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L. Introduction

Until fairly recently, few questioned whether the nations
of the world should promote intellectual property protection.
For a long time, international discussions about intellectual
property have been based on a premise that protecting
intellectual property rights is beneficial to economic
development and social good. This consensus arose from
the understanding that intellectual property rights provide
the necessary incentive to spur innovation in the arts and
sciences, thus driving social and economic development. As
a result, the intellectual property agenda at international
organizations like the World Intellectual Property Organization
(WIPO) focused on technical matters, such as establishing
reciprocal intellectual property protection between nations
and harmonizing intellectual property laws.

International intellectual property has become a far
livelier subject in recent years with the rise of a counter-
agenda far more skeptical of the value of intellectual property
rights. This paper describes this counter-agenda, which it
calls the “New International IP Agenda.” Proponents of the
New International IP Agenda contend that even if some
intellectual property rights are a good thing, more are not
necessarily better. They believe that the world’s intellectual
property laws have expanded to the point where they no
longer strike a proper balance between the rights of intellectual
property owners and the public good.! They assert that
intellectual property rights may impede research and
innovation, distort pharmaceutical research priorities, interfere
with economic development in the developing world, and
raise the cost of a host of items needed by the poorest of the
poor, including pharmaceuticals, software, and educational
materials. A group of developing countries led by Brazil and
Argentina thus has proposed that there should be a
presumption against increased international protection of IP
rights, allowing “higher standards of protection . . . only
when it is clearly necessary . . . and where the benefits outweigh
the costs of protection.”

A large number of issues fall under the New
International IP Agenda, which is unified by a common thread
of IP skepticism and a network of non-governmental
organizations (NGOs) and activists. Attempts to expand or
strengthen intellectual property rights are likely to be
vigorously opposed by part or all of this network’>—software
patents in the European Union, patent harmonization efforts
at WIPO, increased patent protection in India, and many other
such efforts. Some activists propose to replace, or at least
counterbalance, the current model of using IP rights to
encourage the production of public goods (such as
pharmaceuticals and educational materials) with government
funding and “open access” or “open source” development.
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Proposals include compulsory licensing of pharmaceuticals,*
treaty obligations to publicly fund “open access”
pharmaceutical R&D, governmental preferences for open
source software, and international administration of
infrastructure resources.

There may be some question as to how seriously to
regard the New International TP Agenda, as radical change
seems unlikely in the consensus-driven world of international
organizations. Some, therefore, dismiss the revolutionary IP
proposals advanced by NGOs as mere posturing to impress
donors. In this view, Brazil, Argentina, and their allies in the
NGO community advance radically anti-IP proposals to gain
attention and improve their bargaining positions. While there
is something to be said for such real politick interpretations,
one ought to give credit where credit is due.

If ideas matter, then the proponents of the New
International IP Agenda should be considered formidable.
The NGOs pushing this agenda are well-funded, well-
organized, and smart.> They are also persistent, as they have
proposed to curtail intellectual property rights in one
international forum after another, even where IP was not the
main issue: the WTO, WIPO, UNESCO’s proposed
Convention on Cultural Diversity, the UN.’s World Summit
for the Information Society, the World Health Organization,
and others. Moreover, they have had some successes. As
discussed below, at the urging of Brazil and Argentina, the
World Intellectual Property Organization is currently
considering the adoption of a “development agenda,” which
would bring many of the New International IP Agenda issues
before WIPO. Also, as of June 2005, patent law harmonization
talks at WIPO, which would likely result in expanded patent
protection in many countries, are on “indefinite hold” due to
the assertion by Brazil, Argentina, and India of New
International IP Agenda issues during the talks.¢

Many in the U.S. who are interested in intellectual
property issues remain only peripherally aware of the growing
importance of international issues. While they certainly know
that international harmonization efforts have brought about
significant changes in U.S. intellectual property laws, many
are unfamiliar with the New International IP Agenda, its
strength, and the wide-ranging activities and energy of its
proponents. The United States is unlikely to take on any
obligations that implement the New International IP Agenda
any time soon. Nevertheless, its representatives are required
to defend IP rights with increasing frequency in international
debates. Moreover, U.S. intellectual property owners find
themselves facing a future where the questions are no longer
how soon and how well other countries enforce intellectual
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property rights, but rather, whether they should or will do so
at all.

This paper describes the New International IP Agenda,
its major initiatives, and the key players. While a
comprehensive treatment would be impossible (and rapidly
out of date anyway), this paper provides an overview of
some of the most important issues. It describes activities
and policy proposals in three specific areas and briefly
critiques the approaches advocated by New International TP
Agenda proponents. The issues discussed are: (1) intellectual
property and international development; (2) public health
and pharmaceuticals; and (3) information infrastructure and
the digital divide.

II. International Development and Intellectual Property Law

The New International IP Agenda largely draws its
impetus from concern for the developing world. One of the
most contentious arguments regarding international IP policy
is whether strong intellectual property protection aids
developing nations. Developed nations have urged the
developing world to increase protection and enforcement of
intellectual property rights—a move they assert will help
people of developing nations just as much as intellectual
property owners in the developed world. Proponents of the
New International IP Agenda express skepticism regarding
the efficacy of IP rights in helping the developing world and
cynicism regarding the motives of developed nations and
intellectual property owners.

A. The New International IP Agenda’s View of IP’s
Impact on Development

Much of the current controversy can be traced,
ironically, to one of the greatest recent successes of IP
proponents—the linkage of trade liberalization to increased
intellectual property protection.” The developing world has
long had the weakest protection for intellectual property but
the greatest desire for access to the markets of developed
nations. In the last decade, the United States and other
developed nations have used the incentive of access to
markets to persuade developing countries to enhance and
enforce intellectual property laws.® In 1994, as part of
establishing the World Trade Organization (WTO), WTO
members entered into the Agreement on Trade-Related
Aspects of Intellectual Property Rights (TRIPS Agreement),’
which established universal, relatively strong minimum
standards for intellectual property protection.!® The WTO
has fairly significant enforcement powers, thus giving the
TRIPS Agreement some real “teeth.”’! The United States
and the EU have also brought IP protection into bilateral
trade agreements with developing nations, securing “TRIPS-
Plus” agreements, with IP protection more demanding than
the minimum standards of TRIPS.!?> This “marriage of
convenience” between trade and intellectual property!® has
increased pressure on developing nations to increase their
protection and enforcement of intellectual property rights.!

