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Has the implementation of the TRIPS Agreement in Latin
America and the Caribbean produced intellectual property
legislation that favours public health?

Maria Auxiliadora Oliveira,' Jorge Antonio Zepeda Bermudez, Gabriela Costa Chaves,? & German Velasquez*

Objective The World Trade Organization’s Trade-Related Aspects of Intellectual Property Rights (TRIPS) Agreement establishes
minimum standards for intellectual property rights, including patent protection for pharmaceuticals; therefore, it may make it
difficult for developing countries to gain access to medicines, especially those countries that are the least developed. This study aims
to determine whether implementation of the TRIPS Agreement in Latin American and Caribbean countries has generated patent
legislation that is sensitive to public health needs.

Methods Legislation in 11 Latin American and Caribbean countries was analysed. The variables considered in the analysis were:
the term of patents issued, patentable subject matter, transition periods (that is, time until legislation was enacted), reversal of the
burden of proof of patent infringement, exhaustion of rights, compulsory licensing and the early working exception (which allows a
country to complete all procedures necessary to register a generic product before the original patent expires).

Findings By 2000, all of the countries studied had reformed their legislation to conform to the agreement. Brazil and Argentina
used the transition period until 2005 to grant patents in the pharmaceutical industry. All countries, except Panama, made use of the
safeguards and flexibilities available through the agreement by including mechanisms for compulsory licensing in their legislation.
Argentina; Bolivia, Colombia, Ecuador, Peru and Venezuela (countries that represented the Andean community); the Dominican
Republic; and Panama included mechanisms to allow parallel importation. Mexico did not. Brazil only permits parallel importation after
a compulsory licence has been issued. The early working exception is included in legislation in Brazil and the Dominican Republic.

Conclusion The countries in this study did not incorporate all of the mechanisms allowed for by the Agreement and are not adequately
using the provisions that enable World Trade Organization (WTO) members to obtain better health for the public, particularly in
regard to gaining access to medicines. This situation may deteriorate in future if other agreements establish more restrictive rules
for intellectual property rights.
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Introduction
All Member States of the World Trade Organization (WTO)

must abide by a series of multilateral agreements. Among
these, the Trade-Related Aspects of Intellectual Property Rights
Agreement (known as the TRIPS Agreement), signed in April
1994 in Marrakesh, came into force in January 1995 ().

The Agreement establishes minimum standards for in-
tellectual property rights; for example, patent protection on
pharmaceutical products must last for a minimum of 20 years.
Member States must incorporate these standards into their
legislation. Developed countries had one year (until 1996) to
become TRIPS-compliant, while developing countries had five
years (until 2000), and countries designated as “least-developed
countries” had 11 years (until 20006) (7, 2). Under Article 66.1,
developing countries and least-developed countries that had
not previously recognized pharmaceutical patents, have 10 years
to become compliant (until 2005). In November 2001, this
period was extended to 2016 for least-developed countries (3).
Box 1 describes the provisions and mechanisms of intellectual
property rights covered by the Agreement.

Under the terms of the Agreement, life-saving products
are treated in the same way as any other merchandise or com-
modity. Therefore, the Agreement may prevent governments,
representatives of nongovernmental and international organiza-
tions, and experts from gaining appropriate access to medicines
and other health-care products (4—7). The granting of patents
may encourage innovation, but by their nature, they create
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monopolies that allow pharmaceutical companies to set and
maintain high prices for a minimum of 20 years. In addition to
hampering competition, patents also delay the release of low-cost
generic equivalents onto the market; these lower cost medicines
traditionally meet the needs of developing countries (8).

Over the past two decades, a worldwide phenomenon
of increasing national expenditures in health care, caused by
increasing drug costs, has disproportionately affected those
countries that are the least developed. The proportion of drug
expenditures in relation to total health spending varies from
10-20% in developed countries to up to 50% in the least de-
veloped countries (9-11). This phenomenon has been linked
to various factors such as the ageing of populations, overpre-
scribing, and the introduction of new products (12-14). Large
parts of the world’s population have been denied regular access
to essential medicines. People in developing countries, where
the majority of the population does not have any type of gov-
ernmental subsidy to buy medicines, have been particularly
badly affected (7).

