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3.1 The global pharmaceutical market

The international trade in pharmaceuticals has expanded 
dramatically since 1980. During the 1990s, trade grew 
substantially faster than production. High-income indus-
trialized countries used to dominate international trade in 
pharmaceuticals. In 1999, they accounted for 93 percent of 
global exports by value. Between 1980 and 1999, middle-
income countries’ share of world exports fell, while the 
export share of some low-income countries, such as India, 
Pakistan, and Indonesia, more than doubled, from 1.1 per-
cent to 2.9 percent. High-income countries also dominated 
imports. During the same period, their shares increased, 
and the shares of both low- and middle-income countries in 
world imports dropped significantly (WHO 2004).

With the exception of Japan, the countries that contribute 
most to world trade are also the world’s major producers: the 
United States, the United kingdom, Germany, and France. 
Japan, the world’s second-largest producer, continues to 
produce primarily for its domestic market.

Sales figures by value from 2005 indicate that north 
America, Japan, and europe accounted for almost 90 per-
cent of the world’s pharmaceutical purchases (ImS Health 
2006). So although sub-Saharan Africa, for example, rep-
resents a huge proportion of the disease burden relative to 
the rest of the world, its global pharmaceutical market share 
is only 1 to 2 percent (Scheffler and Pathania 2005; CIPIH 
2006), which generally makes it an unattractive target mar-
ket for manufacturers. However, the number of emerg-
ing pharmaceutical markets increased from seven in 2006 

In an era of increasingly globalized trade, pharmaceutical 
patents play a key role in the availability and affordability 
of medicines, as shown by the conflict over access to anti-
retroviral medicines for people living with HIV/AIDS in 
resource-limited countries. Patent protection can also be 
a contentious issue in high-income countries, when high 
medicine prices impede access to effective treatment. 

Governments grant intellectual property rights as an 
incentive to produce inventions that will benefit society 
as a whole. The varied extent of protection and enforce-
ment of these around the world became a source of 
tension in international economic relations, leading 
to international negotiations within the World Trade 
Organization (WTO). These negotiations resulted in 
the Agreement on Trade-Related Aspects of Intellectual 
Property Rights (TRIPS), which is a set of trade rules 
meant to introduce a global system to monitor and 
enforce the protection of intellectual property rights 
among WTO members. 

TRIPS covers five essential issues—

•	 How to apply basic principles of the trading system 
and other international intellectual property agree-
ments 

•	 How to give adequate protection to intellectual 
property rights

•	 How to enforce such rights adequately in a country’s 
own territories

•	 How to settle disputes on intellectual property 
among members of the WTO

•	 What special transitional arrangements to apply 
during the period when the new system is being 
introduced

Developing countries expressed concerns regarding the 
possible effect of TRIPS, including the following—

•	 TRIPS treats medicines like any other commodity, 
but medicines are not ordinary consumer products.

•	 Prices will likely be higher for new medicines in 
countries with no previous patent protection.

•	 Generic competition will be delayed in countries 
with a previous patent term less than twenty years. 

•	 The local pharmaceutical industry could be weak-
ened, and dependence on developed countries may 
increase. 

•	 TRIPS may not improve research and development 
(R&D) decisions regarding treatments for the dis-
eases common in poor countries.

The minimum standards required by TRIPS resulted in 
developing countries losing some capacity to regulate 
pharmaceutical patents and control the cost of medi-
cines; however, the agreement left some flexibility for 
them to take measures to protect public health. Because 
the provisions relating to patents and pharmaceutical 
regulation are confusing and contentious, regulators 
must acquire the relevant technical expertise to use 
these flexibilities within TRIPS to improve access to 
medicines.

The international rules regarding intellectual property 
are evolving quickly. Developing countries must actively 
participate in discussions of the future of the intellec-
tual property system to ensure its appropriateness for 
countries at very different levels of development. As the 
rules evolve, their impact must be properly understood 
if policies are to be based on relevant evidence. 

s u M M a r y
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to seventeen in 2010, with China expected to become the 
third-largest market by 2011—up from eighth-largest in 
2006 (Campbell and Chui 2010).

Categories of pharmaceuticals 

The world pharmaceutical market consists of several catego-
ries, characterized by different degrees of market competi-
tion. Innovative pharmaceutical products that are patented 
(original brands) are protected from competition for the 
life of the patent in the countries that recognize the patent. 
Legal competition is limited to medicines that are therapeu-
tically equivalent (used to treat the same clinical indication) 
but that have either a different composition or a different 
manufacturing process from the original brand. At the other 
end of the spectrum are pharmaceuticals known as generics. 
Generally, generic pharmaceutical products are the chemi-
cal equivalent of the original brand product that are usually 
manufactured without a license from the originator com-
pany. This large category includes pharmaceuticals whose 
patents or other exclusivity rights have expired, pharmaceu-
ticals that have never been patented, and copies of patented 
pharmaceuticals in countries where the drug is not patented 
or where a compulsory license has been granted (see Section 
3.2). The legality of copying patented products depends on 
the manufacturing country’s patent legislation.

Generic medicines are usually sold under their generic 
names and may be manufactured and marketed by many 
companies. This market is highly price competitive because 
buyers can choose among several sources of chemically 
identical medicines. On the manufacturing side, the distinc-
tion between originator companies and generics manufac-
turers is often blurred. In some cases, major research-based 
international companies have generics manufacturing sub-
sidiaries producing “branded generics.” For some medi-
cines, these products account for a large share of the world’s 
market in generics.

Another category comprises traditional or complemen-
tary medicine, which includes herbal medications. The use 
of herbal products has increased, especially in developed 
countries; however, regulation governing the quality, sale, 
and use of such medicines varies widely. Countries are rec-
ognizing the large role that traditional medicine plays in 
health care, and more countries are addressing the chal-
lenges of including traditional medicine in national health 
policy, including protecting indigenous knowledge and 
applying intellectual property rights. Chapter 5 discusses 
traditional and complementary medicines.

Role of patents in the pharmaceutical sector 

In an era of increasingly globalized trade, pharmaceutical 
product patents play a key role in the availability and afford-
ability of medicines, as shown by the conflict over access to 

antiretroviral medicines for people living with HIV/AIDS 
in resource-limited countries. Patent protection can also be 
a contentious issue in high-income countries, when high 
prices for branded medicines impede access to effective 
treatment. 

A patent is an exclusive right that a government gives to an 
inventor, preventing others from making, using, offering to 
sell, selling, or importing an invention or inventive process 
for a defined period. The patent does not give an inventor 
the right to make, use, or sell the invention. The inventor 
may have to comply with other laws and regulations to make 
use of the claimed invention. For example, a pharmaceutical 
company may obtain a patent on a new medicine, but it will 
be unable to market the medicine in a country without the 
government’s regulatory approval. 

The patent gives the inventor the opportunity to recoup 
his or her investment in R&D in exchange for publicly dis-
closing the underlying information about the invention. 
The concept behind patenting medicines is that the exclu-
sive marketing rights provided by a patent allow high prices 
during the patent term, which generate profits that fund 
the R&D necessary to create and bring new pharmaceuti-
cal products to the market. Therefore, patients who buy 
patented pharmaceuticals (or their employers, their insur-
ers, or their governments) pay a premium that is in theory 
designed to support the research process. When a patent 
expires, generic products enter the market and force prices 
down through competition. 

One of the functions of a patent is to serve as a finan-
cial incentive for creators of inventions that benefit society 
(CIPIH 2006). However, people living in developing coun-
tries and their governments have little purchasing power, 
which removes real incentive to the global private sector to 
invest in developing medicines that treat diseases endemic 
in developing countries—also known as tropical and 
neglected diseases. Section 3.5 discusses R&D issues.

Developing countries and nongovernmental organiza-
tions have argued that patents on pharmaceuticals in the 
developing world raise prices and thereby reduce access to 
lifesaving treatment. In contrast, the research-based phar-
maceutical industry and many developed countries have 
argued that the larger problem in resource-limited countries 
is an insufficient health service infrastructure.

3.2 Globalization of intellectual property 
standards and access to medicines

Ideas and knowledge are increasingly important parts of 
trade. most of the value of new medicines and other high-
technology products lies in the amount of invention, inno-
vation, research, design, and testing involved. Creators can 
be given the right to prevent others from using their inven-
tions, designs, or other creations—and to use that right to 
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negotiate payment in return from others using such intel-
lectual property rights. These intellectual property rights, 
which include not only patents but also copyrights and 
trademarks, reward the results of innovation and creativity 
in many areas, including music, science, and authorship. 

Governments give creators intellectual property rights as 
incentive to produce inventions that will benefit society as 
a whole. The extent of protection and enforcement of these 
rights varied widely around the world, and as the focus on 
intellectual property in trade intensified, these differences 
became a source of tension in international economic rela-
tions. new, internationally agreed-upon trade rules for 
intellectual property rights were viewed as a way to intro-
duce more order and predictability and to settle disputes 
more systematically.

History and evolution of intellectual property rights 
for pharmaceuticals

Intellectual property rights were important to chemi-
cal firms in nineteenth-century europe and to U.S. and 
european pharmaceutical companies in the twentieth 
century. Because these companies particularly wanted pat-
ent protection, they began lobbying governments on the 
design of such protection. Large companies focused more 

and more on the use of intellectual property rights as part 
of their business strategy, which gave them an increasingly 
greater incentive to influence how such rights evolved. 

World Trade Organization agreements. In the 1980s, 
this context gave rise to collaboration among U.S., 
european, and Japanese companies, including pharmaceu-
tical and chemical companies, in campaigning for the inclu-
sion of an agreement on intellectual property rights in the 
WTO’s Uruguay Round of multilateral Trade negotiations. 
(See Box 3-1 for information on the WTO.) Those nego-
tiations produced the Agreement on Trade-Related Aspects 
of Intellectual Property Rights and the Agreement on 
Technical Barriers to Trade. From its origin in 1989 until 
it was finalized in 1994, TRIPS evolved into a detailed 
international agreement containing industrialized-country 
standards of intellectual property protection, requiring 
multilateral trade negotiations among all WTO members. 
The Agreement on Technical Barriers to Trade seeks to 
ensure that technical standards, testing, and certification 
procedures do not create unnecessary obstacles to trade. 
This agreement can affect the development of production 
capabilities in developing countries by affecting their ability 
to export. 

WTO agreements, including TRIPS, are treaties that cre-
ate international obligations among the members. TRIPS 

The World Trade Organization (WTO) is the interna-
tional organization that deals with the rules of trade 
between nations at a global or near-global level. At the 
center of the organization are the agreements that the 
members comprising the majority of the world’s trading 
countries or customs unions (158 members as of July 
2008) negotiate and sign. These agreements provide the 
legal ground rules for international commerce. WTO 
membership requires nations to adopt the terms of 
the twenty-six existing agreements and mandates that 
members’ national laws conform to the global standards. 
The content of the WTO’s twenty-six agreements covers 
many aspects of national law related to trade in goods, 
services, and intellectual property. 