With this increased pressure on developing nations
has come increased concern that TRIPS and TRIPS-plus
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agreements are not in the best interests of these nations or
their citizens. In 2000, the year that TRIPS obligations came
into effect for developing nations,' these concerns came to
a head. The U.N.’s Sub-Commission on the Promotion and
Protection of Human Rights took an extremely critical look at
TRIPS. In Resolution 2000/7 on Intellectual Property Rights
and Human Rights, it declared that “there are apparent
conflicts between the intellectual property rights regime
embodied in the TRIPS Agreement . . . and international human
rights law.”¢ Tt saw negative affects across a broad range of
areas: (1) technology transfer to developing countries; (2)
“the right to food;” (3) “bio-piracy.” (4) “indigenous
communities’. . . control over their own genetic and natural
resources and cultural values;” (5) “access to patented
pharmaceuticals;” and (6) “enjoyment of the right to health.”"’
The Declaration called on a wide array of actors—
governments, intergovernmental organizations, including
WIPO, the World Health Organization, the United Nations
Development Programme, the United Nations Conference on
Trade and Development, the United Nations Environment
Programme, and NGOs to take up a critical examination of
TRIPS.'®

Many have accepted the Commission’s challenge to
examine TRIPS and IP rights in general more skeptically. The
U.N.’s human rights bureaucracy has further examined and
criticized intellectual property’s effect on human rights.?®
Prominent among these efforts have been U.N. Human Rights
Commission resolutions that view IP rights as adversely
affecting access to medicine and thus exacerbating the AIDS
crisis.? A number of NGOs and developing nations have
also furthered this skeptical examination of intellectual
property’s impact on development. Most prominent among
developing nations have been Brazil and Argentina, which
lead a group of nations known as the “Friends of
Development,” which includes Bolivia, Cuba, the Dominican
Republic, Ecuador, Egypt, Iran, Kenya, Sierra Leone, South
Africa, Tanzania and Venezuela.?!

The discussion has proceeded along two lines of
argument, one philosophical and the other pragmatic. The
philosophical argument frames the effect of intellectual
property rights on development as a human rights issue.
The pragmatic argument focuses on the tremendous and
immediate needs of the developing world.

Advocates for the New International IP Agenda argue
that access to health or medicine® and access to knowledge®
are human rights. The reason for doing so is, in part, strategic.
Human rights expert, Prof. Laurence Helfer described the long
term strategy as follows:

Looking simply at treaty texts . . . there appear to
be few clear-cut conflicts [between intellectual
property and human rights]. . .. But treaty text
alone does not tell the whole story. Human rights
law 1s notably elastic, and contains a variety of
mechanisms to develop more precise legal norms
and standards over time. Advocates endorsing
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a conflictual approach to intellectual property
are likely to press human rights bodies to develop
specific interpretations of ambiguous rights to
compete with the precise, clearly defined rules in
TRIPS.*

By advocating these human rights of access, IP skeptics
seek to create a conflict with intellectual property rights, which
give their owners the right to control and exclude others:
from medicine, in the case of pharmaceutical patents, and
from knowledge, in the case of copyright. Since advocates
view “human rights obligations™ as having “primacy” “over
economic policies and agreements,”® then it follows that
intellectual property rights are secondary, to be treated as

limited exceptions.?*

The pragmatic argument against increased intellectual
property rights in the developing world is fairly
straightforward: The needs of developing countries are
staggering; anything that gets in the way of alleviating those
needs, including intellectual property rights, is suspect. This
argument arouses sympathy—who can argue with wanting
to supply a sick mother with the AIDS drugs she needs to
live or a child the books she needs to learn? It also tends to
bring activists on narrower issues into the network of IP
skeptics, for example, medical groups with respect to patents®’
and librarians with respect to copyright.?® A further pragmatic
argument against [P in general and TRIPS in particular is that
corporations in the developed world hold most IP rights, so
TRIPS and other agreements offer few benefits to the people
of developing nations.?

These criticisms of intellectual property’s impact on
development have led to a number of initiatives, the latest
and most important of which is the push for the World
Intellectual Property Organization to adopt a “development
agenda.” At WIPO’s Fall 2004 meeting, a group of developing
countries and NGOs led by Brazil and Argentina proposed
that WIPO adopt a “Development Agenda,” which would
broaden WIPO’s mandate beyond its traditional focus to
consider how to promote development and to ensure that the
“costs do not outweigh the benefits of IP protection.”® A
stated goal of Development Agenda proponents is to alter
what they see as WIPO’s “pro-IP bias.” They want WIPO to
adopt a presumption against increased IP rights, allowing
“higher standards of protection . . . only when it is clearly
necessary . . . and where the benefits outweigh the costs of
protection.” The General Assembly of WIPO agreed to
study the proposal further in a series of meetings throughout
2005 that will result in a report to be considered at WIPO’s
2005 General Assembly meeting in September. This decision
was essentially a victory for the Brazil/Argentina proposal,
albeit a merely preliminary one. The question now is whether
WIPO will adopt some version of a development agenda at
its 2005 General Assembly meeting and what its content will
be.>?

By considering the Development Agenda, WIPO opens
itself to a fundamental change in direction. While radical
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change in a large international organization is hardly a safe
bet, many opponents of strong intellectual property rights
see this opening as a chance to advance proposals to change
the world’s intellectual property system dramatically. A large
coalition of NGOs, developing world politicians, and activists
signed onto the “Geneva Declaration”®* in support of the
WIPO development agenda. Among other things, the Geneva
Declaration asserts that “[h]Jumanity faces a global crisis in
the governance of knowledge, technology and culture” and
that the current international IP regime is “intellectually weak,
ideologically rigid, and sometimes brutally unfair and
inefficient” for developing countries.> A number of proposals
to change the world’s IP system radically have come from
supporters of the Geneva Declaration.

