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Abstract One-third of the world’s population lacks access to the most basic essential drugs.
For the destitute sick in the developing world, the price of medicines can determine whether
they will be treated. Patents drive drug prices up, the resultant monopoly status allowing the
producer to charge whatever price the market will bear. The World Trade OrganizationTrade-
Related Aspects of Intellectual Property Rights (TRIPS) Agreement, which provides 20 years’
patent protection for pharmaceuticals, also includes safeguards such as compulsory licensing, to
ensure that countries can override patents whenever they are a barrier to access to medicines.
Intense lobbying from the multinational pharmaceutical industry and someWestern governments,
however, has frustrated the use of these safeguards. Experience from South Africa, Thailand,
Kenya and Guatemala shows the enormous pressures countries face in implementing theTRIPS
Agreement in a manner that protects public health and underscores the vital role played by civil
society in defending the right to access affordable medicines.
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INTRODUCTION
Infectious diseases kill 14 million people

around the world every year, with 90 per

cent of these deaths occurring in the

developing world.1 Effective medicines exist

to treat many diseases that cause high global

mortality and morbidity, yet one-third of

the world’s population lacks access to the

most basic essential drugs. In the poorest

parts of Africa and Asia, this figure is even

greater.

Effective disease treatment relies on a long

chain of factors, including R&D of

appropriate medicines; production; quality

control; adequate distribution networks;

good drug supply management; reliable

information for, and adequate training of,

healthcare professionals; financial

accessibility; and good patient compliance.

Each of these stages is vulnerable to

competing interests that can frustrate

effective treatment — and the poorest are

the first to suffer.2

Disease prevention is an important

intervention that will reduce the need for

access to medicines. But, as HIV has shown,

prevention alone is not enough: 42 million

people are already infected with HIV, and

there are 6 million people living in less

developed countries who need antiretroviral

therapy today. While everything must be

done to prevent disease in the future, the

provision of effective treatment for those

who suffer from treatable diseases today is

also a medical and ethical priority.3 This

paper focuses on access to affordable
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medicines. Price can be the predominant

factor limiting access to medicines, because

they account for up to 80 per cent of health

expenditure in some developing countries.

Patients in Asia, Africa and Latin America

pay on average twice as much as patients in

developed countries.4

For the individual, inability to pay for full

treatment can result in sub-optimal

treatment, debt or even no treatment at all.

At the country level, health budgets spent

on expensive medicines means money

diverted from other essential areas like

training of health workers and improving

health infrastructure.

Indeed, the price of medicines can

singularly determine whether or not a

government is able to treat a particular

disease. The most striking example is

provided by Aids, which, despite the

development of almost 20 approved drugs in

the past 15 years, is still not widely treated in

a number of high-prevalence countries

because of the cost of medicines.5 Malaria, a

disease responsible for around 2 million

deaths each year, mostly among children in

Africa, is similarly not treated effectively in

many countries due to the high cost of the

newer drugs.6

Until recently, low cost was a criterion for

inclusion in the World Health Organization

(WHO) Model List of Essential Medicines.

This meant that many patented drugs,

including antiretroviral medicines, were

excluded because, even though they were

medically essential, they were considered

too expensive. Cost limitations were

removed in 2001, and it can be expected

that the number of patented medicines on

the Essential Medicines List will increase.7

Wherever patented medicines are too

expensive, patients must be able to access

affordable alternatives. The rules governing

pharmaceutical patent protection are

enshrined in the Trade Related Aspects of

Intellectual Property Rights (TRIPS)

Agreement of the World Trade

Organization (WTO). This Agreement

includes safeguards to ensure that patent

protection does not limit access to

medicines. These measures include

compulsory licensing to allow the

production or importation of generic

medicines without the consent of the patent

holder, and parallel importation to allow

governments to seek the cheapest available

brand-name drug on the global market.8

The ability of governments to use these

provisions to the benefit of their population

and those of other countries, however, has

been the subject of intense international

debate over recent years — a debate

characterised as a battle between public

health and company wealth. This paper

draws on the experience of Médecins Sans

Frontières (MSF) over the past few years

in promoting and protecting the right to

access affordable medicines whenever

needed.