For these reasons, countries that wish to optimize the
protection of public health would need to make full use of Ar-
ticle 8 of the Agreement. This article states that “Members may,
in formulating or amending their laws and regulations, adopt
measures necessary to protect public health and nutrition, and
to promote the public interest in sectors of vital importance to
their socioeconomic and technological development, provided
that such measures are consistent with the provisions of this

Box 1. Description of the provisions and mechanisms of the TRIPS Agreement included in this study

Provisions and mechanisms

Term of protection
(the lifetime of a patent)

Patentable subject matter

Transition periods

Transition periods for pharmaceutical
products and processes

Reversal of the burden of proof

Exhaustion of intellectual
property rights

Parallel imports

Compulsory licensing

Early working exception
(the Bolar provision)

Description (Article no.)

Under the Agreement, patents for products and processes last for a minimum of 20 years; this
term is measured from the date on which the patent application was filed (Article 33)

The Agreement states that patents are available for all inventions regardless of whether they are
products or processes, and they are available for all technologies provided that they are new,
involve a new step and are capable of being used in industry (Article 27)

1 year (until 1996) for developed countries

5 years (until 2000) for developing countries

11 years (until 2006) for least-developed countries
(Articles 65 and 66)

An additional five years (until 2005) is allowed for a developing country that did not grant
patents for pharmaceutical products and processes before signing the Agreement (Article 65.4)

Member States are required to start to grant patent protection to areas of technology not
previously protected (Article 65.4)

The Declaration on the Trips Agreement and Public Health (2001) establishes an additional
period (until 2016) for countries designated as least developed (Article 7)

If a person is suspected of having infringed the patent for a process, then he or she must prove
his or her innocence (Article 34)

According to Article 6, the exclusive right of the patent holder to import the protected product
is exhausted, and thus ends, when the product is first launched onto the market. When a state
or group of states applies the principle of exhaustion of intellectual property rights within a
given territory, parallel importation is authorized for all residents of the state in question (2)

Products imported into a country without the authorization of the right holder in that country,
which have been put on the market in another country by that person or with his consent
(Article 6)

This refers to the authorization given by a judicial or administrative authority to a third party for
the use of a patented invention, without the consent of the patent holder (Article 31)

This exception allows a country to complete all of the procedures and tests that are necessary to
register a generic product before the original patent expires (Article 30) (75)
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Agreement”. In other words, to protect public health countries
should incorporate all of the flexibilities and safeguards avail-
able within the Agreement into their legislation, so that they
can improve access to medicines.

This study aims to analyse the implementation process
of the TRIPS Agreement in Latin America and the Caribbean,
focusing on the incorporation into national intellectual prop-
erty legislation the mechanisms and provisions that have the
potential to affect access to medicines. We investigate whether
incorporating the flexibilities and safeguards of the Agreement
has generated patent policies for medicines that are sensitive

to public health needs (15).

Methods

In 2002 we studied intellectual property legislation related to
patent protection in 11 Latin American and Caribbean coun-
tries. Countries were selected according to the size of their phar-
maceutical market (the three largest markets were included)
and their geographical location (so that different subregions
were included). Argentina, Brazil and Mexico represent 82.4%
of the total Latin American market for pharmaceutical products
(16), so they met the first criterion. To meet the geographical
criterion, Bolivia, Colombia, Ecuador, Peru and Venezuela were
selected to represent the Andean community; Honduras and
Panama were selected to represent Central America; and the
Dominican Republic was selected to represent the Caribbean.

Articles by Velasquez & Boulet (2) and Correa (15) were
reviewed to formulate the conceptual framework of the study.
The web site of the World Intellectual Property Organization
(heep://www.wipo.int/) and the national patent offices of the
countries studied were consulted to gather information on
legislation.

Findings

The main results are summarized in Box 2 and Table 1 and
Table 2. Table 1 shows the date each country joined WTO
and the year in which patent legislation was modified. All of
the countries studied were members who had reformed their
legislation by 2000 in order to conform to the Agreement.

Table 1. Countries by World Trade Organization (WTO) entry
date and year patent legislation was modified

Country Date of entry Year IPR legisla-
into WTO® tion modified®
Argentina 1 January 1995 1996
Bolivia 12 September 1995 2000
Brazil 1 January 1995 1996
Colombia 30 April 1995 2000
Ecuador 21 January 1996 2000
Honduras 1 January 1995 1999
Mexico 1 January 1995 1999
Panama 6 September 1997 1996;
amended 1997
Peru 1 January 1995 2000
Dominican Republic 9 March 1995 2000
Venezuela 1 January 1995 2000
2 Source: (17).