Among these proposals is a treaty to promote “Access
to Knowledge” (often referred to as the “A2K Treaty”).?
Over the past year, various NGOs and governmental
representatives have advocated that an A2K Treaty as a
potential goal of the Development Agenda.** The A2K Treaty
proposal received a major boost in late July 2005 when Brazil
proposed that it become the focus of the WIPO Development
Agenda.’” As of this writing, the proposal is still a draft with
many open issues, but the A2K Treaty proposal clearly is
consistent with the contention that access to knowledge is a
fundamental human right that should trump intellectual
property rights. Among other things, the draft proposes
imposing an expansive version of U.S.-type fair use
exceptions to copyright law; limits on legal recognition of
copy protection and digital rights management technology;
restrictions on the patentability of inventions arising from
government-funded research; broader compulsory licensing
of copyrighted material, proposals calculated to encourage
open access publishing models and free/open source
software; proposals for a protocol on the transfer of
technology and knowledge to developing countries; and
funding obligations for the public development of
“knowledge goods.”® At the moment, the A2K Treaty reads
more like a wish list embodying favorite proposals of TP
skeptics rather than anything likely to be adopted as a treaty.
Nevertheless, Brazil’s advocacy of the proposal puts it on
the international policy agenda.

Recent events indicate that the controversy regarding
development and intellectual property will be active for years
to come. The following items show the continuing salience
of the IP and development controversy:

* The WIPO Development Agenda will be
discussed at least for the rest of 2005. If nothing
else, Development Agenda discussions appear
likely to continue in WIPO, regardless of the
current disagreement as to the proper forum
within WIPO.

* Brazil has once again threatened to issue
compulsory licenses or even to invalidate patents
entirely for AIDS drugs.*
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* Intellectual property and development issues
have intruded on discussions regarding the
Convention on Cultural Diversity, which seeks
to give countries the right to impose legislation
to protect national culture, much like France’s
famously protectionist cultural regulations.*’

* Intellectual property and development issues
have also figured in discussions of the World
Summit on the Information Society, which is
mainly focused on digital divide issues.*!

* Finally, and perhaps most dramatically, Brazil,
Argentina, and India recently derailed
longstanding patent harmonization talks at WIPO
because of development issues. The dispute
caused the U.S. Patent and Trademark Office to
issue a press release publicly questioning the
mission and viability of WIPO as a forum for
such discussions.*”> While such talks likely will
continue in another forum,** the controversy
regarding IP and development will also be raised
in other contexts and other fora.

If nothing else, the Development Agenda appears to
have introduced into international IP negotiations a new
element of controversy, which does not appear to be likely to
abate anytime soon.

B. Critique of the New International IP Agenda’s
Views on Economic Development

One of the central problems with the criticisms of IP’s
impact on developing nations is that they focus only on
barriers to obtaining products from outside of a developing
country, ignoring the benefits that would accrue from
promoting innovation within that country. This treats the
people of the developing world as victims, forever needing
help from outside corporations and more developed countries.
There i1s no reason to believe that people in developing
nations are any less inventive than people elsewhere. But
innovation and creativity require a particular kind of
nourishment. As development expert Robert Sherwood has
explained:

If people seem to be more inventive in the United
States or Europe or Japan, it is not an accident. It
is not because of genes or schooling or
intelligence or fate. Implementation of the
intellectual property system is critical because
of the habit of mind which is fostered in the
population. Human ingenuity and creativity are
not dispersed unevenly across the globe. Those
talents are present in every country. In some,
unfortunately, the enabling infrastructure of
effective intellectual property protection is
missing.*

Like people everywhere, people of developing nations

can and do invent things. Indeed, when they immigrate to
developed countries they are often among the most creative
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and inventive people in their new homes. The problem in
developing countries is that there is little reward for
innovation. In his acclaimed book, The Mystery of Capital,®
Hernando de Soto identified the lack of well-defined property
rights as the root of many of the troubles of the developing
world. Without clear, enforceable property rights, people in
developing nations cannot unlock the value of the capital
they hold. In developed nations, property rights and the rule
of law help people to secure loans, raise investment, enter
contracts, and make plans knowing that what they have today
will not be taken tomorrow. Not so in much of the developing
world. De Soto estimates that poor people in developing
nations hold trillions and trillions of dollars worth of capital,
but it remains “dead capital” because the lack of property
rights prevents it from being developed.*® De Soto’s argument
largely focuses on real property, but it applies to intellectual
property with equal force. A vast amount of intellectual capital
in the developing world is underdeveloped.*” Not only do
developing nations miss the economic benefits such
innovation would bring, they miss the benefit of local
knowledge being applied to solve local problems.

Intellectual property rights also help to ensure that the
poor get the things they need, even if they must come from
outside of their home countries. The simple, oft-repeated
argument is that companies cannot afford to perform research
for things like new drugs if they are not compensated.*®
Although simple, the argument is powerful. Somebody has
to pay R&D costs. In some instances, it may be developed
world consumers paying higher prices to, in effect, subsidize
lower prices in the developing world.* In other instances,
however, there may not be a market in the developed world
sufficient to support R&D, thus preventing product
development from ever happening.®® Another more subtle
benefit of intellectual property rights is that the
commercialization of intellectual property reduces
coordination problems and has positive spin-off effects.’! A
company with proprietary rights is more likely to set up a
distribution network, educate doctors and consumers, ensure
reliable distribution, hire and train local executives,
technicians, and/or sales representatives, and take other such
actions that benefit the local economy now and in the future.

Nevertheless, the criticisms of TRIPS and other
agreements linking intellectual property to trade do have some
validity. When intellectual property rights are seen solely as
a trade issue, developing countries are more likely to act
solely to mollify trading partners than to benefit their local
economies. Without real commitment, neither the local
economy nor foreign intellectual property owners are likely
to benefit.>?