The majority of the WTO’s current agreements come 
from the 1986–94 negotiations called the Uruguay 
Round and earlier negotiations under the General 
Agreement on Tariffs and Trade. Although difficult to 
achieve with so many diverging points of view, the WTO 
generally makes decisions based on member consensus. 
The highest decision-making authority within the WTO 
is the ministerial Conference, composed of members’ 

ministers of trade, who meet at least once every two years 
to negotiate any matter under any of the multi lateral 
trade agreements. Other meetings involving various 
committees, working groups, and special sessions occur 
between full meetings. The Council for Trade-Related 
Aspects of Intellectual Property Rights, which deals 
with TRIPS-related issues, reports directly to the WTO 
General Council. The World Health Organization 
(WHO) has an observer-status seat on the TRIPS  
council.

The WTO is unique as an international organization 
in that it has a dispute settlement body, the decisions of 
which are final and binding on members. This capacity 
gives the WTO the power to enforce trade rules. 

Because many of the agreements have important impli-
cations for public health, WHO has established a new 
department called Trade, Foreign Policy, Diplomacy, 
and Health to promote greater policy coherence between 
trade and health policy, so that international trade and 
trade rules maximize health benefits and minimize health 
risks, especially for poor and vulnerable populations. 

Box 3-1 
World Trade Organization 
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introduced intellectual property rules into the multi lateral 
trading system for the first time and attempted to narrow 
the gaps in the way these rights are protected around the 
world and to bring them under common international 
rules. Consequently, TRIPS globalizes a set of intellectual 
property principles and harmonizes intellectual property 
regulation by establishing minimum levels of protec-
tion that each government has to give to the intellectual 
property of other WTO members. To the chemical and 
pharmaceutical companies that had been promoting it, 
TRIPS was a major step in the globalization of standards 
of protection for patents, copyrights, trade secrets, and 
trademarks.

Previously, patenting essential public goods such as medi-
cines and food was considered contrary to the public inter-
est. When the WTO launched the Uruguay Round of trade 
negotiations in 1986, more than fifty countries were not 
granting product patents on pharmaceuticals. After TRIPS, 
all WTO member countries had to reform their domestic 
intellectual property laws to conform to the new obligations 
of the agreement. 

many questions arose regarding the (mainly develop-
ing) countries that seemingly had little to gain by agree-
ing to these terms of trade. Lacking intellectual property 
experts in their WTO delegations, most developing states 
did not have a clear understanding of the ramifications 
of the TRIPS negotiations. Some countries were inter-
ested in agreeing to TRIPS in exchange for concessions 
that would expand their exports of agricultural or textile 
products. However, because TRIPS required countries to 
recognize patents on pharmaceutical products—often for 
the first time—it had implications for both the cost of pat-
ented medicines and the long-term outlook of the gener-
ics industries in those countries. In addition, TRIPS covers 
many more issues relevant to public health, including tra-
ditional medicines, biotechnology, genetic materials, medi-
cal devices, and technology transfer. 

The Doha Declaration. Although one of TRIPS’ stated 
goals was to reduce tensions arising from intellectual prop-
erty protection, patent protection for pharmaceuticals and 
its effects on public health—and particularly access to medi-
cines—has remained a highly controversial issue. Debate in 
developing countries reflected growing concerns about the 
implications of TRIPS regarding access to medicines, which 
were seen as signs of the conflict between the recognition 
of intellectual property rights and essential public health 
objectives.

Developing countries expressed concerns regarding 
TRIPS’ possible effect that included the following—

•	 TRIPS treats medicines like any other commodity, but 
medicines are not ordinary consumer products.

•	 Prices will likely be higher for new medicines in coun-
tries with no previous patent protection.

•	 Generic competition will be delayed in countries with 
previous patent terms less than twenty years. 

•	 The local pharmaceutical industry could be weakened, 
and dependence on developed countries may increase. 

•	 TRIPS may not improve R&D decisions regarding 
treatments for the diseases common in poor countries.

The medicine access issue and related advocacy resulted 
in the Declaration on TRIPS and Public Health at the WTO 
ministerial Conference in Doha in november 2001. The 
Doha Declaration, as it is known, affirms the right of devel-
oping countries to protect the health of their populations, 
declaring that TRIPS “can and should be interpreted and 
implemented in a manner supportive of WTO members’ 
right to protect public health and, in particular, to promote 
access to medicines for all.” The right to health is embed-
ded in international, regional, and national human rights 
instruments, including the constitution of WHO, the United 
nations Universal Declaration of Human Rights, and vari-
ous national constitutions.

Despite initial resistance by some developed countries, 
the Doha Declaration was adopted by consensus. It is one 
of the important benchmarks in trade history, because it is 
regarded as elevating public health above trade with respect 
to national intellectual property law. In addition, the Doha 
Declaration resulted from the success of civil society in 
focusing attention on these issues and from developing 
countries’ solidarity in standing up collectively for their con-
cerns about the intellectual property regime under TRIPS. 

The Doha Declaration was not intended to amend TRIPS. 
Rather, it aims to clarify the relationship between TRIPS 
and public health policies of WTO member countries and 
to confirm the rights retained under the agreement, particu-
larly by defining the flexibility allowed in certain key policy 
areas. The declaration can make it easier for developing 
countries to adopt measures necessary to ensure access to 
health care without the fear of legal consequences. However, 
the Doha Declaration is not self-executing, and countries 
therefore need to make the legal amendments necessary 
to implement it. Developing countries in particular should 
be encouraged (and provided the relevant technical assis-
tance) to review their legislation to ensure that they incor-
porate into national laws any flexibilities allowed by TRIPS 
to address public health concerns.

Key concepts related to TRIPS

TRIPS covers five essential issues—

•	 How to apply basic principles of the trading system 
and other international intellectual property agree-
ments 

•	 How to give adequate protection to intellectual prop-
erty rights
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•	 How to enforce those rights adequately in a country’s 
own territories

•	 How to settle disputes on intellectual property among 
members of the WTO

•	 What special transitional arrangements to apply dur-
ing the period when the new system is being intro-
duced

TRIPS includes an enforcement mechanism through 
economic sanctions for countries that fail to comply with 
the minimum standards for protecting intellectual prop-
erty rights. When intellectual property disputes between 
countries arise because of differences in the interpretation 
of TRIPS, the WTO provides a dispute settlement process 
that includes negotiation, dispute settlement decision mak-
ing, and an appeal process. Trade sanctions may be imposed 
only if the dispute settlement process has run its course and 
the losing country has failed to comply with the decision. 

As mentioned, TRIPS introduced minimum standards 
for protecting and enforcing nearly all forms of intellectual 
property rights, including those for pharmaceuticals. As a 
minimum-standards agreement, however, TRIPS allows 
members to protect intellectual property more extensively 
if they choose. members are free to determine how best to 
implement the provisions of the agreement within their 
own legal system and practice (see Correa 2000). The key 
concepts for pharmaceuticals are described in the following 
subsections.

Patent protection. Under TRIPS, member countries 
must provide patent protection for a minimum of twenty 
years from the filing date of a patent application for any 
pharmaceutical product or process that fulfills the criteria 
of novelty, inventiveness, and usefulness. national legisla-
tion and practices define what can be patented, and coun-
tries must establish their own criteria for what constitutes a 
“new” and “inventive” product. 

Countries should recognize that patentability standards 
that are too broad can contribute to extending the patent 
life of a new medicine through designating new or inven-
tive uses as described above or different dosages. This prac-
tice is called evergreening. To limit this extension of rights 
to original patent holders, national patent legislation needs 
to ensure that public health needs are taken into account. 
Similarly, incremental innovation, or “me-too” drugs, is 
within the same chemical class as one or more other phar-
maceutical products already on the market; however, the 
pharmaceutical industry feels that me-too drugs advance 
safety and efficacy and support the development of novel 
products (Wertheimer and Santella 2009).

Transitional arrangements. TRIPS provides transitional 
periods during which countries must bring their national 
legislation and practices into conformity with its provi-
sions. The compliance dates for WTO members were 1996 
for developed countries; 2000 for developing countries; 

2005 for developing countries that had not introduced pat-
ents for pharmaceuticals before joining the WTO, such as 
India; and 2016 (for medicines only) and July 2013 for least- 
developed countries (LDCs) in recognition of these coun-
tries’ economic, financial, administrative, and technological 
constraints to conforming.

Generic medicines. After a patent expires (or a license 
is issued), copies of a medicine can legally be made. These 
are called multisource medicines—or generics—and should 
be chemically equivalent to the original brand medicine. 
Promoting generic medicines within a country requires 
appropriate legislation and regulations, reliable quality-
assurance capacity, professional and public acceptance of 
generic medicines, and economic incentives and informa-
tion for both prescribers and consumers. 

Under the TRIPS regime, a different manufacturing pro-
cess for a chemically equivalent pharmaceutical product 
would be blocked if the originator company still held a 
product patent on the chemical entity. Currently, a differ-
ent chemical entity may pose therapeutic competition to an 
existing medicine, and a different company may hold such 
a patent. In some cases, however, an originator company 
will place a patent not only on the chemical entities in the 
ingredients, but also on the resulting metabolite that pro-
duces the desirable therapeutic effect (Correa 2000). Such 
metabolite patents may block pharmaceuticals in the same 
therapeutic category if they share a common metabolic 
pathway.

Trade liberalization can increase competition and reduce 
prices for generic medicines that are already on the mar-
ket. But inappropriately implementing TRIPS-compliant 
national legislation can delay new generic products, which 
can result in large economic costs. The prompt introduc-
tion of generic medicines can be facilitated by drafting 
appropriate legislation and regulations on patentabil-
ity, such as using exceptions to permit early testing and 
approval of generics and compulsory licensing (see follow-
ing subsections). 

As an alternative to promoting generics, some brand-
name pharmaceutical manufacturers have volunteered to 
lower their prices in certain markets (for example, selling 
certain medicines in developing countries at greatly reduced 
prices compared to prices in major markets); however, such 
programs usually feature multiple restrictions. Some com-
panies have gone further by donating medicines for particu-
lar programs (see Chapter 15). 

Compulsory licensing (TRIPS Article 31).  As a provi-
sion of TRIPS, compulsory licensing occurs when a gov-
ernment authorizes the production of a patented product 
or the use of a patented process without the patent holder’s 
consent as long as certain conditions are met, such as the 
license being used predominantly (that is, 51 percent) for 
the domestic market. The patent holder, however, retains 
intellectual property rights and “shall be paid adequate 
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remuneration” according to the circumstances. In other 
words, compulsory licensing allows local manufacturers 
in resource-limited countries to make close-to-marginal-
cost versions of patented medicines to address public health 
needs, if they give a royalty payment to the patent holder. 
Generally, the grant of a compulsory license requires prior 
negotiation with the patent holder. However, grounds for 
governments to grant compulsory licenses without any 
previous negotiation may include public interest, national 
emergencies such as epidemics, public noncommercial use, 
or remedying anticompetitive practices. 