® |PR = Intellectual property rights.
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Box 2 summarizes the main results of the analysis of
intellectual property rights legislation by country. Brazil and
Argentina partially used the transition period (1 year and 5 years,
respectively) to grant patents in the pharmaceutical industry.

All countries except Panama included mechanisms for
compulsory licensing in their legislation. The conditions re-
quired to issue a compulsory licence are described in Table 2
(see also 18). All 10 of the countries that included compulsory
licensing in their intellectual property legislation permitted its
use in the case of national emergencies. Nine of the 10 countries
allowed compulsory licensing in cases of public interest; 8 of
them allowed it to be used to remedy anticompetitive practices;
and 9 allowed it to be used when a patent cannot be exploited
without using another patent (when it is a dependent patent).
Mexico’s decision not to utilize the provision for dependent
patents is of concern because it may make it possible to invali-
date a compulsory licence if the licenced product depends on
the production of a patented product.

Argentina, the countries representing the Andean com-
munity, the Dominican Republic and Panamaall included mecha-
nisms to allow parallel importation; Mexico, however, did not.
Brazil only permits parallel imports after a compulsory licence
has been issued. The early working exception (also known as
the Bolar Provision) is included in legislation in Brazil and the
Dominican Republic.

Discussion

Transition periods for pharmaceuticals

The transition period (until 2005) for pharmaceuticals that is
allowed under the TRIPS Agreement, could have been utilized
by Argentina and Brazil. During this time, these countries could
have increased their domestic capacity to produce pharmaceu-
ticals. This would have increased competition while also decreas-
ing their dependence on external suppliers; this dependence is a
characteristic of the pharmaceutical sector in developing coun-
tries (1.9). Many developed countries, such as, Italy, Japan and
Switzerland only began granting patents in the pharmaceutical
industry after their national industry developed, thus ensuring
exclusive market rights to the patent holders (20). India used the
entire transitional period to increase its technological capacity.
This permitted it to develop and consolidate its domestic phar-
maceutical industry. It also stimulated the market for generic
products that can be used to treat diseases such as HIV/AIDS so
that these products became available at much lower prices than
those set by patent holders from multinational pharmaceutical
companies (C. Morrison, unpublished data presented at the
Second Forum on HIV/AIDS and STTs in Latin America and
the Caribbean, Havana, Cuba, April 2003).

Flexibilities that enable price reductions for
medicines

Article 6 of the TRIPS Agreement states that members may
adopt the principle of exhaustion of rights at national, regional
or international levels. Brazil is an interesting example in that
Brazilian legislation permits exhaustion of rights only at the
national level, which in practice means that it is impossible
to have parallel importation. However, parallel importation is
permitted under the mechanism of compulsory licensing (27).
It is also important to highlight the absence of the parallel
importation mechanism under Mexican intellectual property
legislation.
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Box 2. Description of patent legislation by country

Provisions and mechanisms

Transition period of 5 years to comply with TRIPS Agreement

Transition period (until 2005) to grant patents
for pharmaceutical products and processes

Patentable subject matter

Term of protection (time-limit for patent protection)

Burden of proof

Flexibilities and safeguards included into legislation

Implemented?

Partially implemented: Argentina, Brazil, Honduras, Mexico, Panama

Implemented: Andean community,* Dominican Republic

Partially implemented: Brazil and Argentina. Brazil used 1 year
(1996-1997). Argentina used 5 years (1996—-2001)

All countries studied presented as patentable, products or processes
that were new, or included a new step, and could be used in industry

All countries established 20 years as the time-limit for patent protection

All countries adopted the reversal of the burden of proof. Argentina was
the last county to adopt this provision; it became effective 1 January 2000

Exhaustion of rights

National exhaustion: Brazil

International exhaustion (allowing parallel imports): Argentina,
countries representing the Andean community, Dominican Republic,
Honduras, Panama

No exhaustion provision: Mexico

Compulsory licensing
Adopted by all countries except Panama

Early Working Exception (“Bolar” Provision)
Defined in legislation only in Brazil and the Dominican Republic

? The countries representing the Andean community in this study were Bolivia, Colombia, Ecuador, Peru and Venezuela.

