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Abstract

Introduction

The governments of numerous low- and middleincome countries are currently instituting rules
that strengthen changes in domestic intellectual
property legislation, often made to conform to
the mandates of “free” trade agreements signed
with the United States. These measures frequently include intellectual property provisions
that extend beyond the patent law standards
agreed upon in recent World Trade Organization
negotiations, which promised to balance the
exigencies of public health and patent holders.
In this paper, we analyze the concern that this
augmentation of patent law standards will curtail access to essential medicines, particularly as
they relate to the AIDS pandemic. We critically
examine the potential threats posed by trade
agreements vis-à-vis efforts to provide universal
access to antiretroviral medications and contend that the conditioning of economic development upon the strengthening of intellectual
property law demands careful attention when
public health is at stake. Finally, we examine
advocacy successes in challenging patent law
and conclude that greater advocacy and policy
strategies are needed to ensure the protection of
global health in trade negotiations.

International trade law and its impact on access
to medications for the treatment of HIV have generated passionate debate in recent years 1. Multinational pharmaceutical companies, World Trade
Organization (WTO) members, United States
and European Union trade representatives, and
health care activists have clashed over the issue
of antiretroviral (ARV) provision to people living
with AIDS in developing countries. The debate
centers on the value and role of patents obtained
for pharmaceutical products, drug-manufacturing techniques, and forms of drug delivery. Recently, these arguments have intensified amidst
an increased U.S. pursuit of “free” trade agreements – which include strong intellectual property provisions – with low – and middle-income
countries throughout the world.
In this paper, we examine the key areas of
concern regarding trade agreements and access
to antiretroviral therapy (ART). In order to provide the necessary backdrop for engaging these
concerns, we first present an overview of patent
law history with particular salience for healthrelated issues and we link this history with the
current context of global AIDS and access to
ARVs. Next we map out the key claims and questions that compel current arguments on the role
of patent law, followed by a critical examination
of the concerns surrounding the impact of trade
agreements on intellectual property law and
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their potential threat to global health. Finally, we
conclude with a number of suggestions for advocacy and policy strategies that aim to ensure and
promote access to ARVs.

Patent law as it relates to public health
International patent law dates back to 1883 when
the Paris Convention established that a patent lasts for 20 years and must be filed in each
country where protection is sought within the
span of one year from the primary patent filing
date 2. The precepts of the Paris Convention
dictated patent law structure for decades, until
the intensification of globalization in the mid20th century triggered a redoubling of efforts to
regulate intellectual property. In 1967, the World
Intellectual Property Organization (WIPO) was
established to regulate the production, distribution, and use of knowledge; this organization
continues to function today under the umbrella
of the United Nations. In the late 20th century, in
response to mounting pressure for global standardization of intellectual property law in order
to parallel an expansion of international economic trade flows, countries participating in the
Uruguay Round of trade negotiations developed
the Trade-Related Aspects of Intellectual Property Rights (TRIPS) Agreement between 1986-1994.
These negotiations also gave birth to the WTO,
which came into existence on January 1st, 1995.
Exactly a year later, WIPO and WTO entered into a
cooperative agreement to share information and
monitor the enforcement of TRIPS. Today the
WTO has 149 member states, over two-thirds of
which are low – and middle-income countries 3.
The TRIPS agreement originally required
the standardization of intellectual property law
among all member states by 2005 3. In other
words, all WTO member states were required to
develop and apply patent law, including protection of pharmaceutical products. Essentially, the
agreement prohibits the production, exportation, and importation of a generic drug for which
a patent exists. The TRIPS agreement did provide
for one exception to this prohibition by allowing
for compulsory licensing – or the permission of a
third party to make, use, or sell a patented invention without the patent owner’s consent – under
which generic versions of patented drugs could
be produced. However, the TRIPS agreement
failed to explicitly define the circumstances under
which compulsory licenses could be used. Moreover, countries invoking the compulsory licensing provision in the TRIPS agreement were required to have in-country manufacturing capacities for pharmaceuticals. As most resource-poor