WIPO and other institutions could do more to help
developing nations implement intellectual property systems
that benefit TP owners in their own countries as well as trading
partners. Prof. Jerome Reichman has advocated such an
approach: “at the WTO, the primary goal . . . should be to find
ways in which everyone wins by implementing the TRIPS
standards. When each of the developing countries comes up
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for review by the Council for TRIPS, the developed countries
should approach the issues by asking, ‘how can we help you
to implement these international minimum standards so that
you win and we win, too?””** Reichman proposes a variety
of forms of assistance in implementing IP systems that provide
local benefits.® There are a number of other useful proposals
for how technical assistance might greatly benefit developing
countries. For example, Prof. Srividhya Ragavan contends
that countries like India need to develop the flexibility and
sophistication present in the patent systems of the
developing world. She describes how this lack of
sophistication is causing some innovations in India to go
unpatented, thus hurting investment and development.>
Other creative proposals encourage least developed countries
to pool resources and rely on other nations’ patentability
determinations in order to give their citizens the benefit of
patent protection, while reducing the cost of establishing
and maintaining a patent system.’” In the end, it is in the
interest of developed countries to help developing countries
implement IP systems that produce true domestic benefits,
as such systems produce stable, lasting support for
intellectual property rights.®

Finally, it must be noted that intellectual property laws
may be necessary but not sufficient to spur economic growth
and innovation in developing nations. Many institutions
(including intellectual property rights) must be developed to
support a healthy market economy. This is one of the essential
insights of the new institutional economics, which examines
how all of the institutions of an economy—such as customs,
mores, laws, regulations, social norms, and organizations—
interact to affect economic performance.’® As the Nobel-
winning founder of new institutional economics, Douglass
North, notes, developing an economy so that it can take
advantage of modern technology is a “tall order.”®® Among
the necessary institutions are a legal system that provides
the right incentives, impartial enforcement of the law,
entrepreneurial organizations, a supportive polity, and other
formal and informal institutions that support entrepreneurial
activity.®! Tt is not too much to expect countries like India,
Brazil, and Argentina, with sophisticated economies,
advanced legal systems, and democratic political systems to
take advantage of the benefits that IP protection can provide
their citizens and economy. We ought to take a far more
charitable view of countries whose institutions have been
devastated by thuggish governments, abject poverty, war,
and disease. People in such countries stand a realistic chance
of benefiting from intellectual property rights only if at least
some of the other institutions necessary to encourage
innovation, such as freedom, security, and the rule of law, are
in place.®

III. Public Health and Pharmaceuticals

In the past several years, the most contentious
international TP issues have centered on providing affordable
drugs to the poor in developing countries. The establishment
of TRIPS brought this issue to a head, as discussed in the
previous section, by establishing minimum standards for IP
protection for all WTO members. TRIPS required a substantial
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change in patent policy for many developing countries, as
some had not protected pharmaceutical products before (only
processes) while others exempted medicines from patent
protection.®® These changes led many to fear that TRIPS
would lead to increased drug prices and consequently less
medicine in the poorest nations. Thus was born the
conception of “access to health” as a human right that
conflicts with intellectual property rights.®* While many
aspects of these concerns were addressed in the previous
section in connection with development, two further issues
merit specific discussion as they are among those that are
driving the New International IP Agenda. The first is
compulsory licensing, while the second is the funding and
encouragement of R&D in medicines for the diseases of the
poor.

A. Compulsory Licensing

“The term ‘non-voluntary’ or ‘compulsory’ licensing
refers to the practice by a government to authorize itself or
third parties to use the subject matter of a patent without the
authorization of the right holder for reasons of public policy.
In other words, the patentee is forced to tolerate, against his
will, the exploitation of his invention by a third person or by
the government itself.”*> Current discussion of compulsory
licensing is focused on pharmaceutical patents. Development
activists and developing nations see the right to compel a
license as an aid to ensuring affordable access to health care.

Compulsory licensing of patented inventions has a
long history.®® Governments have imposed compulsory
licenses of patented inventions when a patent was not being
“worked” (i.e., the patent owner was sitting on its rights rather
than practicing the invention), as a remedy for anti-
competitive behavior, and where the patent covered
necessities like food or medicine.®”” By the early 1990s, the
majority of countries had some form of compulsory licensing
in their patent laws, although use was rare.®

In negotiating TRIPS, compulsory licensing became
an issue largely because developing nations wanted to
preserve their ability to use compulsory licensing to secure
drugs inexpensively. This issue was contentious—in fact it
was one of the issues that broke down an earlier attempt to
revise the Paris Convention in WIPO during the 1980s, which
failed after six years of discussions.® This failure caused
negotiators to move their harmonization talks to GATT
negotiations, ultimately resulting in TRIPS.” The parties
were able to resolve some of their differences in the context
of TRIPS: In the end, the prerogative of compulsory licensing
remained, subject to a number of safeguards set forth in
Article 31 of the TRIPS Agreement. These safeguards include
a requirement that compulsory licenses be imposed on a case-
by-case basis and subject to judicial review, that they be
non-exclusive, that there be adequate remuneration, and that,
except in the case of a national emergency, the country
imposing them make “efforts to obtain authorization from the
right holder on reasonable commercial terms and conditions™
for a reasonable period of time.”" A detailed analysis of the
compulsory licensing right under TRIPS is beyond the scope
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of this paper. It is important to note, however, that its
interpretation and implementation has been the subject of
much debate and dissatisfaction among developing nations
and NGOs.

There was some doubt initially as to the conditions
under which a country could impose a compulsory license
under TRIPS. In particular, there was doubt as to what
constituted a national emergency, allowing nations to forego
negotiating with patent owners. There was also concern that
nations without their own manufacturing capacity would not
be able to take advantage of compulsory licensing. In 2001,
WTO members negotiated the so-called Doha Declaration
on Public Health, which clarified these issues. Article 5 states
that “[e]ach member has the right to grant compulsory
licences and the freedom to determine the grounds upon
which such licences are granted,” and “the right to determine
what constitutes a national emergency or other circumstances
of extreme urgency, it being understood that public health
crises, including those relating to HIV/AIDS, tuberculosis,
malaria and other epidemics, can represent a national
emergency or other circumstances of extreme urgency.” The
declaration thus reinforces the right to compulsory licensing
and asserts that each nation may determine for itself when a
public health emergency exists.”? A further clarification in
2003 set up a process to allow countries to import generics if
they were without manufacturing capacity to create their own
generics under compulsory licenses. The process allows for
the issuance of a waiver from TRIPS requirements, subject to
a number of safeguards.”

The end result of these negotiations and clarifications
regarding compulsory licensing has left proponents of the
New International IP Agenda very unhappy.” Compulsory
licensing is favored by activists as a solution to what they
perceive as price gouging and neglect by big pharmaceutical
companies.” Tt is rarely used;’® activists would like to see it
used more often.”” More frequent use may, however, be
impractical. TRIPS still imposes a number of safeguards,
including adequate remuneration and judicial review.”® Any
compulsory license can be challenged in the WTO on the
basis of failure to comply with these safeguards or other
parts of TRIPS.” Nations that impose compulsory licenses
will likely be subject to diplomatic pressure.® Finally, if a
country does not have its own domestic manufacturing
capacity, it must secure a foreign generic source that is willing
to undersell the patent owner enough to make all the other
potential difficulties worthwhile 8!

