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Abstract:
The magnitude of the AIDS crisis has drawn attention to the fact that millions of people in
developing world do not have access to medication they need to treat the disease or alleviate
suffering. While a number of barriers explain this situation, high prices of AIDS medication
have led to a close consideration of the relationship between patent protection and accessibi-
lity of those medicines. Hence, policies to deal with price effects of patented medicines have
recently emphasized the importance of utilizing the World Trade Organization flexibilities
in order to improve the level of affordability and availability of medicines.
Within the menu of the flexibilities available, the thesis only considers compulsory licensing.
Its aim is to obtain an increased understanding of how compulsory licences can effectively
enable the availability of low-cost antiretroviral drugs under patent in sub-Sahara Africa. A
qualitative research integrated by theoretical study and in-depth interviews were utilized in
the study to assess the viability of each tentative policy option in the face of the realities of
sub-Saharan African countries, global trade and international economics of pharmaceutical
industry.
The thesis concludes that the ability of sub-Saharan African countries to increase their access
to affordable antiretroviral drugs using compulsory licences will depend on their capacity to
adopt the policy options discussed herein and relevant for dealing with the legal, economic
and political constraints currently inhibiting the recourse to the flexibility.
It is suggested that the viability of local production and importation of antiretroviral generics
through pooled compulsory licensing strategies in the region shall gain intensive attention
since it is the basis for further move into the debate.
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"The problems of public policy in the realm of private monopoly are acute."

US Senator Estes Kefauver, 1965

3



Contents

Abbreviations 1

1 INTRODUCTION 3

1.1 Background and Context . . . . . . . . . . . . . . . . . . . . 3

1.2 Research Problem and Rationale . . . . . . . . . . . . . . . . 5

1.3 Study Process and Limits of the Research . . . . . . . . . . . 5

1.4 Terminology . . . . . . . . . . . . . . . . . . . . . . . . . . . 7

1.5 Thesis Overview . . . . . . . . . . . . . . . . . . . . . . . . . . 8

2 PATENTS, ACCESS AND COMPULSORY LICENCES 10

2.1 Overview of the Patent System . . . . . . . . . . . . . . . . . 10

2.1.1 Short Primer on Patents . . . . . . . . . . . . . . . . . 10

2.1.2 Justification for Patent Protection . . . . . . . . . . . . 12

2.1.3 The Patent Monopoly System . . . . . . . . . . . . . . 13

2.2 Access to Medicine in International Law . . . . . . . . . . . . 13

2.3 Interference between Patents and Access to Medicine . . . . . 15

2.3.1 Drug Patents, Monopoly Pricing and Affordability . . . 15

i



2.3.2 Patents, Price Patterns and Access Characteristics of
ARVs in Sub-Saharan Africa . . . . . . . . . . . . . . . 16

2.4 The Impact of TRIPS Flexibilities on Access to Medicine . . 17

2.4.1 Context of Genesis of TRIPS and Flexibilities . . . . . 18

2.4.2 Compulsory Licences under the TRIPS Agreement . . 20

3 COMPULSORY LICENSING FOR MEDICINES 25

3.1 The WTO Framework . . . . . . . . . . . . . . . . . . . . . . 25

3.1.1 The Doha Declaration . . . . . . . . . . . . . . . . . . 25

3.1.2 The Decision on the Implementation of Paragraph 6 . 28

3.1.3 The Protocol Amending the TRIPS Agreement . . . . 34

3.2 WHO Perspectives . . . . . . . . . . . . . . . . . . . . . . . . 35

3.2.1 WHO Recommendations on Public Health, Innovation
and IP . . . . . . . . . . . . . . . . . . . . . . . . . . 36

3.2.2 Global Strategy and Plan of Action on Public Health,
Innovation, and IP . . . . . . . . . . . . . . . . . . . . 36

3.2.3 WHO Perspectives on Access to Drugs . . . . . . . . . 37

4 IMPLEMENTATION IN SUB-SAHARA AFRICA 39

4.1 General Features of the African Model Legislation on Com-
pulsory Licences . . . . . . . . . . . . . . . . . . . . . . . . . 39

4.1.1 ARIPO . . . . . . . . . . . . . . . . . . . . . . . . . . 39

4.1.2 OAPI . . . . . . . . . . . . . . . . . . . . . . . . . . . 41

4.1.3 Selected Countries outside ARIPO and OAPI . . . . . 43

4.2 Use of the Flexibility on ARVs . . . . . . . . . . . . . . . . . . 46

4.2.1 OAPI or a Meaningless Solution . . . . . . . . . . . . . 46

ii



4.2.2 ARIPO: Towards a Progressive but Insignificant Ap-
propriation . . . . . . . . . . . . . . . . . . . . . . . . 47

4.2.3 Lessons learnt from Other Countries outside OAPI and
ARIPO . . . . . . . . . . . . . . . . . . . . . . . . . . 50

5 CONSTRAINTS AND POLICY OPTIONS 54

5.1 Constraints on African Countries’ Efforts to Utilize Compul-
sory Licences for Public Health Purposes . . . . . . . . . . . . 54

