed strategies to operate within the constraining international
political reality they faced. They sought to clarify the rules of international patent law, to affirm their
rights established during the TRIPS negotiations and to minimize their vulnerability to opportunism
by powerful states. Rather than undermine TRIPS, then, the developing countries strengthened global
governance in IPRs.

“In preparing this paper I have benefited from discussions of the material with a number of people,
including Tom Callaghy, Marcus Kurtz, Susan Martin, Christopher May, Monique Mrazek, Andrew Schrank,
and Robert Wade.



Patents and Pills, Power and Procedure:
The North-South Politics of Public Health in the WTO

Why would developing countries seek to strengthen international institutions? Moreover, why would
developing countries seek to strengthen international institutions that are clearly contrary to their
interests? This article addresses these questions through analysis of the international politics of
intellectual property rights (IPRs) in the World Trade Organization (WTO). To understand North-
South conflicts over international economic governance and the possibilities of institutional reform, it
is necessary to distinguish between the substantive and the procedural dimensions of international
governance. Developing countries may have limited control over the substance of international
institutions, but they nevertheless retain an important stake in creating and sustaining a rule-based
international order.

Most work on developing countries’ efforts to reform international institutions has focused
on the substantive and distributional aspects of international governance. Scholars have focused on
developing countries’ generally unsuccessful efforts to redesign international institutions as part of
broader strategies to alter the distributional effects of the international economy (e.g. Finlayson and
Zacher 1981 and 1988; Hart 1983; Ruggie 1983; Rothstein 1984; Krasner 1985; Lake 1987;
Ferguson 1988; Sell 1998). These studies revealed an international economic order that was
relatively unresponsive to demands for substantive change from below. Indeed, one prominent and
comprehensive analysis of North-South relations argued that if developing countries insisted on
pressing collective demands in global forums, they would do so at their own peril by reducing
developed countries’ commitment to multilateral institutions (Krasner 1985: 29-30).

In contrast to the extensive documentation of developing countries’ challenges to the
substantive dimension of institutions, comparatively little has been written about these countries’

efforts to reform the procedural aspects of international governance. Even where weak actors do not
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control institutions, they can still benefit from the predictability and stability introduced by
multilateralism. Thus, because international institutions provide small states with a potential
mechanism to bind more powerful states to mutually-recognized rules, developing countries may
seek to strengthen multilateral institutions.

The paradox, then, is that developing countries may become protagonists of institutions that
disfavor them substantively. They may participate in and attempt to strengthen international
institutions, so to insulate themselves from the discretionary actions of more powerful states. Though
the anarchic nature of the international system means that stronger states can continue to act
unilaterally and flaunt collectively-recognized rules, institutions that clearly define states’ expected
rights and obligations can raise the associated political costs of unilateralism. In the simplest terms,
multilateral institutions can provide developing countries with a form of limited political protection
against opportunistic behavior on the part of developed countries (see Haggard 1995). This article
examines developing countries’ efforts within the WTO to strengthen global governance in the area
of IPRs. Special emphasis is placed on the relationship between pharmaceutical patents and public
health.

The Uruguay Round of trade negotiations, which concluded in 1994, established a new and
important organization for regulating the international economy — the WTO. One of the three
agreements within the WTO is the Agreement on Trade-Related Aspects of Intellectual Property
Rights (TRIPS).! By linking IPRs to trade and formally integrating the global governance of IPRs

into the WTO, the Uruguay Round brought the issue-area to the forefront of international relations.

'The other two agreements are the General Agreement on Trade in Services (GATS), which like TRIPS
was new, and the General Agreement on Tariffs and Trade (GATT), which prior to the conclusion of the
Uruguay Round had been the principal institution for regulating international trade. There are, of course,
numerous additional sets of trade and investment rules monitored by the WTO, though these fall within one of
these three principal agreements. Hoekman and Kostecki (2001) provide a thorough overview of the WTO.



3

A landmark of TRIPS was to include pharmaceutical products among the range of industrial
and commercial products for which countries must make patents available. Because pharmaceutical
patents can increase the price of drugs, most developing (and many developed) countries did not
grant pharmaceutical patents prior to the conclusion of the Uruguay Round. TRIPS, then, has major
implications for public health in the developing world.> As discussed below, the problems associated
with the high price of drugs in poor countries is most pronounced with regard to the treatment of
patients with HIV/AIDS.