The Commission on Intellectual Property Rights (CIPR)
was created by the United Kingdom’s Department for Interna-
tional Development to study how national intellectual property
rights laws could be best designed to benefit developing coun-
tries within the context of international agreements, including
TRIPS. The commission states that the absence of an allowance
for parallel imports in national legislation eliminates an effective
pro-competition measure that is capable of promoting access
to cheaper medicines. Parallel importation can be carried out
without violating TRIPS, once the rights of the patent holder
are exhausted in the exporting country (4, 10, 22).

Another important flexibility is the early working excep-
tion; this permits the use of an invention without the patent
holder’s authorization. This exception allows a country to com-
plete all of the procedures and tests that are necessary to register
a generic product before the original patent expires (15). This
allows generic drugs to enter the market as soon as the patent
expires which promotes competition and thus reduces prices.
As stated by Creese & Quick (23): “Competition is perhaps the
most powerful policy instrument to bring down drug prices for
off-patent drugs. In the United States, when a patent expires the
average wholesale price falls to 60% of the branded drug’s price
when there is just one generic competitor, and to 29% with 10
competitors”. However, only two of the countries studied have
included this mechanism in their legislation. The amendment
made to Brazilian law in 2001 was fundamental to negotiations
for lower prices for patented antiretrovirals. In Canada, the early
working provision has been used extensively over the past de-
cades to promote and enhance access to drugs. This provision
also strengthened the Canadian generic drug industry (24).

Compulsory licensing: potential benefits and
constraints

Compulsory licensing is considered to be a crucial element in
intellectual property legislation because it provides a mecha-
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nism for addressing public health concerns, especially if a coun-
try does not have strong antitrust legislation. It is an important
public policy tool for all WTO members because promoting
competition has an impact on prices while at the same time
compensating the patent holder.

Previous studies have found that developing countries are
not using the compulsory licensing mechanism (4, 15) because:
1) the necessary legal and administrative structure is lacking
in many developing countries. For example, Panama has no
compulsory licensing mechanism, and in Brazil and Mexico
its use is limited;
there are risks to the country of bilateral and multilateral
commercial sanctions caused by the power imbalance be-
tween countries;
the local manufacturing capability is limited. Article 31(f)
of TRIPS limits the possibility of issuing a compulsory
licence for exportation of a product. In August 2003, the
TRIPS Council decided that poorer countries that do not
have their own manufacturing capability may import
cheaper copies of patented drugs (25). As stated by Fleck,
this decision created additional mechanisms for countries
to use to prove they are incapable of manufacturing the
product as well as requirements that they not export the
product (26);
they are having problems with technology transfer. Although
compulsory licensing permits an invention to be used with-
out the consent of the patent holder, it does not guarantee
that the appropriate technology will be available. Thus
the licensee must be technologically self-sufficient, and a
country must have manufacturing facilities as well as facili-
ties for research and development. For this reason, it is better
for countries to negotiate to obtain a voluntary licence from
the patent holder before issuing a compulsory licence;
the investment involved is high risk. The processes involved
in research and development are both time-consuming and
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Table 2. Grounds for issuing compulsory licence, by country

Grounds for issuing compulsory licence

Countries using these grounds

Failure to exploit patent (the patented product or process
is not marketed in the country after a period of 3 years)

Public interest (for example, to protect public health)
National emergency
Remedy for anticompetitive practices or unfair competition

Failure to obtain licence under reasonable terms
(such as when negotiations between a government and
a patent holder reach a deadlock)

Failure of patent holder to produce locally

Dependent patents (when a patent cannot be exploited
without using another patent)

No provision for issuing compulsory licence

Brazil

Panama

Andean community,® Argentina, Brazil, Dominican Republic, Honduras, Mexico

Andean community, Brazil, Dominican Republic, Honduras, Mexico
Andean community, Argentina, Brazil, Dominican Republic, Honduras, Mexico
Andean community, Argentina, Brazil, Dominican Republic

Andean community, Argentina, Dominican Republic, Honduras

Andean community, Argentina, Brazil, Dominican Republic, Honduras

? The countries representing the Andean community in this study were Bolivia, Colombia, Ecuador, Peru and Venezuela.

expensive (19). The licensee must have some guarantee of a
return on investment. This condition is limited by the fact
that according to Article 31(d), a compulsory licence will
always be issued without exclusivity, so it is a high-risk
investment for the licensee.