5.1.1 Legal Constraints . . . . . . . . . . . . . . . . . . . . 54

5.1.2 Economic Constraints . . . . . . . . . . . . . . . . . . 56

5.1.3 Political Constraints . . . . . . . . . . . . . . . . . . . 62

5.2 Policy Options to Overcome Constraints . . . . . . . . . . . . 65

5.2.1 Patent laws Reform and the Legal Prerequisites . . . . 66

5.2.2 Pooled Procurement Strategies and the Economic Pre-
requisites . . . . . . . . . . . . . . . . . . . . . . . . . 69

5.2.3 Models for Approaching Political Barriers . . . . . . . 76

6 CONCLUSION AND RECOMMENDATIONS 79

References 81

Annexes 94

iii



Abbreviations

AIDS Acquired Immune Deficiency Syndrome
API Active Pharmaceutical Ingredient
ARIPO African Regional Intellectual Property Organization
ARV Antiretroviral Drug (HIV/AIDS medicine)
AU African Union
BI Boehringer Ingelheim
BIT Bilateral Investment Treaty
BMS Bristol-Myers Squibb
CAMR Canadian Access to Medicines Regime
CEMAC Central African Economic and Monetary Community
CESCR Committee on Economic, Social and Cultural Rights
CIPIH Commission on Intellectual Property Rights, Innovation and Public Health
CIPR Commission on Intellectual Property Rights
CL Compulsory License/Licence
COMESA Common Market for Eastern and Southern Africa
DC Developing Country
EAC East African Community
ECOWAS Economic Community of West African States
EU European Union
FDC fixed-dose combination
FTA Free Trade Agreement
GATT General Agreement on Tariffs and Trade
GDP Gross Domestic Product
GFATM Global Fund for AIDS, Tuberculosis, and Malaria
GPRM Global Price Reporting Mechanism
GSK GlaxoSmithKline
GSPOA Global Strategy and Plan of Action on Public Health, Innovation, and IP
HIV Human Immunodeficiency Virus

1



Abbreviations 2

ICESCR International Covenant on Economic, Social and Cultural Rights
IGWG Intergovernmental Working Group (WHO)
IP Intellectual Property
IPRs Intellectual Property Rights
LDC least-developed Country
MSF Médecins Sans Frontières (Doctors Without Borders)
OAMPI Office Africain et Malgache de la Propriété Industrielle
OAPI Organisation Africaine de la Propriété Intellectuelle
PEPFAR President’s Emergency Plan for AIDS Relief
RD Research and Development
REC Regional Economic Community
RPSC Regional Pharmaceutical Supply Center
RTA Regional Trade Agreement
SADC Southern African Development Community
SSA Sub-Saharan Africa
TFA Technical and Financial Assistance
TRIPS The Agreement on Trade-Related Aspects of Intellectual Property Rights
UEMOA West African Economic and Monetary Union
UNAIDS The Joint United Nations Programme on HIV/AIDS
UNCTAD United Nations Conference on Trade and Development
UNDP United Nations Development Program
UNIDO United Nations Industrial Development Organization
USA United States of America
USD US Dollars
WHA World Health Assembly
WHO World Health Organization
WIPO World Intellectual Property Organization
WTO World Trade Organization



Chapter 1

INTRODUCTION

1.1 Background and Context

In the early 90s, drug patents became the subject of global criticism following
the treatment challenges faced by the international community in responding
to the medicines need of millions of people living with the HIV/AIDS in
the developing world. Since then, the debate between patents and access to
medicines took the meaning of a difficult cohabitation of intellectual property
(IP) with public health.1

At the heart of the debate lie three fundamental questions, none of which
go entirely undisputed. The first question is whether patent protection on
pharmaceutical products enables higher drug pricing and thereby hinders the
availability of existing drugs. The second question is up to what extent a
state or third party may infringe the rights conferred under patent law by
manufacturing or importing generic versions of patented medicines in order
to respond to a public health need. The two previous questions lead to the
last component of the controversy which is how to strike a balance between
the incentives for promoting further innovation in the pharmaceutical sector
while making sure that medicines remain affordable to the most needy people.

1Kongolo 2008, 1ff. See also Watal, personal communication, 16 March 2010. It shall
be pointed out that while a number of barriers prevent people from getting the care they
need, including inadequate financing, poor priority setting, inappropriate drug selection
and prescription, weak health infracstructure, inefficient supply systems to high cost of
medicines (see WHO/IFPMA 2000), the access problem in the intellectual property dis-
course has centered on high prices of medicines as a result of patent monopolies.
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CHAPTER 1. INTRODUCTION 4