B. Medical Research and Development

Perhaps partly in response to the difficulties of
implementing compulsory licensing, advocates for the New
International IP Agenda have turned their attention to a
proposed medical R&D treaty.®> The medical R&D treaty
(MRD Treaty) proposes a new international framework for
financing pharmaceutical research through public funding
as an alternative to the patent system. The premise underlying
the MRD Treaty proposal is that the current system is
“designed to increase drug prices, as the sole mechanism to
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increase investments in R&D.”® Proponents believe that
the current system causes many ills: “problems of rationing
and access to medicine; costly, misleading and excessive
marketing of products; barriers to follow-on research; skewing
of investment toward products that offer little or no
therapeutic advance over existing treatments, and scant
investment in treatments for the poor, basic research or public
goods.”8

The MRD treaty is supposed to solve these problems
through an obligation to fund publicly research in areas
chosen by the treaty’s governing body. Member states would
agree to spend a certain percentage of GDP on medical
research, with the percentage based on national income.3’
They would appoint a committee to determine research
priorities for members.® The treaty would allow for a variety
of methods of funding for research, but public finance, either
direct or indirect, is generally contemplated. Funding may
include: “direct funding of profit or non-profit research
projects, market transactions such as purchases of medicine
that provide incentives for research and development,
payment of royalties to patent owners, tax credits, innovation
prizes, investments in competitive research intermediators,
research and development obligations imposed on sellers of
medicines or other alternatives that have the practical effect
of either directly or indirectly financing QMRD.”” There are
further provisions mandating open access to government
funded research,®® changes to patent and copyright law to
make it more amenable to research and development,* and
agreement to forego use of TRIPS enforcement procedures.”

MRD Treaty supporters believe that it would cure what
they see as major distortions in the current system for
encouraging innovation. Supporters assert that the recent
emphasis on patent protection has not promoted new cures,
but rather only higher drug prices.”’ They contend that the
drugs needed most by people in developing countries (drugs
for malaria are an oft-cited example) are not developed under
the current system, because the market incentives point
toward cures for diseases prevalent in the developed world.??

C. Critique of Public Health Proposals

The premise underlying the New International IP
Agenda’s public health initiatives is that patent rights block
access to medicine. Advocates draw this conclusion from
the following observations:

* Much of the developing world lacks access to
medicine;

* Even if sick people did have access, few could
afford the prices charged by Western
pharmaceutical companies;

+ Patents give patent owners exclusive rights
over manufacture, sale, and use of their
inventions (i.e., the right to deny “access”);

* Patent owners use these rights to extract higher
prices for their patented drugs.
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There is not much to quibble with in the facts listed
above; the question is whether they present the entire picture
and whether the conclusions drawn from them are accurate.
Critics see (1) a lack of access and affordability to medicine,
and (2) identify patents as the source of a right to deny access
and extract higher prices for patented products, and thus
conclude that the first is caused by the second. As they see
it, patents enable pharmaceutical companies to hold out for
high prices. Since they have lucrative markets elsewhere, the
argument goes, pharmaceutical companies can and do choose
to ignore markets (and thus people) that are too poor to offer
an attractive return. Patent rights are thus seen as an obstacle
to affordable medicine: Critics contend that they leave
developing nations with no alternative but to pay high prices
(which causes rationing) or go without (thus the lack of access
for many of the poor).

These conclusions place far too much blame on patents
and pharmaceutical companies for problems with access to
medicine. First, some perspective is necessary. Vast numbers
of people do indeed lack access to medicine and the results
are tragic. In most instances, however, people lack not just
patented drugs but medical care in general, as well as the
other benefits of a developed market economy. As discussed
below, alleviating the medical needs of the developing world
is a challenging, complex problem in which patented drugs
play a limited role (albeit important in specific cases). Second,
one ought to consider the role of various players and factors
in creating and alleviating the needs of the developing world.
Are the health problems of the developing world created or
exacerbated by greedy pharmaceutical companies that attempt
to exploit every last bit of market power? Despite frequent
vilification, evidence suggests otherwise. Although
pharmaceutical companies must satisfy shareholders and
ensure they have revenue to do the R&D necessary for the
next drug breakthrough, they also cut prices for the
developing world and engage in charitable efforts. Some
governments do their best for their people under challenging
conditions, while others mismanage their priorities, and still
others oppress and prey upon their citizens. It is myopic to
focus on and blame blame patents for larger problems that
stem from the mismanagement and malevolence of political
leaders. Third, as implied by the previous point, much of this
debate comes down to a clash of visions. Many working on
these issues are simply impatient with anything that they
perceive as getting in the way of saving lives. But others see
private corporations, capitalism, and private property rights
as too arbitrary and inequitable to entrust with something as
important as public health. They are deeply suspicious of
the motives of private interests and their supporters. They
see government led solutions as far more fair and efficient.
The roots of this clash of visions are deep. This paper can do
little more than point out how it affects international TP issues
and critique the effectiveness of the proposals offered by
proponents of the New International TP Agenda.

1. Patents and Access to Medicine
A vast number of people in the developing world lack
access to medicine, but is it patent owners who are denying
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them this access? The World Health Organization (WHO)
estimates that “1.7 billion people today still have no regular
access to quality essential medicines.”* WHO further notes
that “in some of the lowest income countries in Africa and
Asia, more than half of the population have no regular access
to essential medicines.”* It would be heartless to discount
the magnitude of this tragedy, but it is important to understand
the causes of it. The simple logic of the syllogism “people
lack access to medicine; patent rights allow the denial of
access; therefore patents cause the problem of access to
medicine” is lacking. Two questions are key to understanding
the problem: First, how many of the drugs most needed by
the developing world are covered by patents? Second, what
is the importance of any other factors, besides patents, that
drive up prices and impede access?