Few issues would appear so ripe for North-South conflict as IPRs, in general, or the narrower
issue of pharmaceutical patents. Most copyrights, patents, and trademarks are developed, claimed,
and owned by firms in the more developed countries. Developing country consumers, firms and
governments, in contrast, are largely importers and users of intellectual property. Since patents
provide market exclusivity to owners, strong enforcement of IPRs at the global level implies
significant resource transfer from developing countries to developed countries (Maskus 2000; May
2000; CIPR 2002; Bronckers 1994; World Bank 2001: Chapter 5). And while patents, in general,
constitute an issue-area marked by structural asymmetry, the specific area of pharmaceutical products
is marked by even starker asymmetries. Table 1 presents data on patents granted in the United States
over the five-year period, 1997-2001. The top fifteen developed countries received nearly sixteen
times as many patents as did the top fifteen developing countries (compare the sub-total of the upper-
left column to that of the lower left). With regard to medical patents, however, the developed
countries’ sub-total is thirty-four times greater. What this means is that the positive effects of

strengthened IPRs — rewarding innovation — will be captured almost exclusively by firms in a handful

*For analyses of how developing countries’ new obligations regarding patents on pharmaceutical products
might affect public health, see, among others, Abbott (2001); CIPR (2002: Chapter 2); Correa (2000); Mrazek
(2002); Scherer and Watal (2001); WHO (1998); WHO (2001); WTO/WHO (2002).
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of countries, while the negative effects of stronger IPRs — higher costs for medicines — are absorbed
internally by developing countries.

-- Insert Table 1 --

Notwithstanding the myriad reasons to seek either revision or elimination of the international
rules on IPRs, the developing countries did not attempt to introduce fundamental changes in the
substance of TRIPS. Rather then use the mandated review of TRIPS in 2000 (part of the Uruguay
Round’s “built-in agenda”) to reopen negotiations and correct the imbalances between the rights of
patent producers and obligations of patent consumers (e.g. remove the obligation to grant
pharmaceutical patents), developing countries spearheaded a series of high-level discussions on the
more narrow and immediate issue of the relationship between TRIPS and public health. The WTO’s
TRIPS Council dedicated special sessions to the issue throughout 2001, and the relationship between
patents and public health would constitute one of the most important topics addressed at the WTO’s
Fourth Ministerial Meeting in Doha, Qatar, in November 2001. The central theme of these sessions
regarded how to interpret TRIPS — how to deliver the level of intellectual property protection
demanded by the developed countries while also leaving developing countries’ sufficient capacity to
respond to public health crises. Specifically, developing countries sought to maximize their ability to
take advantage of TRIPS’ flexibilities to control healthcare costs and respond to public health crises.

Contemporary conflicts over IPRs shed critical light on the politics of global governance.
Though the structural asymmetry of the issue-area may give developing countries ample motivation
to seek to change the substantive dimensions of TRIPS, they lack the power to do so. The margin for
action on the part of developing countries was constrained by a core set of developed countries’
insistence that the substance of TRIPS would not be revised. Throughout the course of these
discussions, for example, the U.S. subjected all measures proposed to address the issues concerning

the developing countries to a litmus test of how they would affect the IPR obligations established in
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the Uruguay Round. With the weakening of patent protection a non-starter, developing countries
designed strategies to operate within the constraining international political reality they faced: they
sought to clarify the rules in the “gray areas” of international patent law to affirm their rights
established under the Uruguay Round. Rather than undermine TRIPS, then, the developing countries
sought to strengthen global governance in IPRs and thereby secure limited political protection.

The first section of this article underscores the different perspectives of strong and weak
states towards participation in international institutions. I argue that for developing countries the
“price” of multilateral rules is that they must accept rules written by — and usually for — the more
developed countries. Here I build upon the institutionalist approach, which emphasizes states’
demand for international institutions, by showing how developed and developing countries are likely
to have fundamentally different sources of demand. The second section examines the introduction of
IPRs into the GATT/WTO during the Uruguay Round. This period essentially witnessed the U.S.
setting the price of multilateralism. The third section examines IPR conflicts in the aftermath of the
Uruguay Round, when developing countries found themselves subject to external pressures to
provide a greater level of intellectual property protection than stipulated by TRIPS. The fourth
section links extra-institutional vulnerability to public health challenges in developing countries, with
particular emphasis on the treatment of HIV/AIDS. The problem for developing countries in the late
1990s was not TRIPS, but unilateral and bilateral pressures outside the WTO that prevented them
from using TRIPS and that pushed them to exceed their Uruguay Round obligations. This problem
was particularly acute for developing countries struggling to meet their new obligations compatible
while confronting the global HIV/AIDS epidemic. The fifth section examines the developing
countries’ efforts within the WTO to affirm and secure their rights under TRIPS, focusing on the

movement within the WTO to explicitly clarify the rights of Members with regard to patents and
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public health. The concluding section considers the opportunities and limitations of changing

international governance on IPRs.

Developing Countries and the Price of Multilateralism
Scholars of international political economy have long focused on the political underpinnings of
international economic relations. Institutions structure interaction among actors in the global political
economy, and in doing so they provide predictability and reduce uncertainty. International
institutions, thus, are the cornerstone of multilateral rule-based international environment.