In the pharmaceutical sector, compulsory licenses have 
been used to stimulate price-lowering competition and to 
ensure the availability of needed medicines. For example, 
if a new product introduced to the market were to play an 
important role in public health, such as a vaccine against 
HIV/AIDS or malaria, a country’s national law could grant a 
compulsory license under Article 31 of TRIPS. Compulsory 
licensing, however, is not always a solution for resource-
limited countries. For instance, when prior authorization 
from the patent owner is required, as is the normal case, 
negotiations can be lengthy and complicated, and a country 
may not have the necessary legal expertise. In addition, the 
manufacturing process for a pharmaceutical product may 
be protected under a separate patent or as a trade secret. 
Finally, countries may lack the technical expertise or facili-
ties necessary to copy and manufacture the product or to 
attain the economies of scale that make such a decision fea-
sible (see Chapter 7 on production policy). 

Despite the constraints, a country’s comprehensive patent 
legislation should adequately provide for granting compul-
sory licenses to strengthen its position, even if the country 
rarely uses the provision. now, most developed countries 
and many developing countries include compulsory licens-
ing in their national legislation; for example, in 2010, 
Colombia successfully used the threat of compulsory licens-
ing to reduce by two-thirds the price of kaletra, an antiretro-
viral, while the United States has used the threat to mitigate 
anticompetitive situations.

Figure 3-1 shows the exact text from a compulsory license 
granted in Zambia in 2004.

Voluntary licensing (TRIPS Article 40). A volun-
tary license is an agreement negotiated between the pat-
ent holder and another company for manufacturing and 
marketing. TRIPS Article 40 authorizes the regulation of 
anticompetitive features of voluntary licenses. Regulation 
could favor export and regional production, nonexclusiv-
ity, technology-transfer requirements, access to confidential 
test data, and disclosure of reasonable royalty rates. Usually, 
efforts must first be made to obtain a voluntary license on 
reasonable terms and conditions before a party obtains a 
compulsory license (see Country Study 3-1).

Parallel importation (TRIPS Article 6). Parallel impor-
tation occurs when a third party, without the consent of the 

patent holder, imports a medicine that has already been put 
on the market abroad more cheaply by the patent holder or a 
licensee. The practice is based on the principle that the pat-
ent holder has been compensated through the first sale of the 
product and that further control over the resale of the prod-
uct would unreasonably restrain trade and competition. In 
other words, having been paid, the patent holders are said to 
have “exhausted” their rights. If the importing country’s pat-
ent system provides that the patent holder’s right has been 
exhausted when the patented product has been placed on the 
market in another country, the patent holder cannot prevent 
parallel importation into the importing country. TRIPS per-
mits WTO members to determine their own rules regarding 
exhaustion—international exhaustion permits parallel trade 
and may permit importation of a medicine produced under 
compulsory license in another country.

Because most pharmaceutical companies set prices for 
the same products at different levels in different countries, 
parallel importation promotes competition for the patented 
product by allowing the importation of equivalent pat-
ented products marketed at lower prices in other countries. 
However, companies have been pressuring governments not 
to import medicines from countries that produce generic 
versions, claiming that the practice is a breach of the TRIPS 
agreement. Article 6 of TRIPS explicitly states that practices 
relating to parallel importation cannot be challenged under 
the WTO dispute settlement system, provided that no dis-
crimination exists on the basis of the nationality of the per-
sons involved; however, preexisting or new “TRIPS-plus” 
legislation (see below) often specifies national exhaustion. 
Here, the patent holder has exclusive marketing rights, and 
resale is permitted only within the country after first sale. 
Preferential pricing offers are frequently linked to the pre-
vention of parallel importation between developing and 
developed markets. 

Exceptions to rights conferred (including Bolar excep-
tion) (TRIPS Article 30). TRIPS specifies the rights given 
to a patent owner but allows limited exceptions, subject to 
specified conditions in Article 30. Of particular interest 
regarding access to medicines is the so-called Bolar excep-
tion to patent rights that allows a country to complete all 
of the procedures and tests that are necessary to register a 
generic product before the patent expires on the original 
medicine. Allowing generics manufacturers to conduct the 
tests needed to prepare their applications for regulatory 
approval during the term of the patent enables them either 
to market their products immediately upon expiration of 
the patent or, for example, to apply for a compulsory license 
during the term of the patent. 

Protection of undisclosed test data (TRIPS Article 
39.3). In many countries, national regulatory agencies 
require originator pharmaceutical companies to submit 
extensive data showing the safety and efficacy of a new 
product before it is approved for the market. These data 
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Figure 3-1 Compulsory license granted in Zambia

republic of Zambia
MINIsTry OF COMMErCE, TraDE aND INDusTry

The Government of Zambia, conscious that the HIV/AIDS pandemic constituted a serious handicap in the national struggle against hunger, 
illness, under development and misery;

and taking into consideration that high rates of morbidity and mortality have put Zambia among the ten countries in Africa most hit by this 
disease. Current estimates are that, at the end of 2003, over 917,718 Zambians were infected by HIV of whom an unestimated number are 
suffering from full-blown AIDS. The AIDS death toll is so far in excess of 835,904 and about 750,504 children have been orphaned by this 
pandemic, creating a situation where 75% of households in Zambia are caring for at least one orphan and that children aged below 14 years 
headed more than 130,000 poverty stricken households out of a total of 1,905,000, and that;

in spite of the multiplicity and diversity of vigorous prevention campaigns, the spread of the virus is still on an upward trend as shown by 
the high number of infections;

Taking into account the gravity of the situation being faced by most African Countries, including Zambia, the need to ensure access to drugs 
at affordable prices, while respecting the protection of intellectual property, is well recognised. For this reason;

On 14 November, 2001 the World Trade Organisation, while recognising Members’ commitment to the TRIPS Agreement, declared the 
right of each Member State to take measures aimed at protecting public health and in particular to promote access to medicines for all, by 
utilising to the full, the flexibilities in the TRIPS Agreement relating to among others, the granting of compulsory licences, in cases which 
constitute a national emergency or other circumstances of extreme urgency and of public health crisis including those relating to HIV/AIDS, 
tuberculosis, malaria or other epidemics which can represent a national emergency or other circumstances of extreme urgency.

Considering further that;

A triple compound of Lamivudine, Stavudine and Nevirapine has proved, in the last few years to be one of the most effective and 
economical anti-retroviral treatment, but that the three different international owners of such single drugs failed to reach an agreement to 
produce this combination, and therefore;

The Ministry of Commerce, Trade and Industry of the Republic of Zambia making use of the provisions of Section forty of the Patent Act, 
Chapter 400 of the Laws of Zambia, and Statutory Instrument No 83 of 2004 titled “The Patents (Manufacture of Patented Antiretroviral 
Drugs) (Authorisation) Regulations, 2004” Regulation 3, has decided to grant a Compulsory Licence No. CL 01/2004 to PHARCO LTD, a 
company incorporated in Zambia, which has already presented a project proposal for the local manufacture of the mentioned triple 
compound under the names of Normavir 30 and Normavir 40.

It is further understood that the use or vending of the above mentioned drugs is subject to Regulation 4 of Statutory Instrument No 83 
of 2004, titled “The Patents (Manufacture of Patented Antiretroviral Drugs) (Authorisation) Regulations, 2004” and therefore cannot be 
exported to any place outside Zambia.

Communication of this decision will be given to the applicant and to the patent right holders.

In consideration that the mentioned product, a triple combination of drugs, is not marketed in Zambia by the International Patent owners 
and that it is in the national interest to keep the final price as low as possible, the total amount of royalties due to the patent right owners 
shall not exceed 2.5% of the total turnover of the mentioned products at the end of each financial year of PHARCO LTD.

The Ministry of Commerce, Trade and Industry shall in accordance with Section forty one of the Patent Act notify the concerned parties of 
the expiration of the present Compulsory Licence as soon as conditions of national emergency and extreme urgency created by the HIV/
AIDS pandemic will come to an end, or upon expiry of the period of emergency stipulated in Statutory Instrument No 83 of 2004 titled “The 
Patents (Manufacture of Patented Antiretroviral Drugs) (Authorisation) Regulations 2004.”

The Government of the Republic of Zambia reserves the right to review the Compulsory Licence should the conditions and circumstances 
under which it is granted change.

Dipak K. Patel, MP Ref: MCT/104/1/1c

MINISTER Date: 21/09/04

Source: www.cptech.org/ip/health/c/zambia/zcl.html
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are the result of many years of research and are sometimes 
very expensive for the originator company to produce. 
Sometimes, such as in the case of the cancer medicine pacli-
taxel, a government has underwritten much of the product’s 
R&D. In addition, a multinational company may simply 
acquire the innovation from an academic institution or bio-
technology company. 

TRIPS Article 39.3 obliges member countries to protect 
this confidential test data from “unfair commercial use” 
including disclosure, except where necessary to protect the 
public. Countries vary in how they implement the require-
ments of Article 39.3. Whereas some countries permit 
pharmaceutical regulatory authorities to rely on the origi-
nal test data to register generic equivalents, others, such as 
the United States and european Union countries, grant the 
originator company a time-limited period that excludes reg-
ulatory authorities from using existing test data to register 
generic products without consent. These laws are known as 
data exclusivity laws. 

The originator company is unlikely to consent to its data 
being used to register a generic equivalent to its product, and 
although generic competitors could replicate clinical trials 
at considerable cost, another significant barrier relates to the 
ethics of conducting redundant trials on patients. Therefore, 
data exclusivity laws provide a form of market protection for 
the originator company. 

Consequently, controversy exists about how Article 39.3 
should be implemented to ensure the protection of public 
health. The disagreement centers on whether the phrase 
“unfair commercial use” means that regulatory agencies 
can use original data to assess generic product applications, 

as long as they do not disclose the data to the competitor. 
This interpretation would imply that Article 39.3 does not 
require data exclusivity. On the contrary, the research-based 
pharmaceutical industry and some trade representatives 
have argued for the alternative interpretation that Article 
39.3 does require data exclusivity. 

Exclusive marketing rights (TRIPS Article 70.9). As 
noted, when TRIPS was launched in 1996, many countries 
did not offer patents for pharmaceutical products. These 
countries were given a transition period to phase in patent 
protection for pharmaceuticals. However, TRIPS Article 
70.9 says these countries have to accept patent applications 
for pharmaceuticals, even though they are not obligated to 
examine the applications or grant any patents until the end 
of the transition period. 

In cases where the country takes advantage of the transi-
tion period, Article 70.9 requires that when a patent applica-
tion has been filed for a product in that country, the WTO 
member must grant exclusive marketing rights to the pat-
ent applicant for a period of five years after obtaining mar-
keting approval, as long as the product has been patented 
and received marketing approval in another WTO member 
country. The rights can expire before the end of the five years 
if either a patent is granted (in which case the patent holder 
would rely on the patent instead of the exclusive marketing 
rights) or the patent application is rejected. exclusive mar-
keting rights, therefore, are considered a mechanism for the 
patent applicant to obtain payment for use of the product 
until the patent is granted. 