Cad. Saúde Pública, Rio de Janeiro, 23 Sup 1:S85-S96, 2007

countries lack the resources or infrastructure to
produce medications, this stipulation meant that
many countries, especially those most in need of
ARVs, were not in a position to take advantage
of the compulsory licensing provision unless allowed to parallel import – that is, import from a
country that has purchased or produced medications within the legal boundaries of patent law
and subsequently offers these medications for
international resale.
In 2001, WTO delegates gathered in Doha,
Qatar attempted to better define the boundaries of compulsory licensing by issuing a strong
statement favoring its use in public health emergencies 4. This statement, now referred to as the
Doha Declaration, affirmed the priority of public
health over patent status. Additionally, paragraph
six of the Doha Declaration identified the need
to resolve the conundrum for countries lacking
domestic manufacturing capabilities yet desperately needing medications for epidemics such as
AIDS. In what became known as the “paragraph 6
problem”, WTO officials ordered the TRIPS council to develop a plan by the end of 2002.
Reaching consensus on the “paragraph 6
problem”, however, created great debate among
TRIPS council members. The U.S. led an effort
to restrict paragraph 6 of the Doha Declaration
to certain diseases, namely, AIDS, malaria, tuberculosis, and other infectious diseases creating epidemics. Further, the U.S. worked to limit
the number of countries that could benefit from
the importation of generic medications 5. On August 30, 2003, the TRIPS council finally issued a
temporary decision stating that countries without manufacturing capacities – a definition that
still remains unclear – could declare compulsory
licenses and on that basis alone legally import
generic medications. In December 2005, the
TRIPS council agreed to make this decision permanent if two-thirds of WTO members ratified
the amendment by December 1st 2007.
Lastly, delegates also agreed at Doha that
the least developed countries (of 50 countries
defined as such by the United Nations, 32 are
WTO members) were not obliged to implement
patent law for pharmaceuticals until January 1,
2016. The list of Least Developed Countries that
are WTO members includes: Angola, Bangladesh,
Benin, Burkina Faso, Burundi, Cambodia, Central
African Republic, Chad, Democratic Republic of
Congo, Djibouti, Gambia, Guinea, Guinea-Bissau, Haiti, Lesotho, Madagascar, Malawi, Maldives, Mali, Mauritania, Mozambique, Myanmar,
Nepal, Niger, Rwanda, Senegal, Sierra Leone,
Solomon Islands, Togo, Uganda, United Republic
of Tanzania, and Zambia 3,6. Advocates for improving access to drugs in developing countries
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viewed the Doha Declaration with great optimism, although some have cautioned against
its limitations and uncertainties 7. Companies in
places such as Brazil, India, Cuba, Thailand, Guatemala, and South Africa have worked under this
framework to produce generic ARVs at a greatly
reduced cost.
However, compulsory licenses, the primary
mechanism offered for public health protection
by the TRIPS agreement and the Doha Declaration, have been rarely utilized 8. The exact procedures for issuing a compulsory license for ARV
production remain unclear and largely untested.
Significant international pressure also exists
against declaring compulsory licenses, as seen
when Brazil threatened to issue compulsory licenses for efavirenz, lopinavir/ritonavir, and tenofovir 9,10. For these reasons in part, only four
countries – Malaysia (2004), Indonesia (2004),
Zambia (2004), and Mozambique (2004) – have
thus far issued compulsory licenses for ARV production 11.
As reflected in this circuitous history of efforts
to bridge patent law and public health concerns,
intellectual property obstacles – in addition to
hurdles involving public health financing, medical and public health infrastructure, and drug
quality – have encumbered efforts to scale-up
global ARV distribution.

Global AIDS and access to
antiretrovirals
Addressing the issue of ART distribution requires
urgency. Currently, 39.4 million people in the
world live with HIV. In 2005, 3.1 million people in
the world died of AIDS. Of these, about 570,000
were children 12. In South Africa, where 5,300,000
individuals are currently HIV-positive, it is estimated that the population in 2005 was 16 percent
lower than it would have been in the absence of
AIDS 13. The AIDS pandemic has created dire circumstances in many parts of the world, threatening economic stability, security, food production,
and health and education infrastructure 14.
These figures are especially disturbing when
juxtaposed with the fact that medications exist
that dramatically decrease HIV mortality and
morbidity and that, when ARVs are made available, HIV treatment in resource-poor settings has
been shown to be not only possible but extremely
successful 15. Despite these facts, the international community, including governments, nongovernmental organizations, and pharmaceutical
companies, are generally failing to provide ART
to those who need it most, and as a result millions
are dying prematurely of an otherwise treatable