NON-GOVERNMENTAL
ORGANISATION (NGO)
CAMPAIGNING FOR ACCESS
TO ESSENTIAL MEDICINES
MSF is a medical emergency relief

organisation providing assistance through

over 500 medical programmes in 80

countries worldwide.9 MSF does not have a

tradition of campaigning and lobbying;

however, the importance of witnessing and

speaking out about the living conditions of

those who cannot speak for themselves —

and defending their right to vital healthcare

— are core duties upon which the

organisation is founded.10

MSF began an international campaign to

increase access to essential medicines in

1999. This arose from a growing recognition

that the basic ability to deliver medical

assistance in developing countries was being

blocked by the global rules surrounding

pharmaceutical drug production. On the

one hand, the patent system was making

drugs unaffordable for many people

throughout the developing world and, on

the other hand, it was doing little, if
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anything, to promote the research and

development of drugs for diseases that only

affect the poor.2 The campaign is firmly

rooted in, and guided by, the experience of

MSF medical professionals working

throughout the developing world; it is the

injustice seen at local level among some of

the most marginalised groups in the world,

who die because they cannot access basic

medicines, that drives advocacy at

international level.

From the outset, the campaign focused its

attention on the effects of the WTO TRIPS

Agreement and its implementation at

national level. The success of MSF’s

campaign has been greatly dependent on

good collaboration with other highly

effective activist and consumer groups

involved in the issue, such as the Consumer

Project on Technology, Act-UP and Health

Gap and aid agencies like Oxfam, Voluntary

Service Overseas (VSO) and Action Aid. Of

even greater importance have been the good

partnerships with national NGOs and

patient groups such as the Treatment Action

Campaign in South Africa and the Aids

Access Coalition in Thailand, who have

fought nationally against the efforts of

Western multinationals and governments to

increase patent protection beyond that

required by the WTO.

Civil society groups have expressed a

number of concerns about the TRIPS

Agreement. These include the following:

1. Increased patent protection leads to

higher drug prices.3 Once TRIPS is fully

implemented, all new medicines will be

patent-protected; without systematic

measures to bring prices down, these

drugs will remain out of reach to people

in developing countries because of high

prices.

2. Enforcement of WTO rules will have a

negative effect on local manufacturing

capacity and will remove a source of

generic, innovative, quality drugs on

which developing countries depend.

3. It is unlikely that TRIPS will encourage

adequate R&D in developing countries

for tropical diseases that almost

exclusively affect poor people in the

developing world.

4. Developing countries are under pressure

from industrialised countries and the

research-based pharmaceutical industry to

implement patent legislation that goes

beyond the obligations of TRIPS. So-

called ‘TRIPS-plus’ arrangements extend

patent life beyond the 20-year TRIPS

minimum, tighten patent protection and

limit the scope of use of compulsory

licensing.4

5. International organisations and WTO

members should provide technical

assistance for Doha implementation in

developing countries that is balanced,

transparent and unbiased.

6. Health specialists should be included in

any negotiations involving

pharmaceutical intellectual property (IP)

protection, as their input is critical in talks

with such heavy health implications.

TRIPS AND PUBLIC HEALTH
The ability to access quality generic

medicines has proven to be crucial to a

number of health programmes across the

developing world. In Brazil, antiretroviral

drugs have been distributed freely across the

public health system since 1997. This

successful programme, which has halved

Aids mortality, is based on a political

commitment to generic drug production.

The reduction in costs of hospital admissions

and treatment of opportunistic infections has

also been great.11 By including generics

companies in the price negotiations, ten

Latin American countries were able to

establish price ceilings for antiretroviral drugs

that were significantly lower than the

existing prices in any of the countries. Prices

for antiretroviral therapy fell from $5,000 to

$365 per patient per year. Cameroon has

been able to access the best international

prices for antiretroviral drugs because its
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Ministry of Health authorised the

importation of generic antiretroviral therapy

at a cost of about $277 per person per year —

one of the lowest prices available

internationally.12

Access to medicines has been one of the

most contentious topics within the WTO.

The WTO TRIPS Agreement defines

standards of pharmaceutical patent

protection to which all WTO members

must adhere (such as 20 years of patent

protection for pharmaceutical products and

processes) and includes safeguards to

overcome patent barriers whenever

governments need. Since the WTO TRIPS

Agreement came into force in 1995, WTO

member countries have been obliged to

establish certain standards of patent

protection for pharmaceuticals. The deadline

for implementation depends on the level of

development: most developing countries

have until the end of 2005, while some less-

developed countries have until 2016.