Least-developed countries have been granted a waiver to 
Article 70.9—extending the transition period until 2016.

A number of companies in Africa have obtained vol-
untary licenses from originator pharmaceutical pro-
ducers (in some cases through advocacy efforts) to 
locally manufacture antiretroviral medicines for HIV/
AIDS. South Africa led the way with several generics 
pharmaceutical companies receiving voluntary licenses 
from patent holders of antiretroviral medicines. Aspen 
Pharmacare, which is South Africa’s largest pharmaceu-
tical manufacturer, and Cipla medpro are two of the 
companies that secured the rights to distribute generic 
HIV/AIDS medicines to other countries in sub-Saharan 
Africa. Voluntary licenses from several different pat-
ent holders allow the generics companies to produce 
medications that combine multiple products into one 
tablet (fixed-dose combination), which helps patients 
adhere to treatment. In addition, the U.S. Food and 

Drug Administration qualified Aspen Pharmacare, 
which allowed U.S.-government-funded organizations 
in Africa to purchase generic antiretrovirals for the first 
time.

In kenya, Cosmos Limited was the first producer to 
receive voluntary licenses from GlaxoSmithkline and 
Boehringer Ingelheim to produce generic versions of 
lamivudine, zidovudine, and nevirapine. One of the ben-
efits of producing the products locally is that the packag-
ing will include instructions printed in both english and 
kiswahili, but more important, the supply and availabil-
ity should become more reliable, and prices are expected 
to fall. As part of the voluntary licensing agreements, 
Cosmos will be able to sell the generic medicines to five 
other sub-Saharan countries.

Country study 3-1 
using voluntary licenses in sub-saharan africa to produce antiretroviral medicines
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Decision on the implementation of paragraph 6 of 
the Doha Declaration. Although developing countries 
have the right to exercise the flexibilities under TRIPS, 
they often find using these flexibilities in public health 
policy a challenge. For example, paragraph 6 of the Doha 
Declaration recognized that while developing countries can 
issue compulsory licenses, TRIPS did not take into account 
the difficulties they faced because of a lack of manufactur-
ing capacity. many developing countries and LDCs cannot 
produce either active ingredients or formulations because 
of lack of technology, equipment, human resources, or 
other domestic production capacity. Although these coun-
tries may issue compulsory licenses to import generic 
versions of patent-protected medicines, TRIPS rules con-
strain the ability of countries that do have the capacity to 
manufacture generics, such as India, to export such prod-
ucts. manufacture must be primarily for the domestic 
market. Therefore, countries without sufficient manufac-
turing capacity in pharmaceuticals could issue a compul-
sory license for the importation of products they cannot 
manufacture, but they may not be able to find sources for 
importing affordable new medicines.

Consequently, after the adoption of the Doha Declaration, 
WTO members spent almost two years in negotiations that 
culminated in the Decision on Implementation of Paragraph 
6. That decision is intended to permit all LDCs (as desig-
nated by the United nations) and developing countries 
with insufficient or no manufacturing capacity to import 
a particular medicine to make effective use of compulsory 
licensing. The Paragraph 6 Decision allows nonproducing 
countries to issue a compulsory license to import medicines 
in accordance with a special compulsory license for export 
issued in the exporting country. However, making use of 
this flexibility is a complex process, and both importing and 
exporting countries will need to pass the legislation to make 
it possible. 

The terms of the Doha decision were made a perma-
nent feature of TRIPS through an amendment including 
a new article, 31bis. essentially, the Paragraph 6 Decision 
and the amendment eliminate the requirement that phar-
maceutical products manufactured under a compulsory 
license be “predominantly for the supply of the domestic 
market.” In addition, to prevent duplicating payment to 
the patent holder, the amendment eliminates the need to 
remunerate the patent holder in the importing country 
if the patent holder in the exporting country has already 
been remunerated.

A publication from WHO gives more information on how 
countries can implement the Paragraph 6 Decision (Correa 
2004).

Decision on the implementation of paragraph 7 of the 
Doha Declaration. Paragraph 7 permits LDCs to extend 
the transition period for pharmaceutical patents beyond 
what is defined in TRIPS to the year 2016. Part of the moti-

vation for paragraph 7 concerns the rights of LDCs to pro-
mote technology transfer by giving them additional time to 
build a technological base for their pharmaceutical sectors. 
In addition, Article 66.2 seeks to provide benefits specific to 
LDCs by requiring developed countries to offer incentives 
to private companies and other institutions in their terri-
tories to engage in technology-transfer activities.

Practically, however, the only LDCs that can take advan-
tage of the extension in paragraph 7 are those that do not 
grant patents for pharmaceuticals. For example, Angola and 
eritrea are the only countries of thirty African LDCs that 
do not grant patents for pharmaceuticals (Correa 2002). To 
take advantage of the benefit, other LDCs that already grant 
pharmaceutical patents must amend their legislation and 
not grant product patents until 2016. 

Another consequence of paragraph 7’s transition exten-
sion concerns the requirement to grant exclusive marketing 
rights (TRIPS Article 70.9). After the Doha Declaration, 
ambiguity existed regarding whether a transition extension 
for pharmaceuticals applied to exclusive marketing rights as 
well as to patents. To clarify the situation, WTO members 
approved a waiver that exempts LDCs from having to pro-
vide exclusive marketing rights for any new medicines dur-
ing the period without patent protection.

3.3 Constraints to establishing health-
sensitive intellectual property laws 

Although the adoption of the TRIPS minimum standards 
resulted in developing countries losing some policy flex-
ibilities in regulating pharmaceutical patents and control-
ling the cost of medicines, the agreement left some room 
for countries to take measures to protect public health. 
Furthermore, at Doha, WTO members reaffirmed the right 
of each member to fully use the provisions of the agree-
ment that provide flexibility for protecting public health; 
however, the provisions relating to patents and pharma-
ceutical regulation are confusing even to specialists in the 
field of intellectual property law and medicine regulation. 
Therefore, countries with little capacity for interpreting 
and acting on international trade agreements are most at 
risk in terms of losing access to medicines. Regulators and 
legislators must acquire the relevant technical expertise to 
use the flexibilities, such as compulsory licensing and par-
allel importation, to improve access to medicines in their 
countries.

Substantial legal and administrative obstacles exist to 
introducing and implementing these complex provisions. 
Several constraints that developing countries face at the 
national level in their efforts to use TRIPS flexibilities are 
mentioned below, but countries can address many of these 
constraints by adopting complementary policy and legal 
measures.
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Lack of technical expertise to incorporate TRIPS 
flexibilities into national law 

Countries can use the flexibilities offered by TRIPS only if 
they incorporate them into their legislation; however, many 
developing countries have not done so for various reasons, 
including a lack of technical expertise and information on 
best practices. Resource-limited countries are generally not 
aware of the measures undertaken by their counterparts 
around the world. As a result, countries within a region with 
similar access problems may adopt different strategies, with 
varying degrees of success. Country Study 3-2 summarizes 
the extent to which TRIPS flexibilities are being used in 
forty-nine different countries. For example, while 100 per-
cent of the countries surveyed in Africa provided for govern-
ment or noncommercial use in their laws, less than half the 
countries in Asia or Latin America/Caribbean had done so.

Insufficient domestic research and manufacturing 
capacities 

most developing countries have limited pharmaceutical 
research and manufacturing capacities. The challenge for 
these countries is how to enlarge their capacity for research 
through increased investment in basic sciences, R&D, 
and technological innovation. As technology evolves and 
becomes an important tool for development, it also becomes 
more of a means of gaining competitive advantage.

Developing countries face significant barriers that may 
block their own R&D efforts or opportunities for collabora-
tion with other countries, such as insufficient numbers of 
trained researchers and inadequate research support at local 
universities or institutions. In addition, an individual coun-
try’s interest in bolstering indigenous, national manufactur-
ing capacity may limit regional, multicountry collaboration 

Although TRIPS establishes minimum standards that 
WTO members must follow related to intellectual 
property rights, certain flexibilities in the agreement 
allow exemptions to developing countries, especially 
regarding pharmaceutical patents. However, taking 
advantage of these flexibilities requires that the eligible 
countries amend their national intellectual property 
rights legislation.

An analysis of forty-nine countries in Asia, Latin 
America and the Caribbean, and Africa looked at the 
extent to which countries have incorporated the TRIPS 
flexibilities affecting pharmaceuticals and public health. 
Updated use of flexibilities in selected African coun-
tries is also available (munyuki and machemedze 2010; 
UnAIDS, WHO, and UnDP 2011).

Country study 3-2 
Countries in asia, Latin america and the Caribbean, and africa that are using TrIPs flexibilities

National law provisions 

Countries implementing selected TrIPs flexibilities

asia (n = 13)
Latin america/ 
Caribbean (n = 19) africa (n = 17)

Pharmaceutical products are patentable 10 (77%) 18 (95%) 11 (65%)

Data protection 6 (46%) 16 (84%) 6 (35%)

Government or noncommercial use allowed 7 (54%) 9 (47%) 17 (100%)

Exhaustion of rights

•	 National exhaustion 2 (15%) 4 (21%) 6 (35%)

•	 International exhaustion (allowing parallel 
importation)

6 (46%) 13 (68%) 7 (41%)

•	 No exhaustion 3 (23%) 1 (5%) 1 (6%)

Early working exception 4 (31%) 6 (32%) 5 (29%)

Compulsory licensing grounds

•	 Failure to work/exploit 10 (77%) 14 (74%) 15 (88%)

•	 Anticompetitive practice 5 (38%) 14 (74%) 5 (29%)

•	 Dependent patents 7 (54%) 10 (53%) 10 (59%)

•	 Demand not met on reasonable terms 3 (23%) 5 (32%) 13 (76%)

•	 Public interest 10 (77%) 15 (79%) 8 (47%)

•	 National emergency 5 (38%) 11 (58%) 6 (35%)

•	 No provision 2 (15%) 0 (1 unknown) 0

Source: Musungu and Oh 2006. 
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to produce medicines unless the benefits of investment in 
R&D and procurement of locally manufactured products 
can be shared across the region.

Insufficient capacity for medicine registration  
and regulation 

Pharmaceutical registration is the process by which a coun-
try’s regulatory authority assesses the safety, quality, and effi-
cacy of medicines to approve their use. Countries normally 
require that all medicines offered for sale in their territories 
be registered locally. Although the ultimate role of medicine 

regulation is to protect public health, national regulatory 
authorities in developing countries often lack the facilities 
and expertise needed to review medicines destined for their 
national markets. 