In view of these restrictions, countries designated as least-
developed countries or developing countries who intend to
issue a compulsory licence must implement policies to improve
technological capacity, and they must also introduce strategies
to compensate the private sector for investment risk.

In Brazil, a network composed of 16 public pharma-
ceutical laboratories has been an important component of
the national drug policy (http://www.alfob.org). The Institute
for Pharmaceutical Technology (Farmanguinhos/Fundag¢ao
Oswaldo Cruz/Ministério da Satde) played a major part in
the price negotiations between the Brazilian Government and
three multinational pharmaceutical companies (Merck, Roche
and Abbott) regarding four patented antiretrovirals in 2001.
Farmanguinhos provided the Brazilian Ministry of Health with
guidelines that could be used to establish an acceptable price.
In addition, their capacity to develop generic versions of the
medicines by reverse-engineering techniques also had a role,
as did the mechanism of compulsory licensing. (Reverse engi-
neering is a way of discovering how a product is manufactured
starting from the finished product.) The negotiation resulted
in significant price reductions in indinavir (a 64.8% reduc-
tion), efavirenz (59% reduction), nelfinavir (40% reduction)
and lopinavir (46% reduction). These new prices ensured the
sustainability of Brazil’s programme to provide universal access
to antiretrovirals (27). Negotiations to allow Brazil to produce

generic versions of patented antiretrovirals or reduce prices were
under way between the Brazilian Ministry of Health and the
same three pharmaceutical companies in late 2003.

The United States of America and Canada have fre-
quently used compulsory licensing for different areas of tech-
nology, including medicines. Canada has an extensive history
of using compulsory licensing for medicines as a mechanism

for building local technological capacity (27).

Conclusion

The countries included in this study have not been incorporat-
ing into their legislation all of the advantages that the TRIPS
Agreement can provide. This means that these countries are
not making full use of the mechanisms that may enable them
to ensure better health for the public, particularly in regard to
gaining access to medicines. This situation is likely to deterio-
rate further when the Free Trade Area of the Americas is enacted
(http://www.ftaa-alca.org), potentially as early as January 2005,
and if other bilateral agreements establish more restrictive rules
for intellectual property rights (28).

Therefore, the following approaches should be consid-
ered to ensure that consistent, sustainable and equity-based
policies are implemented in the developing world: countries
should be given technical support to enable them to take public
health into account in negotiations of trade issues; there should
be an interaction between the health sector and patent offices;
and there must be a better balance between the need for in-
novation and the need for medicines. M

Conflicts of interest: none declared.

Résumé

La mise en ceuvre de |'accord sur les ADPIC en Amérique latine et dans les Caraibes a-t-elle conduit a
une législation de la propriété intellectuelle favorable a la santé publique ?

Objectif L'accord sur les ADPIC (Aspects des droits de propriété
intellectuelle qui touchent au commerce) de I'Organisation
mondiale du Commerce fixe les normes minimales en matiére
de droits de propriété intellectuelle, y compris la protection des

Bulletin of the World Health Organization | November 2004, 82 (11)

produits pharmaceutiques par des brevets ; il peut par conséquent
étre difficile pour les pays en développement, en particulier les
pays les moins développés, d'avoir accés aux médicaments. La
présente étude cherche a déterminer si la mise en ceuvre de I'accord
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sur les ADPIC dans les pays d’Amérique latine et des Caraibes a
abouti a un droit des brevets qui tienne compte des besoins de
la santé publique.

Méthodes Nous avons analysé la [égislation de 11 pays d’Amérique
latine et des Caraibes. Les variables retenues étaient : la durée
de la protection conférée par les brevets, les objets brevetables,
la période de transition (délai avant I'entrée en vigueur de la
législation), I'attribution de la charge de la preuve au contrevenant
présumé en cas d'infraction au droit des brevets, |'épuisement
des droits de propriété intellectuelle, les licences obligatoires et
I'exception pour travaux anticipés (qui permet a un pays d'effectuer
toutes les démarches nécessaires a |'enregistrement d’un produit
générique avant I'expiration du brevet original).