A key question regards the dynamics of change in international institutions — not just what
institutions do, but rather where they come from and how they change® One approach, focusing on
states’ demand for institutions, maintains that states seek institutions to obtain predictability and
minimize uncertainty (Keohane 1982 and 1984; Abbott and Snidal 1998). To institutionalize
interactions gives actors greater confidence that conflicts will be resolved according to known and
recognized procedures. Actors may not know what the precise outcome will be, but the array and
probability of different scenarios can be anticipated. Knowing the “rules of the game” provides the
stability essential for actors to devise strategies to realize their goals.

Though certainty and predictability may be desirable, participation in international
institutions also implies that states sacrifice some degree of sovereignty. A country’s commitment to
make its policies conform to international obligations reduces the capacity to act unilaterally — to do
what it wants, when it wants, and how it wants. At the most general level, then, increasing
predictability and reducing uncertainty explain why states might want to create institutions to

regulate interactions, and the sacrifice of sovereignty explains states’ reluctance.

3See Martin and Simmons (1998) and Haggard and Simmons (1987) for comprehensive reviews of this
literature.
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The relative weights of the underlying tradeoffs of participation in international institutions
are likely to appear differently to different sorts of states. The degree to which we should expect a
country to be willing to sacrifice some sovereignty typically has to do with that country’s ability to
achieve its goals on its own. A state for which unilateralism is fruitful is less likely to want or need to
sacrifice sovereignty by committing to multilateral institutions. That is, a more powerful state that
can better control its external environment and achieve its goals unilaterally can obtain predictability
and certainty with a smaller sacrifice of sovereignty. However, even stronger states may demand
institutions that reduce transaction costs (Keohane 1984).

Weaker states, in contrast, are more likely to be willing to tie their own hands. As much as
sovereignty may be valued at a symbolic and rhetorical level, developing countries may be willing to
sacrifice sovereignty and commit to multilateral institutions — so long as there is an expectation that
the powerful countries will do the same. Multilateralism comes at a high price for developing
countries, however. To obtain the benefits of multilateralism — developed countries’ commitment to
mutually-recognized rules and thus protection against unilateralism — developing countries have to
accept and adapt to rules and regulations that are generally not of their making.

The price of multilateralism, and the subsequent opportunities and challenges for developing
country participation in international institutions, provides key insights for understanding the
contemporary international politics of IPRs. Developing countries argue that they “paid” for
multilateralism in the Uruguay Round with substantive concessions in the form of TRIPS, but that
they have not enjoyed the benefits of a rule-based system in the post-Uruguay Round environment.

For all of the problems posed by new obligations under TRIPS, developing countries retained
necessary flexibilities to address public health crises (Correa 2000; Scherer and Watal 2001), and the

WTO promised to deliver the predictability and stability essential for long-term public health
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planning.* Yet the predictability and stability was not forthcoming. As we will see, the obstacles
developing countries faced were not derived from TRIPS and the WTO, but rather from the extra-
institutional pressures — diplomatic, economic, and legal — that developed country firms and
governments applied. These pressures limited developing countries’ ability to use the flexibilities
granted to them under TRIPS.’ Thus, the problem for developing countries was not so much
developing countries’ substantive obligations under TRIPS, but rather the weakness of TRIPS’
procedural dimensions that in many ways made the agreement effectively irrelevant. Subsequently,
the developing countries sought to eliminate the ambiguities in TRIPS and clarify their rights.
Though altering the substance of the agreement was politically infeasible (though perhaps desirable),

they managed to strengthen important procedural dimensions of international governance.

Intellectual Property Rights in the Uruguay Round: The Price of Multilateralism
Prior to the Uruguay Round, international governance in the issue-area of IPR was weak, both
procedurally and substantively. Because IPRs were not considered “trade-related,” they were not
regulated by multilateral trade institutions (e.g. GATT). Instead, the principal international covenant
for patents was the 1883 Paris Convention for the Protection of Industrial Property, an international
treaty monitored by the WIPO. WIPO, like many international organizations, lacks enforcement
mechanisms. The Paris Convention allowed countries a significant degree of flexibility in designing
their IPR regimes. Though the parties to the Paris Convention pledged to abide by the norm of non-
discrimination (i.e. they would not treat patent applications and patents differently depending on the

country of origin), they could impose different standards and obligations on foreign, as opposed to

*For a similar argument with regard to trade and investment measures, see Amsden and Hikino (2000).
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national, patent holders. And because the Paris Convention allowed countries to establish the “scope”
of their patent regimes, countries varied the standards and levels of patent protection by type of
products. Many countries, in fact, simply declared certain products, such as pharmaceuticals, outside
of the scope of patentability.°