disease. WHO estimates that out of 6.5 million
people who need ART worldwide, only 1.3 million (20 percent) currently receive the medications 16. In Africa, the region most devastated by
the pandemic, this percentage is 17 percent, up
from 8 percent in 2004 17.
Between December 2003 and 2005, the
World Health Organization (WHO) led an effort
to rapidly scale-up HIV treatment throughout
the world. This endeavor, known as the 3 by 5
Initiative, aimed to have three million people on
ARV treatment by the end of 2005. During the
initiative, the number of patients receiving ART
in low- and middle-income countries increased
from 400,000 to 1.3 million 16. Although short of
the December 2005 goal – due partially to donor delay in making financial contributions – the
initiative achieved significant progress in mobilizing the expansion of ARV treatment. Other
reasons cited to explain the failure to reach the
initiative’s targets include poorly harmonized
partnerships, constraints on the procurement
and supply of drugs, diagnostics and other commodities, strained human resources capacity
and other critical weaknesses in health systems,
and difficulties in ensuring equitable access 18.
Unless these issues, some of which are directly
affected by patent law, are rigorously addressed,
further efforts to expand ARV treatment risk being empty promises.
Most types of antiretrovirals, of which 12 are
included in the most recent WHO list of essential
medicines 18, are produced by generic manufacturers in India 19. Built on substantial economic
and infrastructure capabilities for drug production, Indian generic companies such as Cipla
and Ranbaxy have become the major suppliers
of low-cost ART regimens throughout the developing world 20. Médecins Sans Frontières 21 estimates that 50 percent of the medications used
for ART in low – and middle-income countries
are produced in India. However, this supply of
cheap generic medications may soon end following India’s enforcement of TRIPS-compliant patent law since January 1st, 2005 as a consequence
of stipulations laid out in the 1996 TRIPS agreement – changes that have caused great concern
among those working to expand HIV treatment.
Believing that strengthened patent law will increase opportunities for foreign investment in
India, the Indian government passed amendments in March 2005 that strengthen intellectual
property law and could hinder the future production of medications for health emergencies
such as AIDS 22,23.
These developments have generated worldwide concern that access to affordable ART, especially for second – and third-line antiretrovi-
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rals, may be severely constrained under India’s
new patent law. In a December 17, 2004 letter to
the Indian Minister of Health, Jim Y. Kim 24, then
director of the Department of HIV/AIDS at the
WHO, cautioned India against implementing new
patent law that hinders public health efforts both
within and outside of India. Indian activists have
declared that “the Government is adopting a simplistic, conformist approach of hurriedly ‘aligning’
our Patent Law to the coercive version of TRIPS”
25 and asserted that “the need of the hour is to follow a more creative and independent approach,
while still remaining within the broad contours of
TRIPS” 25. Many worry that patent law changes in
India will abrogate the Indian supply of cheap, generic ART, thereby resulting in higher medication
prices and the imposition of structural obstacles
that may unnecessarily thwart efforts to deliver
ART to the poor. This issue of access to medicines
is at the heart of the current and historical controversy over the role of intellectual property law,
and forces consideration of whether the right to
intellectual property for life-saving medications
should take precedence over the right to health.