Résultats En 2000, tous les pays étudiés avaient réformé leur
législation pour se conformer a I'accord. Le Brésil et I Argentine ont
adopté une période de transition allant jusqu‘a 2005 pour accorder
des brevets dans I'industrie pharmaceutique. Tous les pays, a
I'exception du Panama, ont utilisé les sauvegardes et flexibilités

Maria Auxiliadora Oliveira et al.

prévues par |'accord en inscrivant des mécanismes de licence
obligatoire dans leur Iégislation. La Bolivie, la Colombie, I'Equateur,
le Pérou et le Venezuela (ces cing pays représentant la communauté
andine), I'Argentine, la République dominicaine et le Panama
ont prévu des mécanismes autorisant les importations paralléles.
Le Mexique ne I'a pas fait. Le Brésil n'autorise les importations
paralléles qu'aprés délivrance d'une licence obligatoire. L'exception
pour travaux anticipés (exception « Bolar ») figure dans la
législation du Brésil et de la République dominicaine.
Conclusion Les pays étudiés n'ont pas incorporé tous les
mécanismes prévus par |'accord et n'utilisent pas suffisamment
les dispositions qui permettent aux membres de |I'Organisation
mondiale du Commerce (OMC) d'offrir les moyens d'une meilleure
santé a leur population, notamment en ce qui concerne |'acces
aux médicaments. Cette situation pourrait s'aggraver a I'avenir si
d'autres accords établissent des régles plus restrictives en matiere
de droits de propriété intellectuelle.

Resumen

Aplicacion del Acuerdo sobre los ADPIC en América Latina y el Caribe: ;se ha traducido ello en una
legislacion sobre propiedad intelectual favorable a la salud publica?

Objetivo El Acuerdo sobre los Aspectos de los Derechos de
Propiedad Intelectual relacionados con el Comercio (ADPIC), de
la Organizacién Mundial del Comercio, establece unas normas
minimas para los derechos de propiedad intelectual, incluida la
proteccion de preparaciones farmacéuticas mediante patente;
eso puede dificultar el acceso de los paises en desarrollo a
los medicamentos, sobre todo en el caso de los paises menos
adelantados. El objetivo de este estudio es determinar si Ia
aplicacién del Acuerdo sobre los ADPIC en los paises de América
Latinay el Caribe ha generado una legislacion sobre patentes que
responda a las necesidades de salud publica.

Métodos Se analiz6 la legislacion existente en 11 paises de
América Latina y el Caribe. Las variables consideradas en el
andlisis fueron: el plazo de las patentes concedidas, la materia
patentable, los periodos de transicion (esto es, el tiempo
transcurrido hasta la aprobacion de la legislacion), la inversion
de la carga de la prueba en los casos de violacién de patente,
el agotamiento de los derechos, la concesion obligatoria de
licencias y la excepcién motivada por el proceso de aprobacién
reglamentario (que permite a un pais llevar a término todos los
procedimientos necesarios para registrar un producto genérico
antes de que expire la patente original).

Resultados En el afio 2000, todos los paises estudiados habian
reformado su legislacion para adaptarla al acuerdo. El Brasil y la
Argentina usaron el periodo de transicion hasta 2005 para conceder
patentes en la industria farmacéutica. Todos los paises, excepto
Panama, hicieron uso de las salvaguadias y las flexibilidades
previstas en el acuerdo incorporando a su legislacién mecanismos
de concesién obligatoria de licencias. La Argentina; Bolivia,
Colombia, el Ecuador, el Perd y Venezuela (representantes de la
Comunidad Andina); la Republica Dominicana, y Panama incluyeron
mecanismos para posibilitar las importaciones paralelas. México
no lo hizo. El Brasil s6lo permite las importaciones paralelas una
vez que se ha concedido una licencia obligatoria. La legislacion
del Brasil y la Republica Dominicana incluye la excepcién motivada
por el proceso de aprobacion reglamentario.

Conclusion Los paises considerados en este estudio no
incorporaron todos los mecanismos contemplados en el Acuerdo
y no estan usando suficientemente las disposiciones que permiten
a los miembros de la Organizacion Mundial del Comercio (OMC)
mejorar la salud de su poblacion, en particular por lo que se refiere
al acceso a los medicamentos. La situacion puede deteriorarse en
el futuro si otros acuerdos establecen normas mas restrictivas para
los derechos de propiedad intelectual.

ek

i sanll Bl y o ) A3

iyl ol J S A1 Bl oy 25 500 ) (gt S0 5 B ol 01y § ot 5 081 5 51 o

Vg Nl Ol s iU ol el o) 8y o S0
wo il F s Al sy sl (¢ )V sl Bl )
ol ¥l e A (B el 88 g ) ) sl 8 sae sl e
B Sl Y JLSanl Al e @) S fasll e el
gl Bel e maedl a slgsl 13 (S 3u2 28y e g e fonnd