With the implementation of TRIPS in

nearly all countries in 2005, pharmaceutical

products will be given patent protection for

20 years, and developing countries will have

far more difficulty in accessing affordable

generic versions of patented drugs. It is

difficult to establish exactly how prices will

change with the introduction of patent

protection, although a number of studies

predict mean price increases of over 200 per

cent.13 Safeguards within the TRIPS

Agreement will therefore be essential to

allow governments to overcome patent

barriers and, in particular, excessive pricing

of medicines under patent. These safeguards,

which reflect the intention of the WTO

agreement to protect public health, have

proven to be essential in negotiations to

bring down the price of brand-name drugs

or to seek alternative supplies, where

necessary.

The political struggles that have taken

place at the international level in the past

few years have been well described

elsewhere.14 This paper will now discuss

some of the struggles that have taken place at

national and regional level.

COUNTRY-LEVEL
DIFFICULTIES IN
IMPLEMENTING PRO-
HEALTH PATENT LAW
The research-based pharmaceutical industry

and some Western governments have been

lobbying for tighter patent protection, both

within the WTO, by advocating a stricter

interpretation of the rules than required, and

at a national and regional level, pressuring

governments to implement patent

protection earlier and more stringently than

required under TRIPS.

The following examples from South

Africa, Thailand, Kenya and Guatemala,

illustrate the pressures that developing

countries have faced in implementing the

TRIPS Agreement in a manner that protects

public health, and the importance of civil

society in fighting for the right to access

affordable medicines.

South Africa
In February 1998, the South African

Pharmaceutical Manufacturers Association

and 40 (mostly multinational)

pharmaceutical manufacturers (two of which

merged during the case) brought suit against

the South African government. It was

alleged that the 1997 Medicines and Related

Substances Control Amendment violated

TRIPS and the South African

constitution.15 The Amendment Act

included provisions such as generics

substitution of off-patent medicines,

transparent pricing and parallel importation.

The pharmaceutical companies were

initially backed by the US16 and European

governments,17 but this support subsided

after activists around the world brought

media attention to the case. The

pharmaceutical companies continued to

pursue this, and the first hearing took place

on 5th March, 2001. During the trial, it

became clear that the most contentious
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section of the Amendment Act was based on

a draft legal text produced by a committee of

experts from the World Intellectual Property

Organization.18 The case was won,

however, in the courts of public opinion:

activists around the world rallied in support

of the South African government, and the

following month the pharmaceutical

companies finally dropped the case

unconditionally — the court case had turned

into a public relations disaster for the drug

companies.19 Subsequent events

demonstrated another important factor —

political will in a country is essential if

TRIPS provisions are to benefit those in

greatest need. For several years, the South

African government refused to implement a

treatment plan for Aids (although MSF has

been able to start an Aids treatment

programme in one province, with the

support of the provincial authorities). It took

several more years of strong and courageous

activism by the Treatment Action Campaign

before the central government announced

that it would begin to implement

antiretroviral treatment — something which

the Ministry of Health has said is only

possible because of the low price of generic

drugs.20

Thailand
Thailand is a lower-middle income country

with a population of 63.5 million, of whom

around 603,000 people have HIV/Aids. In

the 1960s, the Thai government established

a generic pharmaceutical organisation — the

Government Pharmaceutical Organisation

(GPO), which formulates and packages

drugs from imported raw materials. The

Thai government has, however, been

subjected to forceful trade pressure from the

US government and the Western-based

pharmaceutical industry for several years.

The US government has pressured for

stronger patent protection through sanctions

on a number of Thai products (such as wood

and jewellery exports).21 This represented

$165m in lost export revenue for the Thai

government.22

In response to this pressure, Thailand

introduced a series of protective measures.

Process patents for pharmaceuticals were

introduced in 1979, product patents in 1992

and restrictions placed on the use of

compulsory licences in 1998. This has

limited access to affordable Aids drugs. For

several years, the only antiretroviral drugs

commonly available in Thailand were

zidovudine and didanosine. Generic

zidovudine was reasonably priced, but

didanosine was a monopoly product, costing

more than the average wage of an office

worker. Another drug, fluconazole, is a key

drug in the management of cryptococcal

meningitis, an opportunistic infection that

affects one in five patients with Aids in

Thailand. For many years, Pfizer was the

sole supplier of fluconazole in Thailand,

charging a daily price (for a dosage of 400

mg) of $14. In 1998, Pfizer’s monopoly was

removed, and generics production resulted

in a price reduction of around 98 per cent.