Regulatory authorities handle applications for new chem-
ical entities, generic medicines, new fixed-dose combination 
products, and even herbal medicines. Innovative new prod-
ucts, including important antimalarials and antiretroviral 
medicines for HIV/AIDS, require more complex assessment 
than their generic equivalents; therefore, most countries 
carry out a fast-track review based on prior approval by U.S. 
or eU regulatory agencies. Where a comparable product is 

many countries that trade with the United States are 
members of the WTO and therefore are obligated to 
abide by the TRIPS provisions. However, they may 
enter into bilateral trade agreements that commit 
them to more stringent intellectual property rules than 
TRIPS (TRIPS-plus) in exchange for concessions in 
other areas of trade—often access to the U.S. market 
for agricultural or manufactured goods. evaluating the 
implications of bilateral trade agreements on public 
health can be difficult. The benefits and costs associ-
ated with protecting pharmaceutical patents vary by 
country, and these agreements will take many years to 
take full hold. The public health community has raised 
concerns regarding these bilateral agreements and their 
possible effect on access to medicines, especially how 
they may limit the availability of generic medicines in 
developing countries. 

The following are key differences in intellectual prop-
erty provisions between bilateral trade agreements and 
TRIPS: 

Use of compulsory licenses. Under TRIPS, governments 
may issue a compulsory license to obtain generic medi-
cines by temporarily overriding a patent. Compulsory 
licensing is an important tool for governments to protect 
the public interest or to remedy anticompetitive behav-
ior. Four bilateral agreements now limit the use of com-
pulsory licensing to emergencies, antitrust remedies, and 
cases of public noncommercial use.

Test data protection. Getting approval to market medi-
cines requires a company to submit test data to regula-
tory authorities to prove a medicine’s safety and efficacy. 
The protection of such data differs from country to 
country. TRIPS requires only that test data be protected 
against “unfair commercial use.” However, most bilateral 

agreements require governments to guarantee exclusive 
use of test data for pharmaceutical products for five years, 
which is the U.S. standard. Furthermore, some free-trade 
agreements require an additional data exclusivity period 
for new uses of already approved medicines, and some go 
even further by prohibiting generic manufacturers from 
using test data submitted to a regulatory authority in 
another territory—even outside the trade agreement ter-
ritory. These new test data provisions may be an obstacle 
for governments using compulsory licensing.

Patent terms. Bilateral agreements mandate the exten-
sion of patent protection beyond the current twenty-year 
limit mandated in TRIPS to compensate for procedural 
delays in granting patents or in securing marketing 
approval for pharmaceuticals.

Use of parallel imports. Parallel importation allows a 
government to import pharmaceuticals that have been 
placed on the market more cheaply in foreign markets, 
which can help reduce medicine prices. TRIPS allows 
WTO members to establish their own national policies 
regarding whether to permit parallel importation of pat-
ented medicines. By contrast, many bilateral agreements 
allow patent holders to prevent parallel importation.

Bolar exception. TRIPS does not limit generics compa-
nies from starting the process of entering a new market 
before a patent has expired. Generics producers often 
take this action so they can be ready to sell their prod-
uct immediately after the patent expires. most bilateral 
agreements prevent marketing approval of a generic 
medicine during the patent term without the consent of 
the patent holder, which could make compulsory licenses 
an ineffective way to allow competition from generics 
manufacturers. 

Country study 3-3 
Differences between bilateral trade agreements and TrIPs
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already on the market, the assessment of generic medicines 
tends to take place at the national level (see Chapter 6). 

When a country’s pharmaceutical regulatory process is 
unwieldy, that can delay the entry of needed medicines in a 
particular market and act as a barrier to access as well as to 
growth of the local pharmaceutical industry. many devel-
oping countries have no reliable fast-track procedure for 
registering new essential medicines, such as antiretroviral 
medicines. The requirement for local clinical trials can also 
deter and delay registration. With growing demand for rapid 
registration of new and more complex medicines, pharma-
ceutical regulatory capacity needs to develop in a way that 
also protects public health.

Procurement is also affected. A country’s procure-
ment agency must determine whether a medicine is 
locally under patent before it can import a generic ver-
sion of the medicine; however, finding this informa-
tion can be complicated and difficult (Tayler 2004). The 
procurement agency can ask the national patent office 
to help, but staff may not have the capacity to under-
take such a request. Professional firms will search for 
patents, but the fees may be prohibitive. médecins Sans 
Frontières has published the patent landscapes for HIV/
AIDS medicines in developing countries, although it 
notes that it cannot promise complete accuracy. WHO’s 
AIDS medicines and Diagnostics Service maintains a drug 
regulatory database and additional information related 
to HIV/AIDS products (http://www.who.int/hiv/amds/ 
patents_registration/en/index.html). Other organizations 
have called for the creation of a global patent database, 
including the World Health Assembly in its Global Strategy 
and Plan of Action on Public Health, Innovation and 
Intellectual Property (WHO 2008).

TRIPS-plus provisions

“TRIPS-plus” refers to the incorporation into national leg-
islation of intellectual property rights that are stricter than 
those mandated by TRIPS. This includes efforts to extend 
patent life beyond the twenty-year TRIPS minimum, limit 
compulsory licensing in ways not required by TRIPS, 
limit exceptions that facilitate the prompt introduction 
of generics, and extend the period of data exclusivity. 
Because the public health effect of TRIPS requirements 
has yet to be fully assessed, WHO recommends that 
developing countries be cautious about enacting legisla-
tion that is more stringent than the TRIPS requirements. 
From a public health perspective, countries that are not 
bound by TRIPS should evaluate TRIPS requirements 
and incorporate into national legislation and trade-related 
practices those elements that clearly benefit national pub-
lic health interests.

existing intellectual property protection in many 
resource-limited countries is often stronger than the mini-

mum required by TRIPS; so in countries such as kenya 
and malawi, the existing legislation is already considered 
TRIPS-plus (DFID 2004). These countries will not be able 
to use TRIPS-compliant flexibilities unless they amend 
their national legislation. moreover, almost all devel-
oping countries will need to change their legislation to 
take advantage of the import/export mechanisms in the 
Paragraph 6 Decision.

Free-trade agreements. One form of TRIPS-plus is bilat-
eral and regional free-trade agreements that have intellectual 
property components. most developing-country members 
face difficulties in trade negotiations, where they are asked 
to accept obligations in the public health sector in exchange 
for concessions in areas such as market access for agricul-
tural products, which may be important to their economies 
(see Country Study 3-3). For example, both Vietnam and 
Cambodia entered into bilateral trade agreements with the 
United States that contain intellectual property require-
ments, including compliance with TRIPS standards, when 
these countries were not members of the WTO.

International patent law harmonization. An indirect 
influence on the evolution of TRIPS-plus provisions is the 
World Intellectual Property Organization (WIPO) Patent 
Agenda initiative. WIPO is a specialized agency of the 
United nations whose primary objective is the promotion of 
creative intellectual activity and the facilitation of the trans-
fer of technology to developing countries. The WIPO Patent 
Agenda initiative comprises a set of interrelated activities 
designed to harmonize the international patent system 
by building a legal framework that would create some-
thing comparable to a global patent. Such a system would, 
in essence, reduce the need for countries to have national 
patent offices, but more important, it would eliminate the 
flexibilities permitted by the TRIPS agreement that allow 
developing countries exceptions to rules on patents—essen-
tially creating TRIPS-plus standards for everyone. A WIPO 
forum in 2006 allowed stakeholders to present their argu-
ments both for and against the harmonization efforts and 
how such efforts might affect public health (WIPO 2006). 
Opinions on the benefits of harmonization have been 
sharply divided, and as of 2011, the WIPO standing com-
mittee was still trying to finalize recommendations for an 
international patent system.

3.4 Access to medicines in the TRIPS era 

The globalized intellectual property system is one factor 
among many that affects access to pharmaceuticals in devel-
oping countries. Sometimes, countries may adopt policies 
that adversely influence access, such as applying tariffs or 
taxing medicines. Other restraints include a lack of human 
and financial resources, reliance on the public sector, and 
absence of an adequate infrastructure to supply and admin-

http://www.who.int/hiv/amds/patents_registration/en/index.html
http://www.who.int/hiv/amds/patents_registration/en/index.html
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ister medicines effectively. For example, in sub-Saharan 
Africa, medicines for HIV/AIDS treatment are increas-
ingly available from multiple sources: Indian-manufactured 
copies of patented antiretrovirals, generic purchases, 
brand-name purchases, and donations from pharmaceuti-
cal companies; bilateral and multilateral programs provide 
funding for procurement. Still, less than half the patients 
who need treatment are getting it, in part because of weak 
pharmaceutical management infrastructures and too few 
trained health professionals.

As intellectual property rights are strengthened glob-
ally, the cost of medicines in developing countries is likely 
to increase unless effective steps are taken to facilitate their 
availability at lower costs. moreover, countries need to adopt 
a range of policies to improve access to medicines. Additional 
resources to improve services, supply mechanisms, and 
infrastructure are critical. Countries need to ensure that 
their intellectual property protection legislation does not run 
counter to public health policies and that other economic 
policies are in harmony with health policy objectives.

Box 3-2 includes a list of issues for country-level policy 
makers to keep in mind regarding intellectual property 
rights and access to medicines.

Using available resources to develop expertise

A lack of clarity often exists about the options available 
on the patent status of medicines and importing generic 
medicines from foreign producers. Within developing-
country governments, experience in implementing TRIPS 
and its flexibilities is limited, and the political will to act 
is often low. making changes to a country’s intellectual 
property regime requires effective cooperation between 
different government departments, including health, 
trade, and industry, which may have limited experience in 
developing common policy. 

The international rules regarding intellectual property 
are developing quickly. Active participation by develop-
ing countries in discussions of the future of the global 
intellectual property system is essential to ensure both 

Governments should—

•	 Avoid provisions in bilateral trade agreements that 
could reduce access to medicines in developing 
countries

•	 Increase funding for research projects run by public-
private partnerships and by developing countries, 
and make that funding more sustainable 

•	 Develop advance-purchase schemes for vaccines, 
medicines, and diagnostics

•	 Incorporate digital libraries of traditional medical 
knowledge into their patent offices’ data to ensure 
that data contained in them are considered when 
patent applications are processed 

•	 make available reliable information on the patents 
they have granted 

•	 Amend their laws to allow compulsory licensing for 
export consistent with TRIPS

•	 eliminate tariffs and taxes on health care products

Governments of developing countries should—

•	 Identify a trade and pharmaceuticals focal point 
within the ministry of health

•	 establish contacts, perhaps a working group, with 
trade and other key ministries

•	 Obtain reliable specialized legal advice
•	 Develop a mechanism to monitor the health effect of 

new trade agreements

•	 Promote health research that is in line with public 
health needs

•	 Promote the use of research exemptions as part of 
their patent law

•	 Invest appropriately in health-delivery infrastruc-
ture

•	 Improve financing of the purchase of medicines and 
vaccines

•	 make use of compulsory licensing provisions where 
they will promote innovation or access to medicines

national patent and related legislation should—
•	 Promote standards of patentability that take health 

into account
•	 establish process and product patents for twenty 

years
•	 Incorporate exceptions, trademark provisions, data 

exclusivity, and other measures to support generic 
competition

•	 Permit compulsory licensing, parallel importation, 
and other measures to promote availability and 
ensure fair competition

•	 Permit requests for extension of the transitional 
period for TRIPS implementation, if needed and if 
eligible

•	 Carefully consider national public health interests 
before instituting TRIPS-plus provisions

Sources: WHO 2001; CIPIH 2006.