Patent law dispute amidst the
AIDS pandemic
As patent law has a direct impact on drug pricing
and access to medicines, it is vital for healthcare
professionals to understand the divergent positions of research-based pharmaceutical companies, the activist organizations who oppose
them, and the arguments inflaming the dispute
over patent law. First, dispute arises over the relationship between patent law, pharmaceutical
company research expenditures, and the development of novel medications. Research-based
pharmaceutical companies argue that patents
are necessary to promote innovation and allow
for the recovery of research and development expenditures. Current patent law, by providing a
20-year monopoly to patentees, prevents generic
pharmaceutical companies from quickly replicating and producing newly discovered medications at minimal cost. Drug companies claim that
earlier entry by generic companies onto the market would undercut the ability of the pharmaceutical business to offset resources risked in developing medications, which is why, they argue,
that 20-year patents provide sustainability for
the pharmaceutical business and ensure funding for continued research activities. Researchbased drug companies assert that, without patent protection, their ability to recover costs and
their incentives to develop new drugs would be
limited 26.
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Health activists and academics focused on addressing inequality in access to health care have
challenged these arguments. They claim that, in
the U.S., a large portion of drug research is conducted at universities or government centers and
is publicly funded by the National Institutes of
Health (NIH). Such was the case for d4T, an antiretroviral drug used to treat AIDS. Jerome Horowitz of the Michigan Cancer Foundation first synthesized d4T in 1966 along with ddC, two years
after having synthesized AZT – all three of them
with grants from the National Cancer Institute 27. In 1988, NIH-funded researchers at Yale University discovered the capability of d4T to treat
HIV disease 28. Yale later licensed it to New Yorkbased Bristol-Myers Squibb (BMS), which started to market it in 1994 – boosting Yale’s annual
patent royalty income nearly tenfold 29. In 1998,
BMS, along with other pharmaceutical companies, sued the South African government’s Medicines Act to prevent, among other provisions, the
compulsory licensing of patented drugs, which
included d4T. In 2001, upon pressure from Yale
students and activist groups, Yale University
reached an agreement with BMS by which the
company removed patent-related obstacles that
were preventing access to d4T in South Africa 30.
In April 2001 – after pressure from many sectors
around the world, including from within the U.S.
and the European Union – the pharmaceutical
companies dropped the case 7.
Examples such as this one raise questions
about pharmaceutical company claims that patent protection and high drug costs are always
necessary to allow for the recouping of research
expenditures. Additionally, recent reports suggest that marketing costs, such as commercial
advertisements and gifts to medical doctors, are
included by pharmaceutical companies in the research and development costs of drugs 31. Others
claim that only a small fraction of the financial
benefits of selling drugs is reinvested in research
and development 32. Such information challenges the research expenditure claims made by
pharmaceutical companies.
Activists also argue that there is little evidence
that current intellectual property law creates incentives for the development of new drugs. An
analysis of a small sample of pharmaceutical inventive activity before and after compulsory licensing showed no uniform decline in scientific
innovation 33, challenging the assumption that
patent protection is necessary to foster the development of new drugs. Furthermore, current
patent protections do not necessarily create financial incentives for the development of desperately needed drugs, such as a malaria vaccine,
in poor countries: between 1975 and 1997, only
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13 out of 1,223 new drugs introduced globally
were specifically targeted towards diseases disproportionately affecting poor countries 34.
In support of the research-based pharmaceutical companies, some argue that patent laws
have historically played very little role in inhibiting access to essential medicines in the developing world – instead asserting that poverty
and poor health infrastructure are the primary
obstacles to ARV distribution 35,36. Additionally,
poor drug quality, inadequate public health infrastructure, understaffed clinics and hospitals,
lack of political commitment, and underfinancing of HIV treatment programs are cited as major
factors obstructing the provision of ART. While
recognizing the ability of these factors to impede
access to ARV and working for their elimination,
health activists counter that patent law – because
of its role in determining drug prices – also demands critical appraisal of its impact on access
to medicines.
Health activists and academics argue that
current patent protection, by eliminating competition, generally leads to higher prices 37,38,
which directly obstructs the promotion of global
health equity. Due to the enormity of the AIDS
pandemic, health activists and academics have
recently focused on HIV treatment, charging
that current intellectual property law and patent
law impede the purchase of ARVs in resourcepoor settings and allow pharmaceutical companies to monopolize the markets of developing
nations 7,39,40,41. As a result, the cost of ARVs far
exceeds personal and national budgets, and the
development of more affordable generic alternatives is proscribed. In their view, alternatives to
current patent law and incentive mechanisms,
such as regulatory flexibility 38,42 or “pull” programs to stimulate research for vaccine development 43, are crucial to alleviate the suffering
of people living with treatable diseases in poor
countries.
Finally, health activists assert that the 20-year
conferred length of a patent monopoly was decided over a century ago, at a time when drug
development, production, marketing, and distribution occurred at a different pace. Based on this
observation, it could be argued that if the current
length of monopolies were shortened, the resulting increased competition could contribute to
lowering the cost of medications while creating
incentives for innovation.
With the recent proliferation by the U.S. of
trade agreements, which in part involve intellectual property law, the dispute has intensified. Pharmaceutical companies and governments such as the U.S., Japan, Switzerland, and
the European Union insist that standardization