In the 1980s and 1990s the developed countries, led by the U.S., pushed for stronger
enforcement of a less flexible set of regulations regarding intellectual property protection.” The
increased prominence of IPRs in U.S. foreign policy is a well-known story of sectoral politics. Well-
organized industry groups representing the chemical, entertainment, pharmaceutical, and software
industries pushed the U.S. government to use trade sanctions against countries that were argued to be
lax in protecting their copyrights, patents, and trademarks (Ryan 1998: Chapter 4; Sell 1998: Chapter
4; Ostry 1999; Ellsworth 1993).®

American firms’ initiative for patent protection yielded results. In 1984 congress amended
Section 301 of Trade Act of 1974 to make violation of intellectual property rights “actionable.” As
the business constituency for stricter enforcement of IPRs grew, the same coalition succeeded in
obtaining another amendment to Section 301 in 1988 — “Special 301,” which heightened the USTR’s
powers to act against countries that provided insufficient intellectual property protection. Though

clearly at the forefront of drive to link IPRs to trade, the U.S. did not act alone. The EU’s 1984 “New

>Throughout this paper reference is made to the flexibilities afforded countries by TRIPS, not “safeguards.”
Safeguards suggest exemption — they establish the conditions by which countries are released, temporarily,
from their obligations. According to TRIPS, however, measures that Members take to protect public health or
promote economic development must be “consistent” with other obligations in the agreement. Thus, they
should not be regarded as safeguards (see Bronckers 1994: 1260).

%See Gadbaw and Richards (1988) for a review of pre-Uruguay Round patent policies in a range of
developing countries.

"It is worth noting that the U.S.-led offensive followed an earlier attempt in the 1970s by a coalition of
developing countries, working through the United Nations Conference on Trade and Development
(UNCTAD), to reform international governance in IPRs. UNCTAD sought to codify developmentalist rules
for patent regulations and technology transfer, and to make developed country obligations legally binding
(Miller and Davidow 1982; Sell 1998).
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Commercial Policy Instrument,” which is like Section 301 in authorizing trade sanctions against
countries involved in acts of “illicit trading,” also includes inadequate protection of EU firms’

intellectual property as an actionable offense (van Bael and Bellis 1990: 336-339).

From Special 301 to TRIPS
In addition to unilateral strategies of IPR enforcement, the U.S. and the EU also insisted on
integrating IPRs into the Uruguay Round negotiations . An important goal for the Uruguay Round
became the establishment of a new set of global standards to guide countries’ IPR regimes. Such
standards would stipulate what items were eligible to receive copyright and patent protection,
institute guidelines for copyright and patent application and granting, and establish minimum periods
of protection. The standards would also include entail new obligations with regard to enforcement
and de facto protection of intellectual property. The institutionalist perspective helps us understand
the movement to seek higher global standards at the multilateral level, for doing so potentially
spreads the burdens of monitoring and enforcement, and thus reduces the costs that would otherwise
accrue to the handful of dominant countries in the issue-area.

To be sure, many middle-income developing countries were opposed to the integration of
IPRs into the GATT, and a coalition of ten countries attempted to block the developed countries’
project. As indicated, developing countries had only recently been defeated in their effort to weaken
international protection of IPRs. From these countries’ perspective, what the U.S. was proposing was
even more problematic than the status quo. Yet the developing countries were no more successful in
keeping IPRs off the agenda in the Uruguay Round than they had been in reforming the Paris
Convention. Business lobbying made TRIPS a high priority for the U.S. in the Uruguay Round

negotiations, and considerable pressure was used to generate consent. Indeed, the unilateral strategy

*Aggarwal (1992) analyzes a similar process by which services gained prominence on the U.S. trade
agenda, with key business constituencies playing a key role in defining services as “trade-related.”
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was used as a tool to gain acceptance of the multilateral strategy, as the U.S. explicitly used Special
301 provisions to coerce larger developing countries such as Korea and Brazil into accepting the
inclusion of IPRs in the Uruguay Round negotiations. As one participant in the negotiations has since
written, “given a choice between American sanctions or a negotiated multilateral agreement, the
TRIPS agreement began to look better” (Ostry 1999: 195).°

There is little disagreement that the TRIPS agreement produced in the Uruguay Round
reflects the interests of the powerful set of developed countries that motivated the negotiations. With
regard to patents, for example, on virtually every issue — e.g. the scope of patentability, the length of
patent terms, the provisions for regulating and revoking patents — the developed countries
prevailed.'” The agreement extends patent protection into new areas that were left uncovered by
many countries’ IPR regimes, requires uniform twenty-year patent terms, and greatly restricts states’
ability to compel regulate patent-holders and thereby compel licensing. One area where the
developing countries did attain a significant concession regarded transition periods for
implementation: while all countries were required to introduce national treatment and non-
discrimination immediately into their existing IPR laws, developing countries had until January 2000
to bring their IPR regimes into full conformity with the WTO, and the least developed countries were
given until 2006.""