NI
ool i) Ll o O s T Y e e i e
W) 5 Ly o Y @nde 6y a3V AT plad Kl 2

Xevo ple o L) sl ol sl dsls J&$11#Y\ Q';’jcﬂ

820

Al 3 5,y ailad) 3 S asll) B i il 331 Ab gz o A
Jois Gy e S ASUI 3 gi lan Jaunsl (e 5) B 8 ) s
— Js, AVl ol sl Sl Rl fed Lo
o g O BT LZeY y ) Ol J e B srs L) S0 g3 g 8
deas ool Ja P s e 2l Y Ayl s Oag ey
5 )bl Ralate 2351 (3 5 dly bl 2y S ASI G sa> o) g 23l
(Sla 5 pte 3 )8 s 2 S el D1l 3 () B

€ ) el Bk s gl Bomasl) Sl L

i Sl Ol e W VY (3 U Jpenl) ol 2l LS F ol

Bulletin of the World Health Organization | November 2004, 82 (11)



Maria Auxiliadora Oliveira et al.

S el e el e OGn sll & span g Ll ) olny 25

UYL e Bl i (3 el ods Leld o) Ol a1 2l
Qtrgﬁ\wwmﬁ;Wyww‘w;agw\m@,s;;x
sl Lol i 55 a B B lond) Raline (3 sLiaeY) O SE
8 ST o s jpin 5y 5 W e Jpadl Gl b 3 LY

g Sl aSI G gi i A B s T Bl sy 13] Lzl

Research
TRIPS Agreement and public health

s ) B3 0 ooy Sllaiall o claz 1as Lo Ol s sl
J el By Bl s 3 ol Yl e A oUT Lol sy cadlsY)
O ) L S5 D sy sy Wi 503 SY1s s Y1 o
s OV Jlotsl ey (0 3l & sy ((SHY) sl
Jld Ul ells S8l s § b Bl is Al ) alL
Joxziy ol et gste dm O SVl LB e

References

1.

World Trade Organization. Agreement on trade-related aspects of
intellectual property rights. Geneva: Word Trade Organization; 1995. (Also
available from: http://www.wto.org/english/docs_e/legal_e/27-trips.pdf)

. Veldsquez G, Boulet P. Globalization and access to drugs: implications of

the WTO/TRIPS agreement. Geneva: World Health Organization; 1999. (Also
available from: http:/Awww.who.int/medicines/library/dap/who-dap-98-9-rev/
who-dap-98-9rev.pdf)

. World Trade Organization. Doha WTO ministerial: ministerial declaration

2001. Geneva: WTO; 2001 (Document No. WT/MIN(01)/DEC/2(2001)).
(Also available from: http://www.wto.org/english/thewto_e/minist_e/
min01_e/mindecl_e.htm)

. Commission on Intellectual Property Rights. Integrating intellectual property

rights and development policy. London: Commission on Intellectual
Property Rights; 2002.

. T'Hoen E. TRIPS, pharmaceutical patents, and access to essential medicines:

a long way from Seattle to Doha. Chicago Journal International of Law
2002;3:27-48.

. Bermudez JAZ, Epsztejn R, Oliveira MA, Hasenclever L. The WTO TRIPS

Agreement and patent protection in Brazil: recent changes and implications
for local production and access to medicines. Rio de Janeiro: Fiocruz; 2000.

. Supakankunti S, Janjaroen WS, Tangphao O, Ratanawijitrasin S, Kraipornsak P,

Pradithavanij P. Impact of the World Trade Organization TRIPS Agreement
on the pharmaceutical industry in Thailand. Bulletin of the World Health
Organization 2001,;79:461-70.

. Bailey M, Mayne R. Priced out of reach: how WTO patent policies will

reduce access to medicines in the developing world. Washington (DC):
Oxfam International; 2001 (Briefing paper No. 4). (Also available from:
http://www.oxfam.org.uk/what_we_dofissues/health/bp04_priced.htm)

. Management Sciences for Health, World Health Organization. Managing

drug supply. West Hartford (CT): Kumarian Press; 1997.