At the outset, the World Trade Organization (WTO) Agreement on Trade-
Related Aspects of Intellectual Property Rights (TRIPS) mandates minimum
standards for the protection of IP as applied to nationals of other WTO
Members.2 In the aftermath of TRIPS, it has arguably become common
to hear that the imposition of global standards for patent protection in the
pharmaceutical sector heralds serious inadequacies. It allows drug companies
to make investments that yield the highest returns while reducing access
to generic medicines in poorer countries with low purchasing power.3 This
situation is exarcebated by the fact that, theoretically, the patent regime
itself grants an exclusive right that gives drug manufacturers a chance to
recoup millions spent on developing and launching a drug.4 In the global
marketplace, this reliance on research and development (R&D) including the
inherent features of the pharmaceutical industry cause drug manufacturers to
employ pricing strategies that seem counter-intuitive to conventional wisdom
and create harm to just allocation of prescription drugs in the most needy
countries.5

As of now, the WTO has established a solution to this contentious debate.
It mainly lies on the principle that the patent system is necessary for the
development of new medicines but taking into account the public interest
and policy objectives beyond it, WTO Members are allowed to use a number
of flexible mechanisms built in the TRIPS Agreement, also known as ‘TRIPS
flexibilities’.6 As a result of this WTO legacy, the ability of developing coun-
try members to use those flexibilities has become one of the most dominating
debates within the WTO in last few years. Based on the experience of sub-
Saharan African countries, this thesis will analyze how the implementation
of the compulsory licensing flexibility is and shall be adressed locally with
respect to antiretroviral (ARV) drugs.

2See Article 1(3) of the TRIPS Agreement.
3For further discussion, see Sterckx 2004; Stiglitz 2006.
4Lehman 2003, p. 5.
5Shelby 2006, p. 8.
6WIPO 2010.
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1.2 Research Problem and Rationale

Looking at the prevalence and treatment figures of the HIV/AIDS in sub-
Saharan Africa (SSA),7 it appears that nowhere is it more important than this
region to closely examine how countries have dealt with TRIPS flexibilities.8

Taking into consideration compulsory licensing (CL), the critical question
the thesis asks is: Assuming that a number of obstacles prevent sub-Saharan
African countries from effectively using this TRIPS flexibility, what are the
different policy options that may be implemented locally in order to facilitate
the frequent recourse to the mechanism for enabling access to cheaper ARVs?
This leads to a subsidiary question which is: Is there a need to adopt such
strategies in the face of the realities of region countries, global trade and
international economics of pharmaceutical industry?

The main motivation of the thesis is to obtain an increased understanding
of how CL can serve as effective price lowering tool for increasing access
to antiretrovals at national and regional levels. The choice of compulsory
licensing is justified by the crucial shortcoming in implementing the proce-
dure, particularly in contexts where there is a deliberate policy orientation
to discourage the use of the flexibility. Additionally, given that compul-
sory licensing remains one of the most contentious TRIPS flexibilities, the
procedure obviously seems to deserve more attention with respect to imple-
mentation guidelines for countries seeking to exploit it without a risk of trade
dispute.

1.3 Study Process and Limits of the Research

Recognizing and taking into account the extensive literature related to the
topic,9 the study also obtained information through internet research. In
this regard, the following online resources have been helpful in providing
information about national and regional patent statuses, provisions related
to CLs and government-use orders, recent experiences and technical-related
implementation matters: the listserv IP-health, WIPO Gold, WTO, WHO,
ARIPO and OAPI databases.

7See UNAIDS and WHO 2009, pp. 21-26
8Musungu 2007, p. iii.
9For part this literature, cf references.
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The study process was also sustained by empirical investigation through
an interview-guided approach. Six interviews were conducted in person in
Geneva within three days. A phone interview with one OAPI authority was
additionally carried out. The interviewees were arbitrarily selected on the
basis of their personal expertise in the field of intellectual property and/or
health policy. The availability of the target interviewees during the planned
fieldwork period was another important criterion for the final selection.10

Five out of the seven interviews were recorded and additional notes and ob-
servations were written down. The convergent interviewing technique was
used for the probe questions and qualitative data collection. The method is
particularly valuable when the interviewer is in some doubt about the infor-
mation which is to be collected. During each interview session, discussions
aimed at identifying the constraints affecting the functioning of the proce-
dure in SSA territories and the alternate models to address the identified
barriers. Another point of interest related to the viability of the newly es-
tablished Paragraph 6 System under the WTO Decision of 30 August 2003
in enabling export of generic ARVs to the region.

From the interpretation of data collected, it seems that skepticism prevails
on the assumption that CLs can be a viable source of supply of low-cost
generics of HIV/AIDS medicines under patent in the region, at least from
the time being. A number of economic, political and technical constraints
make this argument much evident. Skepticism also became persistent with
respect to the ability of countries to export generics under the paragraph
6 system. Five of the respondents indicated however that a policy change
sustained by skillful monitoring and cooperation at global dimension would
be determinant for dealing with the current obstacles in the future. But
again, agreement was reached on the fact that no clear picture presently
illustrates whether all the prerequisites will be met.

Due to logistical, resource and time constraints, it was impossible to interview
local resource persons in order to observe enforcement in practice or obtain
information on barriers and practices not available in the literature. Further-
more, given the on-going changes occasioned by the TRIPS Agreement and
follow-up decisions and the constant evolution occurring in the HIV/AIDS
field, data provided in the study shall be considered as indicative.