One of the most important changes introduced by TRIPS was to include pharmaceutical
products among the range of industrial and commercial products that could be patented. Article 27.1

stipulates that “patents shall be available and patent rights enjoyable without discrimination as to [1]

*The author was a negotiator from Canada. Ryan (1998: 108) shows how unilateral pressures were used as
a mechanism to ensure developing countries’ acquiescence to multilateral negotiations.

10Though this paper addresses only patents, it should be emphasized that in addition to patents TRIPS also
establishes minimum standards for IPR protection and enforcement in the areas of copyrights, trademarks,
geographical indications, industrial designs, and integrated circuits.

"Article 66.1 gives the least developed countries the right to request a ten-year extension of the transition
period.
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the place of invention, [2] the field of technology and [3] whether products are imported or locally
produced” (emphasis and numeration added).'? By integrating IPR governance into the WTO and by
barring sector-based discrimination in granting of patents, TRIPS not only compels countries to raise
their IPR regimes, in general, but ultimately it also eliminates countries’ ability to treat
pharmaceutical products differently.

To understand the significance of this change, it is important to recall that most developing
countries did not grant patents to medicines (nor did most wealthier countries at earlier stages of
development). According to the World Health Organization (WHO 2002: 15), prior to TRIPS more
then forty countries did not provide any patent protection for pharmaceuticals, while many that did so
issued patents only for processes and not for products. And where pharmaceutical patents were
granted, for products and/or processes, patent terms tended to be for significantly less then the
uniform 20-year minimum stipulated by TRIPS. Given the magnitude of the change and sensitivity of
the issue, Article 65.4 allows countries that did not previously grant patents to pharmaceuticals prior
to the introduction of TRIPS in 1995 to delay patentability until 2005. Yet few countries took full
advantage of this exception."

Notwithstanding the asymmetries of the agreement, developing countries accepted TRIPS as
the price of multilateralism. The U.S.” insistence that the Uruguay Round be an all or nothing affair —

a “single undertaking” — meant that developing countries could not approve the Final Act, with its

The first condition conforms to the GATT/WTO norm of country-based non-discrimination. The second
condition operationalizes non-discrimination in a new way. The third condition addresses a long-standing
debate in the international politics of IPR governance over the meaning of “working” a patent. I discuss the
broader implications of this in the concluding section of the paper.

13 Argentina, Brazil, and Turkey, for example, did not grant patents to pharmaceuticals as of 1995 but were
doing so by 2000. In fact, by 2000 even most of the least developed countries, which had until 2006, had made
pharmaceuticals patentable. Among the countries that continued using the extra transition period granted by
Article 65.4 are Cuba, Egypt, India, Kuwait, Madagascar, Pakistan, Paraguay, Tunisia, the United Arab
Emirates, and Uruguay (WTO 2001b). Even if not granting patents on pharmaceutical goods, however, TRIPS
required WTO members to establish a “mailbox” system, by which they accept patent applications and grant
exclusive marketing rights. Failure to implement such a system was the subject of the WTO case that the
United States brought against India (and won) in 1997.
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promises of increased access to the U.S. and European markets, the final elimination of the onerous
Multi-Fiber Arrangement (MFA), and, critically, a global trading system regulated by the rules-based
World Trade Organization, without also accepting TRIPS. It is also worth noting that integrating
IPRs into a multilateral forum at least introduced the possibility of a move from status quo
reciprocity, in which developing change their IPR policies in exchange for status quo, to real
reciprocity, in policy change in IPRs is exchanged for substantive concessions in other issue-areas,
such as increased market access (Subramanian 1990). The ultimate post-Uruguay Round problem for
developing countries was not just that the expected substantive concessions were not forthcoming,
but that the stability and predictability to be produced by a multilateral agreement did not materialize

either.

Beyond the Uruguay Round: Accelerated Implementation and TRIPS Plus

In the aftermath of the Uruguay Round, developing countries faced considerable external pressure to
conform rapidly to TRIPS. The U.S. policy was to push for accelerated implementation,
discouraging countries from taking advantage of the transition periods allowed under TRIPS and
holding many to higher standards than established in the Uruguay Round. As indicated, TRIPS
establishes minimum standards for patent regimes. Countries may of course introduce higher
standards (e.g. reducing exceptions to patentability, extending patent terms beyond twenty years) as
they wish, and they may meet their obligations in full prior to end of their transition periods — but
they have no WTO-based obligations to do so.