Box 3-2 
Issues on intellectual property and pharmaceuticals for policy makers
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the legitimacy of standard setting and its appropriateness 
to countries at very different levels of development. As the 
rules evolve, their impact must be properly understood if 
policies are to be based on relevant evidence. 

Box 3-3 contains a list of organizations and resources that 
provide information on intellectual property rights and 
public health.

Regional collaboration 

The constraints on national efforts to implement TRIPS 
flexibilities to improve public health show that developing 
countries need significant additional resources and techni-
cal assistance. One way to provide such support is through 
regional mechanisms that can complement national efforts. 
A regional approach to using the TRIPS flexibilities cre-
ates better policy conditions for addressing the challenges 
of implementing TRIPS flexibilities, which can be daunting 
for each individual country. Politically, a collective regional 
position on matters of public health and access to medicines 
can provide bargaining advantage for developing countries 
in their negotiations within WTO and with developed-
country trading partners. 

A regional approach to the use of TRIPS flexibilities 
could enable similarly situated countries to address their 
constraints jointly by drawing on each other’s expertise 
and experience and by pooling and sharing resources and 
information. Policies that are likely to benefit significantly 
from regional collaboration in implementing TRIPS flex-
ibilities include those related to production of pharmaceu-
ticals, regulatory approval of medicines, market surveillance 
and maintenance of quality standards, and import rules 
and competition issues (musungu, Villanueva, and Blasetti 
2004).

3.5 Intellectual property and R&D for new 
medicines

Patent protection is an incentive for R&D for new medicines. 
The patent-holding company has exclusive rights over the 
product for a defined period, protecting it from competition 
in the country where the patent is recognized. Patent protec-
tion allows the manufacturer to set prices according to what 
the market will bear, which is likely to be well above produc-
tion cost for medicines that treat widespread and severe ill-
nesses in high-income markets. The temporary monopolies 
that patents create reward firms for taking expensive risks in 
developing new medicines. 

Trends in new medicine innovation

Following years of rapid innovation from 1980 to the mid-
1990s, evidence suggests an overall decline in the output 

of global R&D into new medicines. Although R&D spend-
ing tripled between 1990 and 2000, the annual number 
of new medicines approved fell from its peak of more 
than fifty in 1996 to thirty-two in 2000, the lowest output 
in more than twenty years (WHO 2004). The increasing 
costs of R&D and the decrease in productivity have been 
factors in encouraging mergers between pharmaceutical 
companies. Rising R&D costs are also prompting manu-
facturers to develop strategic alliances with small research 
companies, particularly biotechnology companies, reflect-
ing the emerging commercial potential of genomics-based 
discoveries.

In general, patents are most effective at attracting invest-
ment in products that have commercial prospects, leaving 
important gaps where R&D is the most commercially risky. 
The diseases and conditions that affect people in the world’s 
major markets largely determine where the pharmaceutical 
industry’s investments go. Of the 1,393 new chemical enti-
ties developed between 1975 and 1999, only 16 were for the 
treatment of tropical diseases and tuberculosis (Trouiller et 
al. 2002). The Global Forum for Health Research highlights 
the fact that only 10 percent of R&D spending is directed 
to the health problems that account for 90 percent of the 
global disease burden—the so-called 10/90 gap (see http://
www.globalforumhealth.org). For example, no new class of 
anti-tuberculosis medicine had been developed in almost 
twenty years, despite the high global burden of this disease. 
Therefore, the debate centers around how to reach a balance 
between meeting the high costs of pharmaceutical R&D and 
creating incentives to stimulate access to those medicines in 
poor and developing countries.

Encouraging R&D in neglected diseases

Various initiatives are being used to encourage R&D into 
medicines for neglected diseases. Public-sector or donor 
funds or research mandates often address gaps in research 
that are not adequately provided for by intellectual prop-
erty rights incentives. Some “push” mechanisms work by 
reducing costs and risks, including tax credits, grants, and 
support for clinical trials. “Orphan” medicine laws are 
examples of this type of mechanism. Another mechanism, 
called a “pull” initiative, creates a market for medicines or 
increases their profitability; for example, when a company 
develops a medicine for a neglected disease and in return 
gets the right to extend the patent on one of its more profit-
able products. Another type of proposal to tackle the prob-
lem of R&D for these forgotten medicines is the creation of 
public-private partnerships that mobilize expertise, capac-
ity, and funding from both the public and private sectors 
(see Box 3-4). In fact, recent research has shown that two-
thirds of projects developing medicines for neglected dis-
eases involve these sorts of public-private collaborations 
(moran 2005). 

http://www.globalforumhealth.org
http://www.globalforumhealth.org
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Business and Industry Advisory Committee to the OECD 
(BIAC). BIAC is the business community’s representa-
tive to the Organisation for economic Co-operation and 
Development (OeCD). BIAC’s members are the major busi-
ness organizations in the OeCD member countries. BIAC 
ensures that business and industry needs are adequately 
addressed in OeCD policy decisions. http://www.biac.org
Commission on Intellectual Property Rights. The British 
government set up the commission to look at how intellec-
tual property rights might work better for developing coun-
tries. The commission’s final report (in seven languages) and 
supporting documents are available on its website. http://
www.iprcommission.org
Commission on Intellectual Property Rights, Innovation 
and Public Health. The World Health Assembly (WHO’s 
highest body) set up this independent commission in 2003 
to collect and analyze data and proposals on intellectual 
property rights, innovation, and public health. The com-
mission presented its final report in April 2006. Documents 
relating to the commission’s work are available on its website. 
http://www.who.int/intellectualproperty/en
Knowledge Ecology International. knowledge ecology 
International is a nonprofit organization that focuses on 
issues related to intellectual property and health care. Its 
website includes links to many intellectual property docu-
ments and several related listservs. http://www.keionline.org
Health Action International/WHO Drug Prices Project. 
This project seeks to gather and publicize accurate data on 
pharmaceutical price structure as a first step to negotiation, 
management, and policy to bring prices down and make 
medicines more affordable. http://www.haiweb.org/ 
medicineprices 
Intellectual Property Watch. This nonprofit, independent 
news service reports on the interests and activities that influ-
ence the design and implementation of international intel-
lectual property policies. http://www.ip-watch.org/index.php
International Federation of Pharmaceutical 
Manufacturers and Associations (IFPMA). IFPmA is a 
global organization that represents research-based pharma-
ceutical, biotechnology, and vaccine companies and national 
industry associations in developed and developing coun-
tries. http://www.ifpma.org 
International Generic Pharmaceutical Alliance (IGPA). 
IGPA is a network of associations representing manufactur-
ers of generic medicines; it comprises the generic medicine 
associations of Canada, europe, India, Japan, and the United 
States, with Brazil, Jordan, Taiwan, and South Africa having 
observer status. http://www.egagenerics.com 
IPRsonline.org. IPRsonline.org is an Internet portal 
containing a selection of online documents and resources 

related to intellectual property rights and sustainable devel-
opment, including discussion papers from various organiza-
tions, a calendar of related events, latest news on intellectual 
property rights, and links to listservs and relevant institu-
tions. http://www.IPRsonline.org
Médecins Sans Frontières Campaign for Access to 
Essential Medicines. The campaign is an advocacy effort 
to promote policies to lower medicine prices and push for 
increased research into neglected diseases. http://www.
accessmed-msf.org
Pharmaceutical Research and Manufacturers of America 
(PhRMA). This industry organization represents the United 
States’ leading pharmaceutical research and biotechnology 
companies. http://www.phrma.org 
Science and Development Network. This Internet-based 
network, also known as SciDev.net, provides up-to-date 
information on science- and technology-related issues that 
affect developing countries, including news, policy briefs, 
key documents, and feature articles. It includes a section 
devoted to intellectual property. http://scidev.net
South Centre. South Centre is an intergovernmental orga-
nization that promotes the interests of developing countries 
by analyzing development problems and experience and 
providing intellectual and policy support on global issues 
including trade, development, and intellectual property 
rights. http://www.southcentre.org
World Health Organization (WHO). In 2006, WHO mem-
ber states established an Intergovernmental Working Group 
(IGWG) on Public Health, Innovation and Intellectual 
Property. The working group’s mandate was to prepare a 
global strategy and plan of action on public health, inno-
vation and intellectual property to address conditions dis-
proportionately affecting developing countries. Documents 
related to IGWG activities can be found on its website http://
www.who.int/phi/documents/en/. In addition, the website 
of WHO’s unit on Trade, Foreign Policy, Diplomacy and 
Health includes an updated list of related publications and 
links to other WHO sites related to globalization. http://
www.who.int/trade/en
World Intellectual Property Organization (WIPO). 
This specialized agency of the United nations administers 
twenty-three international treaties dealing with different 
aspects of intellectual property protection. It also provides 
technical assistance to member countries needing help with 
developing national systems for intellectual property. http://
www.wipo.org
World Trade Organization (WTO). This international 
organization deals with the rules of trade between nations at 
a global or near-global level. See Box 3-1 for a detailed dis-
cussion. http://www.wto.org

Box 3-3 
sources of information on intellectual property rights and public health

http://www.biac.org
http://www.iprcommission.org
http://www.iprcommission.org
http://www.who.int/intellectualproperty/en
http://www.keionline.org 
http://www.haiweb.org/medicineprices
http://www.haiweb.org/medicineprices
http://www.ip-watch.org/index.php
http://www.ifpma.org
http://www.egagenerics.com
http://www.IPRsonline.org
http://www.accessmed-msf.org
http://www.accessmed-msf.org
http://www.phrma.org
http://scidev.net
http://www.southcentre.org
http://www.who.int/phi/documents/en/
http://www.who.int/phi/documents/en/
http://www.who.int/trade/en
http://www.who.int/trade/en
http://www.wipo.org
http://www.wipo.org
http://www.wto.org
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These mechanisms fill some important gaps between 
the opportunities that face commercial medicine manu-
facturers, on the one hand, and the global burden of 
disease, on the other. Strong public-sector involvement 
is needed to ensure that new medicines are created to 
address priority health problems in developing countries. 
To help address such issues, WHO created an intergov-
ernmental working group to develop a framework that 
identifies and prioritizes needs-based research for dis-
eases that disproportionately affect developing countries. 
As a result of the group’s work, in 2008 the sixty-first 
World Health Assembly adopted Resolution WHA 61.21: 
Global Strategy and Plan of Action on Public Health, 
Innovation and Intellectual Property. In 2009, the World 
Health Assembly adopted Resolution WHA 62.16: Final 
Agreement on Stakeholders in the Plan of Action on 
Public Health, Innovation, and Intellectual Property. 
The global strategy and plan of action comprises eight 
elements, which are designed to promote innovation, 
build capacity, improve access, and mobilize resources. 
Additional information and materials are available at 

WHO’s website: http://www.who.int/phi/implementation/
phi_globstat_action/en/index.html.