10cf Annex 7.
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1.4 Terminology

The thesis purely relates to intellectual property with respect to public health
policy. Hence, concepts employed in the thesis considerably integrate a num-
ber of fields from patent law, international trade law, public international law
to international human rights law and medicines policy. For non-specialists,
the glossary below provides a comprehensive background of information on
the most commonly used words throughout the study:

Compulsory License: "The authorization given by a judicial or administrative
authority to a third party for the use of a patented invention, without the con-
sent of the patentee, on various grounds of general interest (absence of work-
ing, public health, anticompetitive practices, emergency, national defense)".11

Actions undertaken by the compulsory license beneficiary may include either
the domestic production of generic drugs of the branded medicines or their
importation from foreign suppliers.

Generic drug: "A pharmaceutical product which is not protected by a patent
in force, and which is commercialized under a non-proprietary name or a
brand name".12

HIV/AIDS: "The Acquired Immune Deficiency Syndrome (AIDS) is an in-
fectious disease caused by the human immunodeficiency virus (HIV)".13

Intellectual property: "A category of public law that generally includes copy-
rights, patents, trademarks, geographical indications, industrial designs, utili-
ty models, plant breeder’s rights, integrated circuits rights and trade se-
crets".14

License (voluntary): "Authorization given by a right holder (licensor) to
someone (licensee) to exercise acts that only the licensor can legally do".15

Patent: "The right granted to an inventor by a State, or by a regional of-
fice acting for several States, which allows the inventor to exclude anyone
else from commercially exploiting his or her invention for a limited period,
generally twenty (20) years".16

11Correa 2000a, p. xiii.
12Supra note 11, p. xiv.
13See Russell 1988.
14Supra note 12.
15Ibid.
16WIPO 1988.
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Sub-Saharan Africa: "The term used to describe those countries of Africa
that are not part of North Africa. Sub-Saharan Africa is also known as
Black Africa".17

TRIPs Flexibility: A measure that "allows governments to make exceptions
to patent holders’ rights such as in national emergencies, anti-competitive
practices, or if the right holder does not supply the invention, provided certain
conditions are fulfilled".18

1.5 Thesis Overview

The thesis consists of six chapters. Following this introduction that presents
the research task, objective and the study process, the thesis proceeds as
follows:

Chapter Two provides the reader with the necessary background on patent
law and access to medicine, as guaranteed under treaty law and general
international law. The content of conflict between pharmaceutical patents
and access to medicine is also presented. The chapter finally describes how
the TRIPS agreement has attempted to solve the conflict by providing the
flexibilities, with a specific focus on compulsory licences at the end of the
chapter.

Chapter Three outlines the current rules and principles applying to the use of
CLs for public health purpose, including improvement of access to medicines
in international trade. The study will include both the WTO legal framework
and WHO guidelines on the matter.

Chapter Four explores the extent at which SSA countries have been able
to incorporate the flexibility and follow-up decisions at national and regional
laws. From an operative point of view, the chapter also discusses some recent
examples of use in the region in the light of HIV/AIDS medicines.

Based on key findings in Chapter Four, Chapter Five discusses the current
constraints to the use of system in SSA and the possible options that can be
incorporated locally for further implementation in future perspective.

17Available online from the WordIQ Dictionnary at:
http://www.wordiq.com/definition/Sub-Saharan_Africa.

18WTO 2006, p. 2.
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Chapter Six provides key recommendations for further work and monitoring
in the field.



Chapter 2

PATENTS, ACCESS AND
COMPULSORY LICENCES

2.1 Overview of the Patent System

2.1.1 Short Primer on Patents

Intellectual property rights (IPRs) usually refer to ‘the property rights re-
cognized on distinct types of creations of the mind’.1 They are traditionally
divided into two categories: copyright and neighbouring rights and industrial
property. Copyright and neighbouring rights are rights granted to prevent the
reproduction and dissemination of certain group of works ranging from litera-
ry, musical, dramatic, choreographic and audio visual works to pantomimes
and motion pictures. Industrial property consists of industrial designs, geo-
graphical indications, service marks and trade names, trademarks, utility
models and patents.

A patent is defined as ‘the right granted to an inventor by a State, or by a
regional office acting for several States, which allows the inventor to exclude
anyone else from commercially exploiting his or her invention for a limited
period, generally twenty (20) years’.2

1Raysman et al 2008.
2WIPO 1988.

10



CHAPTER 2. PATENTS, ACCESS AND COMPULSORY LICENCES 11

It covers ‘any invention, whether product or processes in all fields of techno-
logy provided that they are new, involve an inventive step and are capable
of industrial application’.3 Overall, it infers that the new product or process
described in the patent application must be something that has never been
previously disclosed anywhere in the world, something that would not be
obvious to a person ordinarily skilled in the field involved and something
that has a functional utility subject for commercialization.4 Other procedural
requirements include public disclosure of the invention and maintenance fees.