The U.S. push for accelerated implementation is illustrated by considering the treatment of
developing countries in the USTR’s annual Special 301 Reports on IPR enforcement. Throughout the
1990s developing countries were routinely placed on the Watch List and Priority Watch List for what

the U.S. regarded as insufficient protection of intellectual property. For the U.S., the Special 301
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annual review became a key mechanism to pressure countries. It was, in the words of Trade
Representative Charlene Barshefsky, “much more than an in-depth review. It provides a direct route
to press countries to improve their IPR practices” (USTR 1997).'* As Table 3 indicates, in the seven
years after the WTO entered into effect, more than half of the countries subject to this pressure were
developing countries. And developing countries accounted for nearly two-thirds of the countries
identified on the Priority Watch List.
-- Insert Table 2 --

The USTR listed many countries for failing to implement their TRIPS obligations, including
both developed and developing countries. Because January 2000 was the deadline for fi«/l compliance
and developing countries had some immediate obligations, it was possible for a country to be out of
compliance prior to the end of the transition period. Indeed, where the USTR adjudged other WTO
Members — developed or developing — to be in violation of TRIPS, the U.S. typically pressed its case
in the WTO. By 2001 the U.S. had initiated fifteen IPR-related cases with the WTO’s dispute
settlement boards, including cases against developing countries such as Argentina, Brazil, and
India."”

As problematic as the potential to be punished for not adequately implementing TRIPS was
that developing countries found themselves under threat even when in compliance with the Uruguay
Round’s IPR obligations. Indeed, the Uruguay Round Agreement Act of 1994 had amended U.S.
trade statutes to ensure that countries in compliance with TRIPS could still be targeted under Special
301. Subsequently, the USTR consistently emphasized that ensuring full and rapid compliance with

TRIPS — not just by the end of the transition periods granted stipulated by TRIPS but before such

"As part of the Special 301 process, the U.S. also used visible and publicized “out-of-cycle reviews.”
These special reviews, which saw increased use beginning in 1995 (just as WTO Members’ Uruguay Round
commitments were entering into effect), subject countries’ IPR regimes to focused, intensive scrutiny.
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periods ended — was one of its highest priorities in the area of intellectual property rights. In April
1995, for example, three months after the WTO’s birth, the USTR stated that “the United States has
now fully implemented its TRIPS obligations, in many instances in advance of the required
implementation date of January 1, 1996. We look to other countries to do the same. We will
continue to press all WTO member-countries to implement their TRIPS obligations in the shortest
possible time” (USTR 1995). And the Fact Sheet accompanying the USTR’s 1996 Special 301 report
underscores U.S.” commitment “to encourage other countries to accelerate implementation of the
WTO TRIPS agreement and move to even higher levels of IPR protection” (USTR 1996).

The use of the Special 301 process to push for accelerated TRIPS Plus is made evident by a
careful reading of the annual reports. Many of the developing countries targeted by the USTR were
in compliance with TRIPS: they had implemented the necessary immediate measures required, and in
many cases they had fully implemented new legislation along with administrative and judicial
practices, making their IPR regimes fully TRIPS-consistent in advance of the 2000 deadline. But the
U.S. sought full and accelerated implementation, and in many instances the U.S. also sought IPR
reform that went beyond what was required by TRIPS. To that end the U.S. singled out countries that
were in compliance with TRIPS, but in taking advantage of the agreement’s flexibilities had
introduced IPR regimes that did not meet U.S.’s higher standards for intellectual property protection.
Thus, developing countries often found themselves subject to penalties not just for violating TRIPS,
or for being too slow in making their IPR regimes TRIPS-compliant, but rather for using the
flexibility that TRIPS formally preserves — for not adapting “TRIPS Plus” regimes. For developing
countries, then, the problem was not TRIPS itself, but the weakness and seeming irrelevance of

TRIPS.

In fact, as part of the push for full compliance, the US sought a revision that would make it easier use the
WTO’s dispute settlement mechanism to challenge countries for inadequate enforcement. “Status Report
Shows Deep Divisions on Agenda for New WTO Round,” Inside US Trade, Vol. 19, No. 30, July 27, 2001.
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It is worthwhile to contrast, briefly, developing and developed countries’ abilities to pursue
extra-institutional strategies to secure their implementation goals with regard to Uruguay Round
commitments in IPRs and apparel. The Uruguay Round replaced the MFA with an Agreement on
Textiles and Clothing (ATC), which was to phase out the quota regime over a ten-year period, ending
in 2005. Like TRIPS, the ATC has built-in transition periods; and the schedule for quota reduction
allows products accounting for up to 49 percent of the value of 1990 imports into developed country
markets to remain subject to quota restrictions until the end of December 2004. The developed
countries took full advantage of the transition periods in ATC, reserving the most significant quota
reductions until just before the 2005 deadline.