Activism by NGOs and patient groups

was essential to supporting the production of

quality generic antiretroviral medicines and

other drugs. This has included public

demonstrations and a legal challenge to the

validity of Bristol-Myers Squibb’s patent for

didanosine.23 Partly thanks to this strong

support from civil society, the GPO now

produces a number of antiretroviral drugs

which are up to 25 times cheaper than the

brand equivalent, and has an ambitious

treatment programme which aims to

provide antretroviral drugs for most people

who need them by 2005.

Kenya
Kenya has one of the highest rates of HIV

infection in the world, with an estimated 2.5

million adults infected; around 700 people

die per day of HIV-related infections. On

10th May, 2001, the Kenya Coalition for

Access to Essential Medicines (which

includes 15 national and international
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NGOs) held a press conference urging the

Kenyan government to ensure that a new IP

bill included full provisions for parallel

importing and compulsory licensing.24

It was reported that some Western

pharmaceutical companies had put pressure

on the Kenyan government to weaken the

IP bill. The proposed bill included parallel

importing and compulsory licences, but no

‘Bolar provisions’ that allow local generics

manufacturers to carry out the appropriate

trials, registration process etc, to prepare for

production prior to patent expiration.

At the time, generics companies such as

India’s Cipla were selling a triple

combination of antiretroviral drugs to

Cameroon and Nigeria for around $350 per

patient per year. In contrast, multinational

companies were selling their drugs in Kenya

at a negotiated price of around $1,620 per

patient per year to a limited number of

hospitals. In a BBC report, Health Minister

Professor Sam Ongeri said that brand-name

drugs protected by ‘unrealistic’ laws were

‘unaffordable’.25 On 5th June, 2001, the

Kenya Coalition for Access to Essential

Medicines called on Members of Parliament

to urgently pass the IP bill, recalling that 700

people died in Kenya of Aids- and HIV-

related infections every day. A petition was

organised, which gained 50,000 signatures in

just five days. The bill was passed the

following week — including Bolar

provision — and hailed as a victory for

patient rights over patent protection.

During the implementation process of the

bill, however, an amendment was included

that gave originator companies control over

the use of generics by requiring the consent

of the patent holder for the import of

generics. The Coalition successfully lobbied

for the amendment to be dropped. The new

law came into force the following May, and

as soon as the law was implemented, MSF

asked for official authorisation to import a

batch of generic antiviral drugs to treat 150

patients for four months in Homa Bay

hospital and the Nyumbani orphanage. The

medicines arrived on the 1st July, 2002.

The following year, a Kenyan generics

company announced that it would begin to

produce generic drugs for the East African

market. Currently, only 7,000 people

receive antiretroviral drugs, at an average

cost of about $40 per person per month.26

Guatemala
Antiretroviral drugs are not protected by

patents in Guatemala, and MSF has been

able to use generic antiretroviral drugs in its

treatment programmes at a fraction of the

cost of the brand-name drugs. A total of

67,000 people are living with HIV/Aids in

Guatemala. The government of Guatemala,

however, avoids using generic antiretroviral

drugs for fear of offending the USA. Instead,

the country spends most of its scarce Aids

money on brand-name drugs, even though

the use of generics could treat three times as

many people.27

In April 2003, the Guatemalan Congress

passed Decree 9-2003, which gives

originator pharmaceutical companies five

years of market exclusivity in the country

from registration. The decree also bans the

drug regulatory agency from using

originators’ product data, which is necessary

to give the equivalent generic version

marketing approval.28

This change in Guatemalan law will

prevent generic drugs from being registered,

even when there are no patents on those

drugs. The WTO TRIPS Agreement does

not require countries to provide such market

exclusivity to originator companies, and

similar IP legislation exists nowhere else in

Latin America. Guatemala’s patent laws risk

being further restricted by the Free Trade

Areas of the Americas (FTAA) Agreement,

which includes draft IP provisions that

would severely restrict access to affordable

medicines by imposing IP regimes more

stringent than in any other region in the

world.29 Civil society groups have urged the

Guatemalan Congress to repeal Decree 9-
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2003, which would abolish data exclusivity,

promote generics competition and improve

access to quality generic medicines. This is

another instance where the Doha

Declaration risks being undermined, with

public health and access to medicines

becoming subjugated to commercial

interests.

PUTTING PEOPLE FIRST
These country-level experiences are just

some examples of the disparity that can exist

between the rights that countries are

accorded at an international level, and the

reality on the ground. If countries are to be

able to implement the WTO Doha

Declaration and to protect public health

effectively, industrialised countries must stop

exercising trade pressures to defend the

interests of their multinational industries.