A patent application consists of a request for the grant of the patent, an
abstract which gives information about the the invention and a description
of the invention, also known as ‘specification’.5 The specification ‘is the
part of the application that contains (i) a description of the invention, (ii)
the claim or claims as to what has been invented and what a monopoly
is sought for, (iii) any drawings referred to in the description’.6 Once a
patent is granted, the owners are empowered to prevent others from using the
protected invention without their authorization.7 The scope of rights under
patent also extends to the ability to prosecute third parties for damages claim
or injunction relief in case of infringement.8 However, patent rights are not
absolute. They remain limited in space, time and content.

Patent law is domestic in nature. The geographic limitation of patent protec-
tion then implies that rights are enforceable only in the country or countries
where protection has been granted.9 A single filing of an international appli-
cation with a receiving office is also possible. In that case, the patent owner
automatically designates contracting states where protection is sought. This
filing procedure is known as international patent application.10 Even in this
latter situation, the enforcement of the rights in each designated country is
still required to patent holders.11

As for the duration, patent rights last only for a definite period of time, with
the global standard being 20 years from the application filing date.12

3TRIPS Agreement Article 27.
4Norrgård 2008.
5Patents Act 1977, s 15(2).
6MacQueen, Waelde and Laurie 2007, p. 396.
7TRIPS Agreement, Article 28(1).
8See Sections 60(1) and 60(2), Patents Act 1977.
9Norrgård 2008.

10See e.g. the international application system under the Patent Cooperation Treaty
(PCT).

11Supra note 9.
12TRIPS Agreement, Article 33.
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It means that the protected subject matter falls into the public domain after
that period and may be commercially exploited without patentee’s autho-
rization.

Patents are finally limited in content because they only protect what is spe-
cified in the claims. It follows that they can only be enforced to the extent
that application has been made.13

2.1.2 Justification for Patent Protection

Four main theories are generally propelled to justify why inventors shall be
granted an exclusive right for their creative activities: the natural law theory,
the contract theory, the incentive theory and the reward theory.14

The natural law arguments were propelled in late 18th century by philoso-
phers such as Locke. He notably argued that men have an automatic natural
right on their ideas just as they do for objects arising from the fruits of their
labour.15

The contract rationale conceptualizes patents as a contract between the in-
ventor and the society since the monopoly is granted in exchange of public
disclosure of the new technology to the extent that enables the person skilled
in the art to which it pertains to reproduce it when needed.16

The incentive theory is based on the idea that the exclusive right granted to
inventors is an incentive for R&D.

Finally, proponents of the reward theory state that patents take the form of
a reward offered to the inventor for its contribution to a new art and scien-
tific progress. Put another way patent represents ‘a form of social contract
between the patentee and the state, whereby the award of a patent monopoly
is given in return for public disclosure of the invention’.17 This theory was
initially propelled by economists such as Smith and Mill, and soon became
the most influential doctrine taking the task of clarifying the patent system
rationale.18

13Norrgård 2008.
14See Machlup 1958. For further discussion and critique of the four theories, see Beier

1970.
15Locke 1952.
16See e.g. Walterscheid 1998, p. 211 or Dutton 1984, p. 8.
17MacQueen, Waelde and Laurie 2007, p. 365.
18See Smith 1805, p. 141; Mill 1965.



CHAPTER 2. PATENTS, ACCESS AND COMPULSORY LICENCES 13

To sum up, it appears that metaphysical and pragmatic justifications explain
why patent rights are granted to inventors. As Keeling brilliantly showed:
‘the moral reason is that inventors, rather than free-riders, should enjoy
the fruits of their intellectual achievements and the pragmatic reasons are
that more will be invented and more inventions will be disclosed if those who
invent and then disclose their inventions are rewarded with an exclusive right
to exploit them’.19 Nowaydays, it is widely recognized that national patent
laws are much more driven by utilitarian considerations than the traditional
moral justifications of the patent system.20

2.1.3 The Patent Monopoly System

Patent ownership consists of a bundle of rights including the right to use
the invention (by the patent holder or a third party through a licence), the
right to exclude others from making, using, selling, offering for sale, selling or
importing the patented product(s)21 and the right to sue when third parties
infringe one of the latter rights. In substance, the right to exclude is an exclu-
sionary right. In economic terms, this takes the form of a monopoly situation
where specific individual or enterprise has sufficient control over a particu-
lar product or service to determine significantly the terms on which other
individuals shall have access to it.22 Overall, the existing patent monopoly
system aims at achieving the economic justifications discussed previously.