Of course, delayed implementation of ATC obligations on the part of the developed
countries is similar to developing countries taking advantage of the various transition periods in
TRIPS. In both instances, Members are taking advantage of the WTO’s flexibilities and are WTO
compliant; neither the developed countries’ dragging their feet on opening their markets to
developing countries’ textile products nor the developing countries’ moving slowly in protecting
developed countries’ intellectual property are subject to legal challenges within the WTO. As we
have seen, however, the U.S. (and EU) used their power outside the WTO to push for accelerated
implementation of TRIPS obligations and adoption of TRIPS Plus standards. Developing countries
lack this recourse. To be sure, the developing countries would stand to benefit from accelerated
implementation of ATC obligations, and they would benefit from the removal of other restrictions to
market access that go beyond what the ATC requires — they would, in short, like “ATC Plus.” Yet the
developing countries are powerless to pressure the developed countries in this way. Indeed,
developing countries have used the WTQO’s dispute settlement mechanism to challenge countries that
violate the rules established in the Uruguay Round, but they lack the resources to pressure countries

into going beyond such obligations. Lacking the ability to pursue their own extra-institutional
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strategies, and with limited capacity to change the substance of the agreements, developing countries
sought to clarify the procedural dimensions of TRIPS. In doing so, the developing countries

strengthened international governance in IPRs.

Disease, Drugs, and Extra-Institutional Vulnerability
Throughout the latter half of the 1990s, developing countries struggled to meet their new obligations
under TRIPS while addressing overwhelming problems of deprivation, disease, and poverty. This
section uses the case of patents and responses to the HIV/AIDS epidemic to analyze the problems
that extra-institutional vulnerability presents to developing countries.

Treatment of people suffering from AIDS is possible, as made evident by the successful
containment of the epidemic in developed countries. Modern drugs, particularly anti-retrovirals
(ARVs), make treatment possible and reduce the spread of the disease. To be sure, not even the most
sophisticated drug regimens can cure patients with AIDS, but treatment can prolong lives and,
critically, reduce transmission. In contrast to the situation in most OECD countries, however, the
AIDS epidemic in the developing world is anything but contained. According to UNAIDS (2002a),
the number of adults and children living with HIV/AIDS increased from 37 million in 2001 to 42
million in 2002, suggesting not just high levels of prevalence but alarming rates of incidence. Each
day, approximately 8,000 people in the developing world die from HIV/AIDS.'® Nor has the
epidemic reached a plateau, as UNAIDS (2002b) predicts that the epidemic may kill up to 68 million
people by 2020 if not dealt with effectively.

Not only is HIV infection on the rise in the developing world, but treatment is a rarity.

UNAIDS (2002a: 4) reports estimates that less then four percent of the people in need of ARV

"°Of the estimated 3.1 million people deaths due to HIV/AIDS in 2002, 2.4 million (77 percent) were in
Sub-Saharan Africa.
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treatment in the developing world were receiving treatment.'” The low level of treatment, in turn,
seriously affects the spread of the disease. To the extent that treatment is an incentive for individuals
to be tested, the absence of treatment possibilities may reduce the incentive for individuals who are
HIV positive — but not yet showing the symptoms of AIDS and thus perhaps unaware of their
condition — to be tested. From a public health perspective, then, minimal treatment can undermine
prevention campaigns.'®

The challenge of tackling the AIDS epidemic in the developing world is overwhelming
indeed. Drugs are expensive, and the delivery of the complex ARV regimens requires that drugs be
complemented by sophisticated healthcare systems. Treatment requires proper equipment and
facilities for testing and counseling, adequately trained medical professionals (doctors, nurses, and
lab technicians), social workers to work with patients (and their families) who are undergoing the
difficult treatments, and well-equipped hospitals for medical emergencies. Yet treatment is possible,
even in resource-poor settings in the developing world (Rosenberg 2001; Berwick 2002).

The cornerstone to treatment is that the medicines be affordable. In Brazil, for example, the
treatment regime is based on twelve medicines, of which eight are not under patent because they
were on the market before April 1997, when new IPR legislation entered into effect. Thirty-six
percent of the money that the Health Ministry spent on AIDS drugs in 2000 went to purchase two of
the patented drugs."

Drug prices, of course, are far from being the only relevant issue. Given the complexity of
treatment (the ARV regimen and the necessary testing and monitoring), even if drugs were free many

countries would still lack the necessary healthcare infrastructure to provide treatment. Yet drug

""Brazilian patients alone account for half of those receiving treatment.

8]t is also worth noting that for the same reasons low levels of treatment greatly complicates the task of
estimating disease prevalence.

1%“Brazil highlights Aids debate,” FT.com, June 24,2001 (accessed June 25, 2001). See also, Rosenberg
(2001); CIPR (2002: 43).
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prices unquestionably play a critical role, for drugs are the key input into any treatment process.
Indeed, for public health ministries operating with scarce resources, the high price of drugs can serve
as a disincentive to invest in the development of valuable healthcare infrastructure for delivering
treatment. When drugs are affordable, in contrast, improving healthcare infrastructure may appear as
a more worthwhile task. Thus, lower drug prices create incentives (and free resources) to build
necessary infrastructure (Berwick 2002: 214; Abbott 2001; Schwarzlander et al. 2001). In sum, the
high price of ARVs limits the feasibility of treating AIDS patients — and thus controlling spread of
the disease — for poorer countries with limited resources.”