. National Institute for Health Care Management. Changing patterns of

pharmaceutical innovation. Washington (DC): National Institute for
Health Care Management; 2002. (Also available from: http://www.nihcm.
org/innovations.pdf)

. Health Action International, World Health Organization. Medicines prices:

a new approach to measurement. Geneva: World Health Organization;
2003. WHO document WHO/EDM/PAR/2003.2.

. Henry D, Lexchin J. The pharmaceutical industry as a medicines provider.

Lancet 2002;360:1590-5.

. Hunt M. Prescription drugs and intellectual property protection: finding

the right balance between access and innovation. Washington (DC):
National Institute for Health Care Management; 2000. (Also available from:
http://www.nihcm.org/pharm.html)

. National Institute for Health Care Management. Prescription drug

expenditures in 2001: another year of escalating costs. Washington (DC)
National Institute for Health Care Management; 2002. (Also available from:
http://www.nihcm.org/spending2001.pdf)

Bulletin of the World Health Organization | November 2004, 82 (11)

20.

21.

22.

23.

24.

25.

26.

27.

28.

. Correa C. Integrating public health concerns into patent legislation in

developing countries. Geneva: South Centre; 2001. (Also available from:
http://www.southcentre.org/publications/publichealth/publichealth.pdf)

. International Marketing Service. Improved outlook for Latin America, 1999—

2004. London: International Marketing Service; 2003. (Also available from:
http://www.ims-global.com/insight/news_story/news_story_0002015.htm)

. World Trade Organization. Understanding the WTO: the organization.

Members and observers, 2002. Available from: http://www.wto.org/english/
thewto_e/whatis_e/tif_e/org6_e.htm

. Thorpe P. Study on the implementation of the TRIPS Agreement by

developing countries. London: Commission on Intellectual Property Rights;
2001 (Study Paper No. 7).

. Bermudez JAZ. [Pharmaceutical industry, state and society: critical approach

to the Medicines Policy in Brazill. Sdo Paulo: HUCITEC; 1995. In Portuguese.
Bermudez JAZ. [Medicines: health or industry? The production of medicines
in Brazill. Rio de Janeiro: Relume Dumara; 1992. In Portuguese.

[Decree No. 4.830, 4th September 2003. Changes to articles 1, 2, 5, 9 and
10 of Decree No. 3.201, 6th October 1999, regarding issuing of compulsory
licences in cases of national emergency and public interest]. Brasilia, DF:
Diério Oficial [da] Republica Federativa do Brasil; 5th September 2003. In
Portuguese.

Abbott FM. Compulsory licensing for public health needs: the TRIPS agenda
at the WTO after the Doha declaration on public health. Geneva: Friends
World Committee for Consultation, Quaker United Nations Office; 2002
(Occasional Paper No. 9). (Also available from: http://www.geneva.quno.
info/pdf/OP9.Abbott.pdf)

Creese A, Quick J. Working paper on differential pricing arrangements and
feasibility: context setting paper. Geneva: World Health Organization; 2001.
Reichman JH, Hasenzahl C. Non-voluntary licensing of patented inventions:
historical perspective, legal framework under TRIPS, and an overview of
the practice in Canada and the USA. Geneva: International Centre for
Trade and Sustainable Development, United Nations Conference on Trade
and Development; 2003 (Issue Paper No. 5). (Also available from: http:/
www.ictsd.org/pubs/ictsd_series/iprs/CS_reichman_hasenzahl.pdf)

World Trade Organization. Implementation of paragraph 6 of the Doha
Declaration on the TRIPS Agreement and public health, 2003. Available
from: http://www.wto.org/english/tratop_e/trips_e/implem_para6_e.htm
Fleck F. Drugs could still be costly under World Trade Organization deal.
BMJ 2003; 327:639.

Bermudez JAZ, Oliveira MA. Essential medicines and AIDS care in Brazil:
recent lessons learnt. In: Hammer S, Moati JP, N'Doye |, Binswanger H,
Cahn P, Hira S, et al, editors. Improving access to care in developing
countries: lessons from practice, research, resources and partnerships.
Geneva: UNAIDS, WHO, Ministry of Foreign Affairs, France: 2002. p. 79-87.
Drahos P. Bilateralism in intellectual property. Washington (DC): Oxfam
International; 2001. (Also available from: http://www.oxfam.org.uk/
what_we_do/issues/trade/bilateralism_ip.htm)

821