There is continued pursuance of a number

of regional or bilateral trade agreements that

threaten to weaken or even completely

annul the Doha Declaration. Recent

examples where US pressure has led to

patent protection for pharmaceuticals which

are more restrictive than required under

TRIPS include Nigeria, Uganda and

Cambodia. In the FTAA Agreement, which

covers 34 countries, TRIPS-plus proposals

include: limits on the circumstances in

which compulsory licences on

pharmaceutical products may be issued;

extension of patent terms beyond the 20

years required by TRIPS; and a prohibition

on the export of drugs produced under

compulsory licence. MSF has called on

countries to exclude IP provisions from the

FTAA agreement.

Some work is still also required at

international level, to ensure that the WTO

agreements are consistent with the Doha

Declaration. The most recent issue of

contention — regarding the circumstances

under which countries can manufacture

generic medicines for export — was only

resolved after two years of political

negotiations that some claimed threatened

the entire future of the WTO, and is far

from ideal. The issue at stake was that those

poorest countries that most need access to

the lowest-priced drugs — both because

they have the lowest per capita health

expenditure and because they are afflicted by

the highest disease burden — generally do

not have the capacity to manufacture drugs

themselves and will rely on countries like

Brazil, India and China for their source of

affordable generic medicines. The

negotiations aimed at resolving this issue

were illustrative of the problems faced when

trying to negotiate health within a trade

framework, with a number of compromises

being tabled by the USA and some other

industrialised countries which did more to

protect the interests of the pharmaceutical

industry than to meet the Doha imperative

to ensure access to medicines for all. These

have included a fixed list of diseases, limits

on eligible importing countries and

restrictions to emergency situations. The ‘list

of diseases’ solution proposed to restrict the

production of generic drugs for export to a

limited number of diseases; however, an

analysis by MSF showed that almost all of

the included diseases were ones for which

there was no drug treatment, or where

existing treatment was already off patent —

in other words, drugs for which there was

no opportunity to issue a compulsory

licence.30

Efforts to restrict the list of eligible

importing countries would have excluded

countries like Brazil, South Africa or the

Philippines, which were significantly

disease-burdened countries themselves and

represented an important incentive for

generics manufacturers.

The proposal to restrict the solution to

emergency situations runs contrary to the

Doha Declaration, which confirmed that

‘Each Member has the right to grant

compulsory licences and the freedom to

determine the grounds upon which such

licences are granted’. There are many

reasons why this would not work, ranging
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from inadequate disease surveillance and

reporting, to the negative impact on trade

and tourism. The most important concern is

humanitarian: no government should be

expected to wait until a disease has reached

epidemic proportions before being able to

act. After several weeks of intense

negotiations in the run-up to the WTO

Ministerial Conference in Cancún in

September 2003, a deal was finally

concluded which, according to the South

African trade negotiator, ‘aimed to provide

some comfort to the pharmaceutical

industry’. The concerns of MSF and others is

that the deal insists on such a high level of

proof and gives such a heavy administrative

burden that it is legally and politically

unworkable. This solution is temporary,

pending amendment to the TRIPS

Agreement. It is hoped that the final

amendment will differ from the present text,

taking into account the difficulties in

implementation.31

CONCLUSIONS
It is clear that countries will continue to

depend on generic medicines while the

multinational pharmaceutical companies

refuse to implement a systematic tiered

pricing mechanism. While the price of

brand-name drugs for Aids from some

companies has come down for some

countries, the price of the majority of

patented drugs follows the law of the jungle.

Generics competition is the only proven

way to reduce the price of medicines. NGOs

and patient groups have played a vital role in

protecting public health in recent years, but

this cannot replace strong action by

governments and intergovernmental

organisations. While some countries have

taken courageous steps to defend their

populations’ health, despite pressure from

wealthy countries, many more have yet to

do so. Doha implementation is far from

complete, and there is much that countries

can still do to provide the strongest possible

safeguards against unaffordable prices for

much-needed drugs.

The interpretation of the flexibilities of

the TRIPS Agreement, and their use for

public health purposes, need clarification to

ensure that developing countries can use its

provisions without the threat of legal or

political challenge. Countries would benefit

greatly from technical support from

organisations like the WHO and the World

Intellectual Property Organisation to ensure

that the TRIPS Agreement is implemented

in a manner that ensures access to medicines

for the greatest number of people. Without

these basic assurances, more people will

continue to die because they cannot afford

the medicines they need.
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