2.2 Access to Medicine in International Law

Access to Medicine is part of the right to health. The human right to health
is recognized in various international instruments.23

19Keeling 2003, p. 244.
20See Hestermeyer 2007, p. 29.
21TRIPS Agreement Article 28.1 (a).
22Friedman 2002, p. 208.
23See the Universal Declaration of Human Rights (Article 25.1 which states that ‘Eve-

ryone has the right to a standard of living adequate for the health of himself and of his
family, including food, clothing, housing and medical care and necessary social services’.);
the ICESCR (Article 12.1 which recognizes ‘the right of everyone to the enjoyment of the
highest attainable standard of physical and mental health’); inter alia in the International
Convention on the Elimination of All Forms of Racial Discrimination of 1965 (article 5 (e)
(iv)); the Convention on the Elimination of All Forms of Discrimination against Women
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Access to medicine is part of the right to health, as stated in Article 12 of
the International Convenant on Economic, Social and Cultural Rights (ICE-
SCR). The notion contains four key elements: the availability of medication
in sufficient quantity, their accessibility to everybody, the acceptability of
the treatment with respect to the culture and ethics of the individual, and
an appropriated quality of the medication.24 The accessibility includes the
accessibility of the medication without discrimination, the physical accessi-
bility, the information accessibility about the medication and the economic
accessibility.

With respect to economic accessibility of medication also known as afforda-
bility of the medication, the General Comment No. 14 requires that: ‘health
facilities, goods and services must be affordable for all. Payment for health-
care services, as well as services related to the underlying determinants of
health, has to be based on the principle of equity, ensuring that these services,
whether privately or publicly provided, are affordable for all, including so-
cially disadvantaged groups. Equity demands that poorer households should
not be disproportionately burdened with health expenses as compared to
richer households’.25

Article 12 of ICESCR emphasizes the State obligation to respect the right
of accces to medicine, the obligation to protect and fulfill it. A state is thus
entitled to take appropriate measures to work towards the fulfillment of access
to medicine including legislative, administrative, and budgetary measures.26

A State Party that fails to meet with such obligations prima facie violates
the ICESCR. The violation is also imminent where the state encroaches upon
the right or fails to fulfill a positive duty associated with the right. To justify
its non-compliance to the obligations, a State must ‘demonstrate that every
effort has been made to use all resources that are at its disposition in an
effort to satisfy, as a matter of priority, those minimum obligations’.27

of 1979 (articles 11.1 (f) and 12); or the Convention on the Rights of the Child of 1989
(article 24).

24Committee on Economic, Social and Cultural Rights, General Comment No 14, 2000,
para 12.

25Ibid.
26Koch 2002, p. 32.
27See CESCR 1990, Article 10.
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2.3 Interference between Patents and Access

to Medicine

The cost of developing a new medicine has generally been put forward to
justify pharmaceutical innovators’ right to profits through an exclusive use
of their innovation. However, the problem with the current reward system
under patent monopoly is that it fails to clearly specify whether profits shall
be limited to the sole recovery of the production costs or also extend to the net
benefit of the social value of the innovation and under what conditionalities
the latter shall be achieved. The social value attached to pharmaceutical
products and processes is by far particular to those of other industries since
health products are meant to improve human health and save lifes. Hence the
patent monopoly system seems to function poorly with pharmaceuticals.28

Based on microeconomic theory, this section demonstrates how drug patents
might be problematic to access to medicines in markets of consumers with low
income. An empirical assessment of the theoretical claim will be examined
later in the light of the HIV/AIDS medicines’ prices in sub-Saharan Africa.

2.3.1 Drug Patents, Monopoly Pricing and Affordabil-
ity

Depending on the symmetry of information between the buyer and the seller,
and whether the firm is a price-maker or price-taker, there are four main
models used in microeconomic theory: perfect competition, monopoly, mo-
nopolistic competition, and oligarchy.29 According to Danzon and Towse,
the pharmaceutical industry mostly takes the form of a monopolistic com-
petition.30 This situation mainly relates to the nature of pharmaceutical
products which makes pure monopoly competition from therapeutic substi-
tutes rare and temporary.31 On one hand, the consumed quantity of a new
medication would not surely fall with price increase if consumers are able to
pay for it throughout time. The new drug will still quickly capture the con-
sumers despite relatively high prices, mainly if the therapy has an improved
social value.

28Hollis 2005, p. 4.
29Shelby 2006, p. 9.
30Danzon and Towse 2003, p. 187-188.
31Supra 30, p. 188.
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On the other hand, the consumed quantity of a newly important therapy
would not turn to decrease when the price of existing substitutes fall.32 This
also means that in, all circumstances, consumers do not necessarily benefit
from the presence of competition.33 They would rely on competitive prices if
they cannot afford the prices of the patent holding company which basically
provides the better or effective solution to the suffering. It appears that in
the case of pharmaceuticals where patients normally show no reluctance to
pay dearly for new drugs that would alleviate their sufferings or safe their
lives, the main element to influence the demand curve is rather their income
than the price of substitutes. As such, ‘with approximately uniform prices,
many consumers in low-income countries drop out of the market because the
uniform price is unaffordable’.34 Patients without managed drug coverage or
drug insurance are likely to face access barrier under such conditions. With-
out a marginal cost, the social value of the newly invented therapy cannot be
accessible to the patients who can only rely on first-line products that have
relatively little incremental therapeutic value than second-line drugs.35

This leads to the conclusion that the better the social value of a new medicine,
the higher its demand, the higher right holder’s incentives to increase prices
and therefore the more probable price barrier concerns to occur. For diseases
like HIV/AIDS where newer treatments are needed as the virus affects hu-
man’s defenses, it is obvious that the economic accessibility of newly invented
therapies under proprietary rights may be significantly problematic.