of patent law, based on U.S. standards, must
occur throughout the world in an age of global
economic networks 44. For the U.S., trade agreements provide an opportunity to assert and implement strict, uniform patent law in the world.
Drug companies argue that such provisions will,
in fact, increase technology transfer to developing nations and ensure future funding for research dedicated to tackling the world’s greatest
diseases. Health activists warn that intellectual
property measures built into current trade agreements will compromise national healthcare in
low – and middle-income countries by creating
immense barriers to the procurement of affordable essential medicines 45.
In Guatemala, for example, this issue did not
go unnoticed. Vice-President Eduardo Stein 46
clearly stated in January 2006: “Multinational
corporations have been pressing their case and
they want extra protection for their patents. We
already have legislation that adheres strictly to
the World Trade Organization guidelines. They are
trying to force us to change that legislation again
when we already went through a heap of trouble
during the negotiations to safeguard popular access to generic medications”. He was not alone in
voicing concerns about the impact of the Central American Free Trade Agreement (CAFTA) in
access to medicines, joined by Guatemala. On
July 29, 2005, a Guatemalan producer of generic
medications (personal communication, 2005)
had noted: “Yesterday CAFTA was approved, and
now we will be pressed to go to further protection. This means that from now on, even if the
products do not have a patent, they are provided
with a period of protection of five years. (…) We
are worried that a lot of Central American people
who are not covered by social security are going
to die from AIDS, they cannot buy the new medicines, and we are not going to be able to produce
an affordable and good quality product till the
protection is finished. Our Ministry of Health does
not have effective programs to give medicines to
these people, so the problem is really difficult. (…)
I hope that this information will help you gain
some conscience in the good Americans, because
I’m afraid CAFTA is going to bring more poverty
to our countries when we are going to be flooded
with all your rice and corn that are produced with
government aid. Here the poor farmers do not get
a penny of aid from our government. These treaties can make some industries grow, but they can
also starve half of the nation, and create a climate
of violence that how are we going to control?”.
These concerns are tightly linked with an
emerging policy threat on access to essential
medicines: U.S. strengthening of patent law
through trade agreements.
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United States trade policy and
access to antiretrovirals
In January 2003, President Bush announced his
five-year plan that would allocate US$15 billion
to global programs aimed at HIV treatment and
prevention 47. Now referred to as the President’s
Emergency Plan for AIDS Relief (PEPFAR), this
initiative endeavors, in 15 focus countries, to
support treatment for 2 million people living with
AIDS, to prevent 7 million new infections, and to
support care for 10 million people infected and
affected by HIV by 2008. After just eight months
of operation, PEPFAR reported rapid progress
in achieving its aims – by March 2005, 155,000
people were receiving ART, 1.2 million women
and infants had benefited from mother-to-child
prevention measures, and 1.7 million individuals
infected and affected by HIV/AIDS were receiving supportive care under its auspices 48.
However, recent U.S. trade policy threatens
to undermine these advancements in improved
access to ARVs. Agreements with countries in
Asia and Latin America have conditioned “free”
trade on the expansion of intellectual property rights for multinational pharmaceutical
companies holding ARV patents, among other
essential medicines. Specifically, these agreements extend patent rights beyond the 20-year
period, freeze generic manufacturing of ARVs
in the country, protect the manufacturers’ drug
testing data for five years – known as data exclusivity – and limit options for compulsory licensing. Additional measures include a reduction in the number of inventions, such as “diagnostic, therapeutic, and surgical methods” that
can be excluded from patent law, the allowance
of known substances to be patented again for
each new use, and provisions requiring national
drug regulatory authorities to block registration
of generic medications. Broadened intellectual
property rights beyond those negotiated in the
WTO TRIPS agreement are now referred to as
“TRIPS-plus” measures 45.
“TRIPS-plus” measures are included in
agreements recently signed and in others currently being negotiated. For example, in May
2004, the U.S. signed the CAFTA with Costa Rica,
El Salvador, Guatemala, Honduras, and Nicaragua – and the Dominican Republic, which was
added in August 2004. CAFTA requires both data
exclusivity for five years [Article 15.10.1(a)] and
patent extensions to offset delays in the granting of a patent (Article 15.9.6) 49. The U.S. and
the Andean countries (Colombia, Ecuador, Peru,
and potentially Bolivia) had discussed a similar agreement known as the U.S. – Andean Free