A closer look at the evidence suggests that the claim
that patents are a major cause of problems with access to
medicine is at least somewhat exaggerated. Most discussions
of this issue look to WHO’s Model List of Essential Medicines
for guidance as to which medicines are most important to
human health.” A study by Prof. Amir Attaran reviewed the
patent status of 319 products on the Essential Medicines list
in 65 developing countries.”® He found that only seventeen
of the essential medicines on the list (1.4 percent) are patented
in any of the 65 developing countries he studied.®” Some
aspects of Attaran’s work have been criticized. Many of the
essential medicines that are patented are for antiretrovirals
used to fight HIV, so, given the scope of the AIDS crisis,
these patented drugs are needed by many millions of people.?®
Moreover, some of Attaran’s critics take the position that
“For the African market, every dollar that can be cut off the
price of [AIDS drugs] is important . . . Everything possible
needs to be done. Every barrier for cheaper medicine needs
to be removed.”® While these criticisms would help to rebut
an assertion that patents could not possibly raise any barrier
to access at all, they hardly show that patents are the major
cause of problems with access to medicine.

If 98% of the drugs on WHO’s essential medicines list
are off patent, and yet 1.7 billion people still do not have
access to them, then patents do not appear to be the main
problem.' 1In fact, a WHO report issued a few years ago
noted that “Most of the 13 million deaths a year from
infectious diseases can be prevented. Low-cost health
interventions already exist to either prevent or cure the
infectious diseases which take the greatest toll on human
lives. And most of these interventions have been widely
available for years.”!"!

2._The Role of Corporations and Governments in Access to
Medicine

Millions are dying, but could be saved with low cost
treatments. What is the cause of this seemingly avoidable
tragedy? The WHO Report cited above provides several
reasons: “Inadequate funding of health care in developing
countries is one reason. Government failure to prioritize, lack
of cross-sectoral collaboration and the inability of weak health
service delivery systems to reach the entire population—
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particularly the most vulnerable and difficult-to-reach—are
contributing factors.”

In this report, WHO thus laid the blame for lack of
access to medicine on poorly funded and underdeveloped
health systems. Why are health systems poorly funded and
underdeveloped? One obvious cause is poverty. A poorly
developed economy and tax base means that resources are
not available for public health. It also means that private
institutions dedicated to health (e.g., pharmacies, hospitals,
clinics) or incidental to its delivery (e.g., communications,
transportation) are weak or non-existent. Why some countries
are poor is, of course, the subject of a vast amount of research
and ideological debate far beyond the scope of this particular
discussion. In any event, nobody claims that drug patents
are the cause of poverty. Unless we are willing to view poverty
as a permanent condition of some nations, we ought to look
to short term solutions, such as aid and charity, to alleviate
the challenge of drug affordability. Poverty itself ought to
receive the lions’ share of attention and energy of advocates
for developing nations, rather than placing blame on the
system of private property rights that supports medical
research and development. As the International Policy
Network (IPN), a London-based free-market think tank,
concluded in a recent report on access to health issues: “it is
unlikely that good health will ever be sustained without long-
term wealth creation that can pay for the ongoing
improvements in water, sanitation, hospitals and medical
research. Those who genuinely hope to improve the health
of the world’s poorest people should therefore look to wealth
creation as the fundamental solution to global health
problems.”1?

Beyond broader ideological debates about economic
development, there are specific things that governments do
to exacerbate the problem. A recent study found that
governments impose import tariffs, value added taxes, and
other fees on essential medicines.!”® For example, Brazil
charges an import tariff of 11.7%, a VAT tax of 18%, and a
state tax of 6% on imported drugs.'® Note that these charges
are often compounded, as taxes and fees at each level of
distribution are based on a price that already includes earlier
taxes and fees.!” The authors of the study concluded that
hidden costs raised prices an average of 68.6% in the
countries studied.’® Many of these costs are well within the
power of governments to reduce and thus one of the first
places where they should seek cost reductions.

In addition to increasing costs, some governments
display questionable priorities. In the report cited above,
IPN criticized a number of countries for defense budgets that
exceeded public health budgets.!” “For instance, the
government of Pakistan spends 4.7 per cent of its GDP on
defence, but a mere 1 per cent on healthcare.”'® PN found
similar gaps in many other countries, the majority of which
faced no significant external threats.!” Similarly, India and
Brazil''® are aggressively funding space programs, with India
planning to send an unmanned ship to the Moon by 2008.!!!
Although sovereign nations can and should determine their
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own spending priorities, they open themselves to criticism
when they claim inability to meet the basic health needs of
citizens but spend money on projects largely calculated to
enhance their prestige.

There is another problem that is rarely raised in the
polite world of international organizations and NGOs: Some
governments do not have the best interests of all their citizens
at heart. Recent notable examples include the complicity of
the government of Sudan in genocide in Darfur''* and
Zimbabwean President Robert Mugabe’s destruction of the
homes of over 700,000 people he deems political opponents.!!?
Can such governments be trusted to invest in public health
or to use medical aid properly? Some donors say no. The
Boston Globe reported “that Zimbabwe receives $4 in donor
support for each person infected with HIV, compared to $187
per infected person in neighboring Zambia.”'"* The Globe
notes that “[t]he reason is simple: Donors fear the government
of President Robert Mugabe would either steal some of the
AIDS money or divert it for political ends.”'> In some places,
the problem of access to medicine has little to do with complex
issues of intellectual property rights or basic economic policy,
but rather starts with denial of fundamental political and human
rights.

Conversely, pharmaceutical companies are hardly the
greedy, heartless robber barons that appear in the one-
dimensional portrayals of some critics. Pharmaceutical
companies often lead the way in providing solutions to access
to health problems. Since 2000, pharmaceutical companies
have provided some AIDS drugs to the least developed
countries at discounts of up to 90% or more.!** Critics are
dismissive of their efforts, contending that the deals come
with too many conditions or, more commonly, that even very
low prices are still too expensive in countries where per capita
incomes are very low."'” A common complaint has been that
despite drastically lowered prices (in many cases at cost, and
in a few instances, free), not many are being treated.!!®
Pharmaceutical companies might be excused if they feel that
they cannot win with some critics. Oxfam’s response to Merck
and others slashing prices on AIDS drugs typifies the
ideological rigidity of some critics: “Oxfam said the action by
companies was undermined by their tough stance in defence
of patents, which was preventing developing countries from
securing the lowest-cost supply of medicines. . .. “As long as
these kind of price cuts are not seen as a solution to this
problem, then they are welcome. But if it is seen as an
alternative, then it is going to be a flawed alternative.””1?®
Notwithstanding such antipathy, if pharmaceutical companies
behave charitably where it is warranted, then it is up to private
donors, developed country aid, and public health services to
meet them halfway.