2.3.2 Patents, Price Patterns and Access Characteris-
tics of ARVs in Sub-Saharan Africa

Do patents have an effect on the prices of ARVs sold in SSA, and thereby
interfere with their access? The question has for long been the source of all
forms of extrapolations. They are mainly connected either to the denial of
patent effect in the ARV price increase or the accusation of the patent rules
as the sole explanation of high ARV treatment cost.

To date the prohibitive cost of ARVs in SSA is well-known and documented.

32Danzon and Towse 2003, p. 185.
33Ibid.
34Danzon and Towse 2003, p. 189.
35Supra note 31.
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Since 2003, WHO has been collecting and publishing information on prices
and volumes of transactions in ARVs and other pharmaceutical products in
developing countries (DCs) through the Global Price Reporting Mechanism
(GPRM).36 Similarly it has been possible to isolate the effect of patents on
pricing. A recent empirical study extracted the patent component in ARV
drug pricing in the region by comparing the prices of brand companies with
the ones of generic firms exclusive of taxes, tariffs, and transportation costs.37

Drug donations were excluded from the analysis. The products considered
in the study were the five most dominating drugs in the market including
stavudine (d4T), zidovudine (AZT), lamivudine (3TC), nevirapine (NVP)
and efavirenz (EFV).

The study found out that ARV prices were still significantly high as compared
to per capita GDP and in light of limited local purchasing power.38 It also
indicated that brand prices were on average three times more expensive than
generic prices.39 In addition, ‘first-line drugs provided by generic and brand
companies were at relatively lower prices, whereas second-line drugs were
supplied almost exclusively by brand companies, at relatively higher prices’.40

The two explanations for higher pricing included the lack of competition in
second line drugs (a lack of demand volume) and patent barriers at the
supplier level.41

Therefore, it is obvious that for drugs raising patent questions, voluntary or
non-voluntary licences could be used to foster generic competition. Yet, it is
at that time that the recourse to the TRIPS flexibilities is of crucial relevance
for cutting down prices through local production or importation of generic
versions of branded products.

2.4 The Impact of TRIPS Flexibilities on Ac-

cess to Medicine

Historically, the imposition of minimum standards for patent protection in
the pharmaceutical field has been heavily contested by DCs during the nego-

36See Médecins Sans Frontières (2005). Also see Report WHO 2005a. For deeper infor-
mation visit:<http://www.who.int/hiv/amds/gprm/en/>;

37See Chien 2007.
38See also Vasan et al. 2006
39USD 277/patient yr brand price vs. USD114/ patient yr generic price.
40Chien 2007.
41Ibid.
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tiation process of the TRIPS Agreement. This section will briefly go back to
the context of institutionalization of the TRIPS Agreement flexibilities, in-
cluding an overview of a typology of the flexibilities. A substantial discussion
of compulsory licences as dealt with in TRIPS will follow thereafter.

2.4.1 Context of Genesis of TRIPS and Flexibilities

With the inclusion of IP into the international trading, a backdrop of growing
concern on the differences and inadequacies in IPR systems was noticeable
worldwide.42 Criticisms were particularly obvious in DCs and least-developed
Countries (LDCs) by late 1970s and early 1980s.43 As observed by Hester-
meyer, DCs strongly objected to the negotiation of substantive IP standards
in the General Agreement on Tariffs and Trade (GATT).44 They also de-
manded for a ‘New International Economic Order’ including greater access
to technology under the auspices of the World Intellectual Property Organi-
zation (WIPO). In contrast, industrialized countries, particularly the United
States of America (USA) and Japan wanted to negotiate a comprehensive
agreement on IP standards.45 It was largely argued that in the advent of the
knowledge-based economy, the inclusion of IP protection into the interna-
tional trade system was a prerequisite to mainstream the benefits bargained
for in the GATT, and that of the forthcoming WTO system. Yet, negotia-
tions within the WTO context gave DCs the possibility to offer concessions
with developed countries in the trade arena in return for obtaining an agree-
ment on IP protection.46 Concessions concerned increased market access,
special attention to developing countries concerns and notably transition ar-
rangements, concessions on agricultural export subsidies from Europe as well
as promises to refrain from unilateral measures from the USA.47

42UNCTAD 2004.
43Ibid.
44The GATT was created after the World War II in 1947 as part of an effort to-

wards economic recovery with the objective to reduce tariffs and other international
trade barriers in order to prevent the world from falling back into protectionism. See
<http://en.wikipedia.org/wiki/General_Agreement_on_Tariffs_and_Trade>.