Technology transfer 

Technology transfers involve knowledge sharing between 
developed and developing countries. TRIPS recognizes that 
“the protection and enforcement of intellectual property 
rights should contribute to the promotion of technological 
innovation and to the transfer and dissemination of technol-
ogy” and suggests that developed-country members intro-
duce incentives to encourage technology transfer by private 
companies. 

As encouraged by TRIPS, the transfer of technology 
is potentially an important source of growth in develop-
ing countries. One of the reasons that developing coun-
tries do not use the compulsory licensing mechanism in 
TRIPS is because of a lack of mechanisms for technol-
ogy transfer. Although compulsory licensing permits an 
invention to be used without the consent of the patent 
holder, it does not guarantee that the country will have 

Some partnerships act like pharmaceutical companies 
that develop their own medicines, whereas others act 
more like funding agencies. An example of the former 
type of partnership is the Drugs for neglected Diseases 
Initiative, started by médecins Sans Frontières, with the 
support of several ministries of health, research insti-
tutes, and pharmaceutical manufacturers—including 
partnerships with southern research centers. Initially 
focused on treatment for sleeping sickness, leishmani-
asis, and Chagas disease, this nonprofit research organi-
zation develops or adapts medicines for patients suffering 
from several different diseases with little profit-making 
potential. The initiative’s first commercial development, 
in collaboration with Sanofi-Aventis SA, is a new anti-
malarial medicine. This inexpensive, fixed-dose combi-
nation of artesunate and amodiaquine was launched in 
2007 and by 2011, more than 80 million treatments had 
been distributed. 

The medicines for malaria Venture, founded in 1999, is a 
public-private partnership concerned with the discovery, 
development, and registration of new medicines for the 
treatment and prevention of malaria; similarly, the Global 
Alliance for TB Drug Development is committed to deliv-
ering new anti-tuberculosis medicines; it has three medi-
cine candidates in clinical trials, including moxifloxicin, 
which is the nearest to approval. moxifloxicin should 

shorten the treatment duration for drug-sensitive, adult 
tuberculosis cases. The business model of the nonprofit 
pharmaceutical company Institute for One World Health 
is to take promising leads on new medicines that lack a 
profitable market and complete the development process. 
The company then collaborates with other companies 
and nonprofit hospitals and organizations in the develop-
ing world to conduct medical research and to manufac-
ture and distribute the newly approved therapies.

In the vaccines area, the International AIDS Vaccine 
Initiative researches and develops HIV vaccine can-
didates by directing and financing partnerships with 
private companies and academic and government 
agencies, including those in developing countries; the 
malaria Vaccine Initiative operates in a similar fashion 
for malaria vaccine projects. Further downstream in 
the R&D process, the Global Alliance for Vaccines and 
Immunization works to enhance the commercial attrac-
tiveness of vaccines by stimulating demand in develop-
ing country markets, strengthening infrastructure, and 
guaranteeing some product purchase. The idea is that 
a strong advance commitment to purchasing safe and 
effective vaccines will reduce the financial risks faced by 
private-sector manufacturers and help redirect research 
toward the vaccines that are a priority for resource-
limited countries.

Box 3-4 
using public-private partnerships to develop medicines for neglected diseases

http://www.who.int/phi/implementation/phi_globstat_action/en/index.html
http://www.who.int/phi/implementation/phi_globstat_action/en/index.html
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the appropriate technology available, including facilities 
for manufacturing. 

Increasingly, technology transfer is a component in non-
profit initiatives and public-private partnerships that involve 
developing-country governments and the private sector. For 
example, several R&D companies are linking with industry 
partners in India, China, and elsewhere to increase the sup-
ply of patented medicines. In the cases of South Africa and 
kenya, advocacy efforts on the part of governments and civil 
society resulted in patent holders granting voluntary licenses 
to local manufacturers. WHO, international philanthropic 
groups, and nongovernmental organizations are brokering 
collaborations between R&D and generics companies.

In all of these partnerships, both the research-based 
company and the developing country stand to benefit. For 
example, a company benefits from being seen as committed 
to corporate social responsibility, and developing-country 
partners get increased access to scientific technology and 
skills, new products for new markets, and experience in 
working with international standards. 

Alternative paradigms in R&D of pharmaceuticals

In addition to public-private partnerships, a different R&D 
paradigm for pharmaceuticals is the use of an open collab-
orative model, such as the Human Genome Project’s suc-
cessful international effort to sequence the human genome, 

which used a nonproprietary system sanctioned by the 
governments of six major countries. One of the innova-
tive aspects of this model is the publicly available results, 
which has been a growing trend in biomedical research (see 
additional discussion in Chapter 34). The collaborative and 
transparent nature of this kind of openly accessible research 
is appealing, but its application to pharmaceutical R&D is 
still unclear. 

Others have suggested creating a global decision-making 
process to name targets for R&D funding, with each individ-
ual country deciding how it will meet those targets (Hubbard 
and Love 2004). The theory is that to meet the R&D targets, 
some countries will choose public-sector management of 
investments, while others will rely on a more private (profit 
or nonprofit) approach. most will choose mixed approaches. 
Another idea is to set up a global fund to pay for research 
into medicines for neglected diseases; such medicines would 
then be supplied free or at greatly discounted prices to 
resource-limited countries. One R&D paradigm or another 
is unlikely to be chosen explicitly. Box 3-5 illustrates how 
some developing countries are approaching R&D for new 
medicines.

UnITAID is working to establish an international patent 
pool that would, in theory, increase access to patents and 
promote the development of more affordable medicines in 
developing countries. The concept of the pool is for patent 
holders to give up their patents and allow their intellectual 

Only 4 percent of the entire global spending on health 
research is by low- or middle-income countries, and the 
majority is public-sector funded. Researchers in all but 
the most technologically advanced countries find devel-
oping new and innovative pharmaceutical products dif-
ficult without adequate infrastructure or equipment, and 
few countries have the regulatory framework to oversee 
the process of ensuring pharmaceutical quality, efficacy, 
and safety. However, developing and transitional coun-
tries such as India, Indonesia, South Africa, and Brazil 
have created successful industries specializing in the 
manufacture of generic medicines, while a few countries 
have even developed new medicines.

For example, in the 1970s, Pliva, a small Croatian com-
pany, developed a new antibiotic called azythromycin, 
which looked promising in animal trials. Pliva did not 
have the resources necessary to mass produce and mar-
ket the new medicine in the world market. It patented the 
product globally, which led to a licensing agreement with 
the U.S. pharmaceutical giant Pfizer to market the medi-

cine worldwide, while Pliva retained marketing rights in 
eastern europe. Zithromax became one of Pfizer’s top 
antibiotic products. 

Although this kind of R&D success may not be realistic 
for every small company, other ways exist to make prog-
ress. For instance, the generic pharmaceutical industry 
in India was the first to create a fixed-dose combination 
of antiretroviral medicines for HIV/AIDS, which is 
less expensive, and by simplifying the dosage improves 
patients’ ability to adhere to their treatment. Scientists 
in other countries, such as South Africa and China, 
are focusing their R&D efforts on taking centuries-old 
herbal preparations used in traditional medicine and cre-
ating modern medicines. Some of these R&D efforts are 
advancing with the help of public-private partnerships, 
with large pharmaceutical companies providing the tech-
nology and expertise, and some are using a combination 
of state and private financing or nonprofit foundation 
funding to develop their pharmaceutical sectors.
Source: Fleck 2005.

Box 3-5 
How developing countries are approaching r&D
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property rights to be managed by the pool under certain 
conditions. By giving up a period of exclusive marketing 
rights, patent holders receive royalties from the pool in 
exchange for a license to produce the medicine in a devel-
oping country (UnAIDS 2009). WHO’s expert Working 
Group on Research and Development Financing rated the 
patent pool model high for operational efficiency, feasibility, 
and impact on health in developing countries. As it is based 
on the voluntary donation of intellectual property, however, 
questions remain about the quantity and quality of intellec-
tual property that patent holders would choose to donate, 
particularly outside the area of HIV/AIDS. For the pool to 
work well, a minimum critical mass is needed, and it is not 
clear whether this would be achieved voluntarily for many 
diseases (WHO 2010). n

References and further readings

H = key readings.

Abbott, F. m. 2001. The TRIPS Agreement, Access to Medicines and the 
WTO Doha Ministerial Conference. Geneva: Quaker United nations 
Office. <http://www.quno.org/geneva/pdf/economic/Occassional/
Access-to-medicine7.pdf>

Baker, B. 2004. Processes and Issues for Improving Access to Medicines: 
Willingness and Ability to Utilise TRIPS Flexibilities in Non-Producing 
Countries. London: Department for International Development 
(DFID) Health Systems Resource Centre. <http://www.iprsonline.
org/resources/docs/Baker_TRIPS_Flex.pdf>

Campbell, D., and m. Chui. 2010. Pharmerging Shake-Up: New 
Imperatives in a Redefined World. norwalk, Conn.: ImS Health. 
<http://www.imshealth.com/pharmergingreport2010>

CIPIH (Commission on Intellectual Property Rights, Innovation and 
Public Health). 2006. Public Health, Innovation and Intellectual 
Property Rights. Geneva: World Health Organization. <http://www.
who.int/intellectualproperty/documents/thereport/en/index.html>

Commission on Intellectual Property Rights. 2002. Integrating 
Intellectual Property Rights and Development Policy. London: 
Commission on Intellectual Property Rights. <http://www. 
iprcommission.org/papers/pdfs/final_report/CIPRfullfinal.pdf>

Correa C. m. 2004. Implementation of the WTO General Council 
Decision on Paragraph 6 of the Doha Declaration on the TRIPS 
Agreement and Public Health. Geneva: WHO. <http://whqlibdoc.
who.int/hq/2004/WHO_eDm_PAR_2004.4_(2).pdf>

————. 2002. Implications of the Doha Declaration on the 
TRIPS Agreement and Public Health. Geneva: World Health 
Organization. <http://whqlibdoc.who.int/hq/2002/WHO_eDm_
PAR_2002.3.pdf>

————. 2000. Integrating Public Health Concerns into Patent Legislation 
in Developing Countries. Geneva: The South Centre. <http://www.
southcentre.org/index.php?option=com_docman&task=doc_dow
nload&gid=13&Itemid=&lang=en>

H DFID (U.k. Department for International Development). 2004. 
Access to Medicines in Under-Served Markets: What Are the 
Implications of Changes in Intellectual Property Rights, Trade and Drug 
Registration Policy? London: DFID Health Systems Resource Centre. 
<http://www.dfid.gov.uk/pubs/files/dfidsynthesispaper.pdf>

DFID and the Lancet. 2007. The Bigger Access to Medicine Picture: Life 
beyond TRIPS. Proceedings of the Access to medicines Workshop, 
London, April 19–20. London: DFID.