In some instances, pharmaceutical companies have
instituted charitable programs to alleviate particular illnesses.
For example, Merck’s Mectizan Donation Program has teamed
with public health agencies and NGOs to combat river
blindness, the second leading cause of blindness in the
world.'? Dr. Gilbert Burnham of Johns Hopkins University
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has described!?! the tremendous success of this program:
“The Mectizan Donation Program is really one of the great
public health success stories. It is the benchmark for all other
disease prevention efforts in the developing world.”** Pfizer
instituted a similar program for donating Diflucan, an
antifungal medication helpful to AIDS patients.'”* Some
activists cannot be persuaded that a pharmaceutical company
could have benevolent motives and have greeted the Diflucan
program with skepticism.!*

3. A Clash of Visions: Public Funding of R&D vs. Private

Property Rights
Proponents of the proposed medical R&D treaty (MRD)

discussed earlier might be credited with at least offering a
solution to patch a large hole in their attacks on pharmaceutical
companies: If pharmaceutical companies cannot profit from
their inventions, then how can they be expected to develop
new medicine? MRD treaty proponents don’t expect them to
do so. Instead, they expect government led development to
fill this gap. Of course, those who advocate an MRD treaty
do not see it as a “patch” for the hole in their argument; they
see government coordination of R&D as more fair and
efficient.

This is an old argument that has recurred often over
the last several decades. Most relevant were debates in the
late “80s of the relative merits of a Japanese style industrial
policy versus a U.S. style private sector led technological
development. Market solutions seem to have proven
themselves over time, but critics are not deterred. This debate
largely comes down to a clash of visions between those who
advocate centralized, government solutions to societal
challenges and those who advocate decentralized private
solution. As Friedrich Hayek and others have advocated,
decentralized solutions are more efficient and conducive to
human development.'” They put decision making in the
hands of those who have the most knowledge and accord
them freedom to do as they think is right. Still, advocates of
centralized solutions insist that centralization offers
economies of scale and greater democracy.

Less philosophically, there are several reasons to believe
that the MRD treaty would not meet its goals. Treaty
advocates hope to make R&D decision making more
responsive to public needs. Government funding of health
research is already common, however, and complaints about
politically distorted priorities are also common. The treaty
mandates a committee of 18 experts who will set research
priorities. Will this committee’s decisions be any less
politicized than other government efforts? Moreover, setting
aside likely political rent seeking, how will a committee possess
enough knowledge to best set priorities? Pharmaceutical
companies strive hard to determine the needs of their
customers. They conduct extensive market research, focus
groups with doctors, and have a network of sales
representatives who communicate directly with doctors. It is
hard to conceive that any centralized process could match
such a decentralized information gathering project.
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Still, the proposed MRD treaty might be inefficient at
worst and might even do some good (throwing money at
R&D is no panacea, but it can sometimes help), but for its
provisions disfavoring intellectual property rights. Most
important, signatories would forego enforcing the intellectual
rights of their citizens through TRIPS. This provision sets
the treaty into direct opposition to the private IP system,
thus necessitating the question whether centralized,
government driven processes should be preferred to
decentralized, private decision making. Experience advises
against such experiments, but, as noted, this issue comes
down to a clash of visions. Some continue to advocate
centralized solutions.

IV. Information Infrastructure and the Digital Divide

A. Introduction

Proponents of the New International I[P Agenda also
have interjected themselves into international efforts to
address inequities in information infrastructure between
developed and developing countries and to bridge the Digital
Divide.!? They have promoted their agenda of TP skepticism
through advocacy of a fundamental human right of “access
to knowledge” as discussed above. In addition to efforts to
advance a development agenda at WIPO,'”” they have been
extremely active in the World Summit on the Information
Society (WSIS). Throughout the summit, advocates of the
New International IP Agenda, both national governments
and NGOs, have made concerted efforts to advance an anti-
IP agenda. Although the Summit has not adopted openly
anti-IP positions,'?® substantial portions of the New
International IP Agenda have been discussed and integrated
into WSIS principles.

B. The World Summit on the Information Society

The World Summit on the Information Society (WSIS)
has become a major forum for those interested in advancing
the New International [P Agenda. WSIS originated in the
International Telecommunications Union (ITU) through a
resolution sponsored by the government of Tunisia in 19981
The Summit later was established by resolution of the United
Nations General Assembly in 2002."3° The Summit was
planned to be held in two sessions, the first in Geneva in late
2003 and the second in Tunisia in 2005.

The WSIS Principles and Plan establish a broad-based
development agenda' and repeat some of the human rights
arguments advanced by advocates of the New International
IP Agenda'*—namely that “everyone has the right to freedom
of opinion and expression; that this right includes freedom to
hold opinions without interference and to seek, receive and
impart information and ideas through any media and
regardless of frontiers.”'3* More specifically, the key principles
or themes of WSIS are that all stakeholders should work
together to:

* improve access to information and

communication infrastructure and technologies
as well as to information and knowledge
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build capacity
increase confidence and security in the use of

information and communication technologies
(“ICTs™)

create an enabling environment at all levels;
develop and widen ICT applications

foster and respect cultural diversity
recognize the role of the media

address the ethical dimensions of the
Information Society

encourage international and regional
cooperation'*

Some of these themes have considerable resonance
with advocates of the New International IP Agenda; these
are the themes that will be addressed in this paper.

The WSIS defines stakeholders to include
Governments, the private sector, civil society, and the United
Nations and other international organizations, which each
have an important role and responsibility in the development
of the Information Society and, as appropriate, in decision-
making processes.!¥ More specifically, the WSIS Plan
acknowledges that the private sector and civil society, in
dialogue with governments, have an important consultative
role to play in devising national strategies.’* The WSIS thus
ensures that NGOs who are skeptical of intellectual property
will have a ready forum to advance the New International TP
Agenda for some time to come.