Trade Agreement; however, the agreement fell
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apart over issues related to intellectual property
law. In that agreement, among the provisions
pushed by the U.S. that affected intellectual
property law were strict limitations on compulsory licensing (Article 8.4), the elimination of
Andean countries’ rights to not grant patents on
diagnostic, therapeutic, and surgical methods
(Article 8.1 and 8.2), and the prohibition of parallel importation (Article 8.4) 50. Following the
collapse of the regional FTA, the U.S. started to
pursue bilateral FTAs with each Andean country. In December 2005, Peru broke with the caution exercised by the other Andean countries
and signed an FTA with the U.S. that included
strengthened patent law provisions, including
5-year data exclusivity and permitted expansion
of patent length beyond 20 years 51,52. Colombia
followed suit in February 2006 and signed an FTA
with the U.S. 53. Additionally, the U.S. has signed
similar trade agreements with Singapore, Chile,
and Morocco, and is currently working on agreements with Panama and the Southern African
Custom Union (Botswana, Lesotho, Namibia,
South Africa, and Swaziland).
Concern exists among health activists, academics, developing country governments, and
clinicians working in resource-poor settings that
these agreements will greatly augment the power
of research-based pharmaceutical companies in
the markets of developing nations, thereby greatly compromising access to ARVs for the poor.
The extension of patent law beyond the provisions delineated in the TRIPS agreement should
warrant great unease. Trade agreements currently being negotiated may severely constrain
generic production of drugs, when generics are
the primary source of affordable medications in
resource-poor settings. Thus, “TRIPS-plus” provisions continue a tradition of limited access to
ART for the poor by instituting measures that
condone high drug prices.
In addition to the uneasiness expressed by
activists, clinicians, and researchers, similar concerns have been voiced from within the U.S. government. On September 30, 2004, 12 members
of the U.S. House of Representatives submitted
a letter to President Bush expressing opposition
to the intellectual property rights provisions in
CAFTA and the trade agreement negotiations
with the Andean countries and Panama. Authors
of the letter criticized the lack of specific language
on the rights to compulsory licensing and parallel importation and the imposition of five-year
blockades on drug testing data. They warned that
these agreements could violate the TRIPS agreement and the Doha Declaration 54.
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Prioritizing health in patent law and
trade agreements
Since the inception of the TRIPS agreement in
1996, significant opposition to its intellectual
property implications has arisen. At times, challenges to strengthened patent law have resulted
in victories protecting the health of the poor. The
Treatment Action Campaign, a South African
advocacy group devoted to promoting access
to ARVs, has succeeded in challenging multinational pharmaceutical control of ARV markets
in South Africa 55. Brazil, a country that has provided comprehensive HIV care to all citizens in
need since 1996, including highly active antiretroviral therapy 56,57,58 received a direct challenge
in 2001 from the U.S. after Brazil threatened to
issue compulsory licenses for some ARVs. The
U.S. filed a complaint in the WTO Dispute Settlement Body, charging that Article 68 in Brazilian intellectual property law – which permits
compulsory licensing if the patent holder does
not produce a product locally within three years
of the granting of the patent – directly violates
TRIPS. Brazil countered that Article 68, to the
contrary, promoted the objective established
in TRIPS of ensuring the protection of public
health in pharmaceutical matters. Under enormous international pressure, the U.S. withdrew
its WTO complaint against Brazil, marking a
victory for health activists 7. Since that time, by
utilizing the threat of compulsory licensing, the
Brazilian government has been able to negotiate
enormous price reductions for ARVs from major
pharmaceutical companies 59. These and other
examples illustrate that the validity of strong
patent law in the face of the AIDS pandemic can
be undermined.
Additionally, challenges directed against the
strengthening of intellectual property law have
focused on trade agreements. In 1998, the issue
of access to essential medicines with respect to
intellectual property law as defined by TRIPS received great attention at the World Health Assembly. At that time a resolution was recommended
by its executive committee for consideration by
member states which stressed that public health
must be a top priority in policies involving pharmaceuticals and health, including trade agreements. Due to fierce opposition by the U.S., the
European Union, and the research-based pharmaceutical lobby, the resolution was tabled for
further discussion 60. However, at the following
World Health Assembly in 1999, a resolution was
passed that urged all member states to “explore
and review their options under international
agreements, including trade agreements, to safeguard access to essential drugs” 61.