H Fink, C., and P. Reichenmiller. 2005. Tightening TRIPS: The 
Intellectual Property Provisions of Recent US Free Trade Agreements. 
Washington, D.C.: World Bank. <http://siteresources.worldbank.
org/InTRAneTTRADe/Resources/Pubs/Tradenote20.pdf>

Fleck, F. 2005. Developing Countries Take a Creative Approach to 
R&D. Bulletin of the World Health Organization 83(1):1–80. <http://
www.who.int/bulletin/volumes/83/1/feature0105/en/index.html>

Ford, n., D. Wilson, O. Bunjumnong, and T. von Schoen Angerer. 
2004. The Role of Civil Society in Protecting Public Health over 
Commercial Interests: Lessons from Thailand. Lancet 363:560–3.

Ghauri, P. n., and P. m. Rao. 2009. Intellectual Property, Pharma-
ceutical mnes and the Developing World. Journal of World Business 
44(2):206–15.

Hubbard, T., and J. Love. 2004. A new Trade Framework for Global 
Healthcare R&D. PloS Biology 2(2):0147–50. <http://biology.
plosjournals.org/archive/1545-7885/2/2/pdf/10.1371_journal.
pbio.0020052-S.pdf>

ImS Health. 2006. World Markets: New Products and Markets Fuel 
Growth in 2005. norwalk, Conn.: ImS Health.

kyle, m., and A. mcGahan. 2009. Investments in Pharmaceuticals before 
and after TRIPS. Cambridge, mass.: national Bureau of economic 
Research.

moran, m. 2005. Fast Track Options as a Fundraising Mechanism 
to Support R&D Into Neglected Diseases. Geneva: World  
Health Organization. <http://www.who.int/intellectualproperty/
submissions/en/mary.moran2.pdf>

mSF (médecins Sans Frontières). 2001. Fatal Imbalance: The Crisis in 
Research and Development for Drugs for Neglected Diseases. Geneva: 
mSF Access to essential medicines Campaign and the Drugs for 
neglected Diseases Working Group. <http://www.msf.org/source/
access/2001/fatal/fatal.pdf>

munyuki, e., and R. machemedze. 2010. Implementation of the TRIPS 
Flexibilities by East and Southern African Countries: Status of Patent 
Law Reforms by 2010. Harare: eQUIneT. <http://www.equinet 
africa.org/bibl/docs/Diss80TRIPSupdate2010.pdf>

H musungu, S. F., and C. Oh. 2006. The Use of Flexibilities in TRIPS 
by Developing Countries: Can They Promote Access To Medicines? 
Geneva: South Centre and World Health Organization. <http://www 
.who.int/entity/intellectualproperty/studies/TRIPSFLeXI.pdf>

musungu, S. F., S. Villanueva, and R. Blasetti. 2004. Utilizing TRIPS 
Flexibilities for Public Health Protection through South-South 
Regional Frameworks. Geneva: South Centre. <http://www.
southcentre.org/index.php?option=com_docman&task=doc_
download&gid=9&Itemid=&lang=en>

Roberts, m. J., A. G. Breitenstein, and C. S. Roberts. 2002. The ethics 
of Public-Private Partnerships. In Public-Private Partnerships for 
Public Health, ed. m. R Reich. Cambridge, mass.: Harvard Center 
for Population and Development Studies. <http://www.hsph. 
harvard.edu/faculty/michael-reich/files/Partnerships_book.PDF>

Scheffler, R. m., and V. Pathania. 2005. medicines and Vaccines for 
the World’s Poorest: Is There Any Prospect for Public-Private 
Cooperation? Globalization and Health 1:10. <http://www.ncbi.nlm.
nih.gov/pmc/articles/PmC1200561/pdf/1744-8603-1-10.pdf>

Smith, R., D. C. Correa, and C. Oh. 2009. Trade, TRIPS, and 
Pharmaceuticals. Lancet 373(9664):684–91.

Sonderholm, J. 2010. Intellectual Property Rights and the TRIPS 
Agreement: An Overview of Ethical Problems and Some Proposed 
Solutions. Washington, D.C.: World Bank.

Tayler, y., ed. 2004. Battling HIV/AIDS: A Decision Maker’s Guide to 
the Procurement of Medicines and Related Supplies. Washington, 
D.C.: World Bank.

H ’t Hoen, e. F. m. 2009. The Global Politics of Pharmaceutical 
Monopoly Power: Drug Patents, Access, Innovation and the 
Application of the WTO Doha Declaration on TRIPS and Public 



 3  /  Intellectual property and access to medicines 3.21

Health. Diemen, netherlands: AmB Publishers. <http://www.
soros.org/initiatives/health/focus/access/articles_publications/ 
publications/aem_20090312/politics_20090312.pdf>

Trouiller, P., P. Olliaro, e. Torreele, J. Orbinski, R. Laing, and n. Ford. 
2002. Drug Development for neglected Diseases: A Deficient 
market and a Public Health Policy Failure. Lancet 359:2188–94.

UnAIDS, WHO, and UnDP (Joint United nations Programme 
on HIV/AIDS, World Health Organization, and United nations 
Development Programme). 2011. Using TRIPS Flexibilities to 
Improve Access to HIV Treatment: Policy Brief. Geneva: UnAIDS, 
WHO, and UnDP.

UnCTAD-ICTSD (United nations Conference on Trade and 
Development–International Centre for Trade and Sustainable 
Development). 2005. Resource Book on TRIPS and Development: 
An Authoritative and Practical Guide to the TRIPS Agreement. 
Cambridge, Uk: Cambridge University Press.

UnITAID. 2009. The Medicines Patent Pool Initiative. Geneva: 
UnITAID. <http://www.unitaid.eu/images/projects/PATenT_
POOL_enGLISH_15_may_ReVISeD.pdf>

Wertheimer, A. I., and T. m. Santella. 2009. Pharmaceutical Evolution: 
The Advantages of Incremental Innovation in Drug Development. 
Washington, D.C.: Competitive enterprise Institute. <http://cei.org/
issue-analysis/2009/04/07/pharmaceutical-evolution> 

WHO (World Health Organization). 2010. Report of the World Health 
Organization Expert Working Group on Research and Development 
Financing. Geneva: WHO. <http://www.who.int/phi/documents/
ewg_report/en/index.html>

————. 2008. Global Strategy and Plan of Action on Public Health, 
Innovation and Intellectual Property. 61st World Health Assembly. 
<http://apps.who.int/gb/ebwha/pdf_files/A61/A61_R21-en.pdf> 

————. 2005. Access to medicines: Intellectual Property Protection: 
Impact on Public Health. WHO Drug Information 19(3):236–41.

————. 2004. The World Medicines Situation. Geneva: WHO. 
<http://www.searo.who.int/LinkFiles/Reports_World_medicines_
Situation.pdf>

————. 2001. Globalization, TRIPS and Access to Pharmaceuticals. 
Geneva: WHO. <http://apps.who.int/medicinedocs/en/d/Js2240e/>

WHO/eDm (World Health Organization/essential Drugs and 
medicines Policy). 2004. Determining the Patent Status of 
Essential Medicines in Developing Countries. Geneva: WHO/
eDm. <http://whqlibdoc.who.int/hq/2004/WHO_eDm_PAR_ 
2004.6.pdf>

WIPO (World Intellectual Property Organization). 2006. Open Forum 
on the Draft Substantive Patent Law Treaty, Geneva, march 1–3. 
[Web page containing transcripts of remarks and presentations 
made by participants.] Geneva: WIPO. <http://www.wipo.int/ 
meetings/en/2006/scp_of_ge_06/scp_of_ge_06_inf1.html>

WTO (World Trade Organization). 2006. TRIPS and Pharmaceutical 
Patents. Fact Sheet. Geneva: WTO. <http://www.wto.org/english/
tratop_e/TRIPS_e/tripsfactsheet_pharma_2006_e.pdf>

Glossary

Bioequivalence: Two pharmaceutical products are bioequivalent 
if they are pharmaceutically equivalent and the rate and extent of 
bioavailability are similar to such a degree that their effects can be 
expected to be essentially the same.

Bolar (early working) exception: An exception to patent rights 
allowing a third party to undertake, without the authorization 
of the patentee, acts in respect of a patented product necessary 

for the purpose of obtaining marketing approval for the sale of 
a product.

Compulsory license: A license to exploit a patented invention 
granted by the state upon request of a third party.

Data exclusivity: A legal provision that data collected (for exam-
ple, the results of clinical trials) for obtaining marketing approval 
may not be used for a specified period by the regulatory authori-
ties to grant approval to a generic equivalent.

Data protection: An obligation imposed on third parties to pro-
tect test data, such as the results of clinical trials, that are usually 
collected to comply with government regulations on the safety, 
efficacy, and quality of a broad range of products (for example, 
drugs, pesticides, medical devices). For example, TRIPS provides 
for the protection of such data against unfair commercial use.

Differential pricing: The practice of setting different prices for 
different markets, typically higher prices in richer markets and 
lower prices in poorer markets.

Doha Declaration: The Declaration on the TRIPS Agreement 
and Public Health agreed upon at the Doha WTO ministerial 
meeting in 2001.

Downstream research: Applied research usually directed at the 
development of a product or process with a potential commercial 
application.

Evergreening: A term popularly used to describe patenting strate-
gies that are intended to extend the patent term on the same com-
pound.

Exhaustion of rights: Principle whereby the right holder’s intel-
lectual property rights in respect of a product are considered 
exhausted (that is, he or she can no longer exercise any rights) 
when that product has been put on the market by the right holder 
or by an authorized party.

Incremental innovation: Innovation that builds incrementally on 
previous innovation, as compared with “breakthrough” innova-
tion, which is a completely novel means to prevent, treat, or cure 
a particular disease.

Intellectual property rights: Rights awarded by society to indi-
viduals or organizations over inventions, literary and artistic 
works, symbols, names, images, and designs used in commerce. 
They give the titleholder the right to prevent others from making 
unauthorized use of their property for a limited period.

Interchangeability: A pharmaceutical product that is therapeuti-
cally equivalent to a comparator (reference) product.

Parallel imports: The purchase of a patented medicine from a law-
ful source in an exporting country and its importation without 
seeking the consent of the “parallel” patent holder in the import-
ing country.

Patent: An exclusive right awarded to an inventor to prevent oth-
ers from making, selling, distributing, importing, or using the 
invention, without license or authorization, for a fixed period of 
time. In return, the patentee discloses the invention to the pub-
lic. Three requirements usually exist for patentability: novelty; 
inventive step or nonobviousness (knowledge not obvious to one 
skilled in the field); and industrial applicability or utility.

Patent pools: An agreement between two or more patent owners 
to license one or more of their patents to one another or third 
parties.

Source: Adapted from CIPIH 2006.
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