In fact a large number of non-government organizations
(NGOs) have been intimately involved in the Summit from the
beginning. The WSIS has a formal process through which
an NGO may become accredited to participate in WSIS events
and preparatory committee meeting.’” As of February 2005,
hundreds of NGOs were accredited to participate.”*® In a
larger sense, many NGOs with seemingly disparate charters
have banded together to form the Conference of NGOs
(CONGO) that works “to ensure that NGOs are present when
governments discuss issues of global concern at the United
Nations and to facilitate NGO discussions on such issues.”'*

Perhaps most relevant of the WSIS themes to the New
International TP Agenda is the access to information and
knowledge, which echoes some of the human rights positions
of the Agenda. This theme not only addresses removing
barriers to equitable access to information but also promotes
awareness and consideration of different software models.
This theme closely ties development to access to information
and encourages removal of barriers to equitable access to
information for economic, social, political, health, cultural,
educational, and scientific activities as a path to sharing and
strengthening global knowledge.'® They contend that a rich
public domain is essential for growth of the information
society. WSIS also promotes universal access with equal
opportunities for all scientific knowledge and open access
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initiatives for creation and publication of scientific and
technical information.'*!

The WSIS Principles declare a commitment to turning
the digital divide into a digital opportunity for all, particularly
for those who risk being left behind and being further
marginalized.'? To overcome the digital divide, WSIS
encourages more efficient use of existing approaches and
mechanisms and fully exploring new ones, in order to provide
financing for the development of infrastructure, equipment,
capacity building and content, which are essential for
participation in the Information Society.!* Recognizing the
potential of ICT for development, the WSIS advocates:

1) developing countries to increase their efforts
to attract major private national and foreign
investments for ICTs through the creation of a
transparent, stable and predictable enabling
investment environment;

2) developed countries and international
financial organisations to be responsive to the
strategies and priorities of ICTs for development,
mainstream ICTs in their work programmes, and
assist developing countries and countries with
economies in transition to prepare and implement
their national e-strategies. Based on the priorities
of national development plans and
implementation of the above commitments,
developed countries should increase their efforts
to provide more financial resources to developing
countries in harnessing ICTs for development;

3) the private sector to contribute to the
implementation of this Digital Solidarity
Agendal*

To assist in bridging the Digital Divide, a Digital
Solidarity Fund has been created to finance development
projects that will enable excluded people and countries to
enter the new era of the Information Society.!** More than
one hundred and twenty cities have committed to implement
what is known as the “Geneva Principle.”'*® The Geneva
Principle stipulates that public calls for bids in the field of
ICT shall include a digital solidarity clause requiring the
company that obtains the contract to contribute one percent
of the transaction to the Digital Solidarity Fund.'*’

Although the WSIS Principles do not explicitly endorse
a particular software model, they do promote increasing
awareness among all stakeholders of the possibilities offered
by different software models, including proprietary, open-
source and free software, in order to increase competition,
access by users, diversity of choice, and to enable all users
to develop solutions which best meet their requirements.!*®
Affordable access to software is touted as an important
component of a truly inclusive Information Society.!*
Although the Principles do not fully endorse the government
bias for one software model over another, the fact that they
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promote consideration of open source and free software is
some victory for advocates of the New International IP
Agenda. In fact, those advocates have been instrumental in
shaping the criteria for considering the various software
models to include areas in which open software advocates
believe they have an inherent advantage over proprietary
software—namely increasing competition, access by users,
diversity of choice, and affordable access. Though they
have not been successful in incorporating openly anti-IP
positions that likely would be rejected by some countries,
including the United States, it is clear that they are shaping
the discussion and having a considerable impact.

The WSIS also calls on governments to establish an
enabling environment for the Information Society at the
national and international level, wherein ICTs are used as an
important tool for good governance.’® WSIS advocates
Government intervention, as appropriate, to correct market
failures, to maintain fair competition, to attract investment, to
enhance development of ICT infrastructure and applications,
to maximize economic and social benefits, and to serve national
priorities.’”* Not coincidentally, proponents of the New
International IP Agenda advocate government intervention
in favor of open source software to correct the failure of the
commercial software market to maintain fair competition, to
enhance development of software applications, and to
maximize economic and social benefits.!s?

The WSIS Principles assert that both (1) intellectual
property protection and (2) wide dissemination, diffusion,
and sharing of knowledge are important to encourage
innovation and creativity in the Information Society.’> This
dichotomy sets up exactly the equal footing for access to
knowledge advanced by the New International IP Agenda.
The WSIS Principles consider meaningful participation by all
in intellectual property issues and knowledge sharing through
full awareness and capacity awareness to be a fundamental
part of an inclusive Information Society.’* Once again the
Principles ensure that NGOs and not just governments will
have a seat at the table for discussions regarding the proper
interplay of intellectual property protection and access to
knowledge.

IV. Conclusion

The New International IP Agenda has brought new
controversy into international IP policy discussions. This
broad agenda, united by a thread of skepticism regarding
intellectual property and a common network of NGOs and
activists, has been asserted in many different contexts.
Discussions and negotiations regarding a wide variety of
topics, including international development, pharmaceuticals,
software patents, the digital divide, and cultural policy, now
include contentious debates regarding the morality and
efficacy of intellectual property rights.

So far, the breadth and visibility of the New International
IP Agenda has been more impressive than any results arising
from it. Nevertheless, its proponents have put their issues
on the agenda of international organizations including WIPO,
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the WTO, and the UN. They have polarized discussions
regarding a wide variety of intellectual property issues, most
notably stalling patent harmonization negotiations and
blocking software patents in the EU.

International IP policy has entered a new age of
controversy. Intellectual property owners and those who
support intellectual property rights will need to better
articulate their case and meet the wide ranging challenge of
IP skeptics.

* Mark Schultz is Assistant Professor of Law at Southern
Illinois University School of Law. David Walker is Chief
Patent Counsel, NASA Goddard Space Flight Center. The
views expressed in the article are those of the authors and do
not necessarily represent the views of NASA or the United
States.
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THE “GENEVA PRINCIPLE”, available at http://www.dsf-fsn.org/en/19-
en.htm (last visited Aug. 5, 2005).

148 WSIS Principles, supra note 130, at § 27.

149 ]d

150 WSIS Principles, supra note 130, at § 38.

S Id, at 9§ 39.

52

* See supra Section IV.
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