Moreover — and this is the critical point — what matters is not simply the affordability of
essential drugs but the reliability of the supply of affordable drugs. That is, to encourage health
planning and investment in health care infrastructure, officials need to know that the source of
affordable drugs is reliable, that the essential drugs are not simply available today but that they will
also be available, at affordable prices, in the future. The importance of this point cannot be
understated. To meet the challenges of the HIV/AIDS epidemic, significant resources need to be
invested in healthcare infrastructure, but the incentives to invest in infrastructure are reduced without
reliable access to affordable medicines. These are long-term investments that require substantial
resource mobilization. The decision to build new hospitals and special treatment facilities, the
decision to purchase treatment equipment, the decision to train staff, all these are costly and imply
costs over long time horizons. Developing countries need to know that there will be a payoff for their

investments — that the critical inputs at the center of healthcare will remain affordable.

*Once it is determined that drug prices do indeed matter, a related debate regards the effect of patents on
drug prices. By design patents allow producers to keep prices high, though Attaran and Gillespie-White (2001)
have argued that in sub-Saharan Africa few of the relevant drugs for AIDS treatment are actually under patent.
For three letters critical of this study, and a reply by the authors, see the correspondence, “Do Patents Prevent
Access to Drugs for HIV in Developing Countries?” JAMA, Vol. 287 No. 7, February 20, 2002. See also
Consumer Project on Technology (2001). UNAIDS/WHO (2000) also provides data on pharmaceutical patents
in 80 countries. In any case, the concern that patents affect prices and treatment, rightly or wrongly, motivates
developing country behavior in the WTO.
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The question, then, is how developing countries may secure a steady stream of drugs at
affordable prices. Though patented ARVs are prohibitively expensive, producers of generic ARVs
can make the drugs available at a fraction of the price. For example, while the market cost in some
countries for an ARV regimen using patented drugs can exceed US$10,000 per patient per year,
generic producers can provide bioequivalent treatments for less than $400 per patient. Importantly,
the threat of local production or importation of generic versions of patented ARVs can induce patent
holders to lower prices or license production and distribution rights to local entities.

A key tool for inducing such price-reducing behavior on the part of patent-holding
pharmaceutical companies is the compulsory license, by which the host government, without the
consent of the patentee, allows a local entity (a private firm and/or government agency) to produce
and distribute a good under patent. To be sure, the entry of generic drugs is not the only means to
lower prices. Many countries have obtained substantial price cuts directly from patent-holding
pharmaceutical companies. However, the threat of generic competition serves as a bargaining tool for
obtaining price reductions on patented drugs. Compulsory licenses, in short, are measures —
historically part and parcel of most countries’ domestic IPR legislation — to increase competition,
ensure affordability, and check against patent abuse (Correa 2000; Reichman 2002).”' Moreover,
while tiered pricing schemes of brand-name pharmaceutical companies leave control over supply in
the hands of the drug-donating firms, compulsory licensing is an instrument that states can use to

secure reliable access to essential medicines.

I 2001, following concern of anthrax attacks, the United States used a threat of compulsory license to
induce Bayer to reduce the price of Cipro to the Department of Health and Human Services.
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Despite the extent of public health crises in the developing world and the high price of drugs,
no developing country has issued a compulsory license on a pharmaceutical product.”> Moreover,
few countries have even threatened to do so. An exception to this broad trend, which affirms the
importance of the ability to issue compulsory licenses, is found in the case of Brazil. In August 2001
Brazil announced its intention to issue a compulsory license on an AIDS drug to which the patent
was held by Swiss pharmaceutical giant Roche. When Roche responded to the threat by reducing the
price of the drug, no license was issued. Importantly, as all parties involved recognize, Brazil’s
actions were entirely acceptable under TRIPS.?

Why, then, have developing countries been so reticent to take advantage of TRIPS-acceptable
tools to lower drug prices? One explanation is that TRIPS prohibits such actions. To be sure, TRIPS
places conditions on countries’ ability to issue compulsory licenses — conditions that are significantly
more restrictive then pre-Uruguay Round rules.”* But TRIPS does not proscribe such actions (Correa
2000; Scherer and Watal 2000; Abbott 2001; CIPR 2002; Maskus 2000; Tussie 1997).

A more likely explanation of developing countries’ reluctance to act more aggressively to
lower drug prices were the ambiguous conditions under which countries can avail themselves of
TRIPS’ flexibilities and fear of external pressure. Indeed, the sheer legal complexity of this relatively
new issue can be overwhelming for officials working in poorly funded ministries in developing

countries, and this complexity is exacerbated by the uncertainty as to what falls within and outside of

It is important to note that not all generic drugs are produced under compulsory licenses. Many generics
are simply products that do not have patent protection, either because the name-br