Further, the WHO “Revised Drug Strategy” 62
began incorporating a mandate to determine the
impact of the TRIPS Agreement and other trade
agreements on access to medications. While its
initial involvement in intellectual property law
was extremely controversial, WHO has now established itself as a respected authority on monitoring intellectual property law and access to
medications, even serving as an ad hoc observer
on the WTO TRIPS Council 7,62. Most recently, in
the 2004 World Health Assembly, a resolution was
passed which “urges member states, as a matter
of priority, to encourage that bilateral trade agreements take into account the flexibilities contained
in the WTO TRIPS Agreement and recognized by
the Doha Ministerial Declaration on the TRIPS
Agreement and Public Health” 63.
Beyond the WHO, concern abounds regarding trade agreements and access to medicines.
In June 2004, Catholic bishops from the U.S. and
Latin America issued a joint statement in which
they warned of the ill consequences of the intellectual property provisions in CAFTA 64. A
month later, Paul Hunt, the Special Rapporteur
of the United Nations Commission on Human
Rights, declared: “I am deeply concerned that the
U.S. – Peru trade agreement will water-down internationally agreed health safeguards, leading
to higher prices for essential drugs that millions
of Peruvians will find unaffordable” 65. Former
Ecuadorian health ministers and academics recently issued an open letter to the President of
Ecuador warning against agreeing to strengthened intellectual property rules with the U.S. 66.
Numerous organizations – such as the Consumer
Project on Technology, Médecins Sans Frontières,
Health Action International, Oxfam, Treatment
Action Campaign, Act Up Paris, and the Health
Gap Coalition – have carefully researched and
documented current trade negotiations and the
concerns associated with the provisions stipulated in trade agreements.
The poor and sick have also consistently
raised voices of opposition to trade agreement
negotiations in their respective countries. In
mid-March 2006, Ecuadorian peasants erected
roadblocks throughout the country in protest
of the U.S. – Ecuadorian free trade agreement,
thereby forcing the government to declare a state
of emergency 67. When Guatemala’s legislature
passed measures to strengthen patent law in order to facilitate CAFTA’s approval, Guatemalan
HIV-positive patients protested that the measures would make the already arduous task of obtaining ARV medicines even harder 68. Whether
or not to ratify CAFTA became the primary issue
in Costa Rica’s recently concluded presidential
elections between Otton Solis, an opponent of

Cad. Saúde Pública, Rio de Janeiro, 23 Sup 1:S85-S96, 2007

S91

S92

Castro A, Westerhaus M

CAFTA, and Oscar Arias, an ardent CAFTA supporter 69, although Arias was declared the winner,
the election was extremely tight, in part because
of growing popular skepticism about the prospects of CAFTA 70. Whether through their votes or
protests, the poor have raised consistent opposition to trade agreements that U.S. and foreign
trade ministers and multinational corporations,
in other words the elite, tout as “pro-poor”.

Conclusion
The issues discussed above raise a number of salient questions to which the poor in the world
deserve urgent, honest answers. Should matters
of health constitute a state of exception from
patent law? What potential benefits do bilateral,
regional, and multilateral trade agreements have
for resource-poor settings? Is this really “free”
trade? Do current trade agreements respect the
national patent law of sovereign states and allow these nations to prioritize public health? Will
trade agreements stymie efforts to combat global
disease, especially the AIDS pandemic? Can the
intellectual property components of trade agreements be designed in a manner that is mutually
beneficial for the poor and for drug innovation?
At a time when powerful countries use their
financial leverage to negotiate trade agreements
to expand their markets – dictating a new global economic order that has far-reaching public
health implications – the promotion of global
health depends on a thorough consideration of
these questions. Although poverty, public health
infrastructure, lack of political commitment, and
poor drug quality certainly contribute to inadequate HIV treatment and are issues with which
to contend, international patent law becomes
another structural factor with dire implications
for ART in resource-poor settings. At a time when
both massive expansion of ART and the restructuring of U.S. trade relations with many nations
are occurring, the relationship between international patent law and its effect on access to ARVs
in the developing world needs urgent attention.
With both the intensification of trade negotiations and concern about the impact of trade
liberalization on developing countries, it is vital
to formulate alternative strategies that promise
to mitigate the impact of strengthened intellectual property law on poor patients. One such
example is the Technological Network on HIV/
AIDS, a consortium of seven countries, including
Brazil, Cuba, China, Nigeria, Russia, Thailand,
and Ukraine, and potentially Uruguay, India and
South Africa, who aim to achieve self-sufficiency
in the research, development, production, and
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distribution of ARVs and other related medications 71,72. In addition, these countries aim to
critically engage intellectual property law in order to ensure that patents do not prevent appropriate care of the sick. Brazil has led these efforts
by reforming its laws to be able to break patents
and by repeatedly threatening to break patents
in order to continue providing free ART for all
HIV-positive Brazilians; such threats resulted in
dramatic ART price reductions from brand-name
pharmaceutical companies 59. Brazil continues
to encourage the disavowal of patents that hinder
the provision of healthcare in low – and middleincome countries 10. Such courageous efforts
must be publicly and financially supported.
Through interdisciplinary efforts, the
strengthening of intellectual property law can be
effectively challenged in the interests of promoting global health equity. Ultimately, increased
research and advocacy must aim to effect concrete changes in the ways that intellectual property provisions are integrated into trade agreements. Such changes require that governments
and pharmaceutical companies are held responsible for their self-proclaimed commitments to
the common good. Numerous avenues exist for
promoting these goals. The WHO should have a
stronger position in bilateral, regional, and multilateral trade negotiations to ensure that public
health remains a priority. In addition, WTO could
create a Working Group on Health as has been
suggested 73 whose recommendations would
be based on WHO guidelines and recommendations. Low – and middle-income countries
could simultaneously agree to restrict intellectual property law discussions to WTO forums,
thereby preventing strong-arming of smaller governments in bilateral, regional, and multilateral
trade negotiations. By supporting each other and
working within the WTO, smaller countries will
occupy a stronger negotiating position that will
respect public health demands. Finally, partnerships such as the Global Alliance for TB Drug Development should be more actively supported to
allow for the development of drugs that are free
of patent restrictions and address the diseases
of the poor.
This paper stresses the importance of examining international patent law when considering global access to ARVs. Bilateral, regional,
and multilateral trade agreements threaten to
construct additional obstacles in the provision
of ARVs by strengthening strict patent law and
thereby hindering the production of cheaper generic medications. Scrupulous consideration of
structural factors, such as patent law, that thwart
efforts to treat AIDS patients in resource-poor
settings needs to be a top priority in order to
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combat the AIDS pandemic. These issues also extend beyond access to medications for HIV treatment: the conditions of patent law embedded in
current trade agreements threaten to obstruct
access to numerous essential medicines and

newly developed medications, further entrenching health disparities between the wealthy and
the poor. During a time of rapid advancement in
medical care and treatment, such inequalities are
unacceptable.

Resumo

Contributors

Actualmente diversos países de renta media y baja
están creando leyes de propiedad intelectual más rígidas, muchas veces para adaptarse a las exigencias
de los tratados de “libre” comercio con los Estados
Unidos. Tales medidas suelen incluir dispositivos que
transcienden las normas sobre patentes negociadas
recientemente en la Organización Mundial del Comercio, que prometían equilibrar las exigencias de la
salud pública y las de patentes. Este artículo analiza la
preocupación de que este endurecimiento restrinja el
acceso a medicamentos esenciales, en particular en el
contexto de la pandemia de SIDA. El artículo examina
las amenazas potenciales creadas por los tratados comerciales contra los esfuerzos dirigidos para el acceso
universal a los antirretrovirales, manteniendo que condicionar el desarrollo económico al endurecimiento de
la legislación requiere una atención escrupulosamente
justificada cuando la salud pública está en juego. Finalmente, se examinan algunos éxitos obtenidos por
grupos de presión, concluyéndose que son necesarias
más estrategias políticas y de presión para garantizar
la protección de la salud mundial en las negociaciones
sobre tratados internacionales de comercio.
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most of the data. Both authors drafted the article.
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