45Hestermeyer 2007.
46Ibid.
47Hestermeyer 2007, pp. 46-47. For further discussion on the concessions promised to

developing countries, see Abbott 1996, p. 228; or Correa 2000b (who emphasizes on the
fact that no concessions were granted to DCs).
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In 1982, the negotiations came to an end mostly because of competing de-
mands concerning compulsory licensing. They convinced ‘industry interests
that they would not succeed in solving what they regarded as the “intellec-
tual property problem” at WIPO48 which further led to a refocusing of IPR
efforts towards the GATT’.49

When GATT members committed themselves to meet in the Uruguay Round
their goal is to adopt a set of universal standards of protection. The negotia-
tions came to an end on 15 April 1994 and the Marrakesh agreement esta-
blishing the WTO, also known as WTO Agreement was signed. On 1 January
1995, the TRIPS Agreement and other WTO agreements entered into force.
As one of the most important IP instruments, TRIPS sets minimum stan-
dards for IP protection. The core basis for its adoption is that ‘the protection
and enforcement of IPRs should contribute to the promotion of technologi-
cal innovation and to the transfer and dissemination of technology, to the
mutual advantage of producers and users of technological knowledge and in
a manner conducive to social, and to a balance of rights and obligations’.50

With respect to pharmaceuticals, this means that IPRs must be balanced
with public policy objectives such as the protection of public health inclu-
ding establishing an industrial base in the pharmaceutical sector and taking
measures to specifically address R&D for diseases that predominantly affect
DCs.51 In order to attain these goals, though the TRIPS Agreement obliges
all WTO Members to provide patent protection on pharmaceutical products,
it also provides them with mechanisms to deal with potential conflicts that
may arise from such protection.52

Firstly, the TRIPS Agreement allows WTO Members to formulate, amend
laws, regulations and adopt measures necessary for the protection of pu-blic
health and nutrition. In addition, it encourages the ‘promotion of the public
interest in sectors of vital importance to their socio-economic and techno-
logical development, provided that such measures are consistent with the
provisions contained in the Agreement’.53 Secondly, the TRIPS Agreement
provides flexibility for governments to fine tune the protection granted in
order to meet social goals.

48Obviously, the concessions highlighted above could not be met under the auspices of
WIPO that is not empowered to deal with such issues.

49Hestermeyer 2007.
50TRIPS Agreement Article 7.
51Musungu 2008, p. 429.
52But see transitional periods with respect to patent protection for LCDs at Articles 65

and 66 of the TRIPS Agreement.
53TRIPS Agreement Article 8 (1).
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It authorizes members to adopt appropriate measures to prevent the abuse
of IPRs by right holders or the resort to practices which unreasonably res-
train trade or adversely affect the international transfer of technology. Put
another way, any member may, among several other public policy objectives,
prevent abuse of the exclusive rights conferred by patents by using any of the
flexibilities available and thereby improve its needs to affordable medicines
under patent. The flexibilities available in the Agreement include: paral-
lel imports,54 government use and ex-officio licenses,55 limited exceptions
(i.e. early working Bolar exception and research exemption),56 revocation of
patents,57 test data protection,58 and compulsory licenses.59

2.4.2 Compulsory Licences under the TRIPS Agree-
ment

2.4.2.1 Compulsory Licences Pre-TRIPS

Compulsory licences in international law are not a new phenomenon. Their
first recognition in legal statuses could be traced in the United Kingdom
Statute of Monopolies of 1623.60 In the late nineteenth century, compulsory
licensing provisions were used for instance as a compromise between countries
that preferred to have patents revoked in cases of non-working, and other
nations that were less keen to interfere with the freedom of patent holders
to set up manufacturing facilities where they pleased.61 However, it is in the
context of the Paris Convention for the protection of industrial property of
1883, that the notion will acquire its contemporary meaning. Article 5A (2)
of the Paris Convention limits the grant of CLs only to the failure to work a
patent.

54TRIPS Agreement Article 6.
55See TRIPS Agreement Article 31. It is important to note that government use and

compulsory licensing in the TRIPS Agreement are dealt with in one single provision and
therein literally mean the same thing.

56TRIPS Agreement Article 30.
57TRIPS Agreement Article 32.
58TRIPS Agreement Article 39.
59TRIPS Agreement Article 31.
60Correa 1999.
61Dutfield 2008, p. 107.
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The limitation on non-working certainly explains why the Convention has
not been widely used for the purposes of enabling access to medicines in the
past.62 Neverthess the Convention does not prohibit the grant of CLs for
other grounds.63

2.4.2.2 The TRIPS Agreement and Compulsory Licences

Compulsory licences are dealt with in Article 31 of the TRIPS Agreement.64

The provision determines the grounds and conditions under which the flexi-
bility should be utilized as well as the scope of the rights under CLs.

Grounds for the Grant of Compulsory Licences TRIPS does not set
any explicit limitation of the permissible grounds for the issuance of CLs,
except for semi-conductor technology where they can only be used for public
non-commercial use or to remedy an anti-competitive practice. From the
wording of Article 31 of the TRIPS Agreement, WTO members are free to
determine several reasons as specified in their national laws for the grant of
CLs for pharmaceutical patents.

The only exception is for members who opt out of the system or those who
designate that they will use the system for limited purposes. Some of the
grounds invoked in the Agreement respectively include anti-competitive prac-
tices, dependant patents, national emergency or other circumstances of ex-
treme urgency, public non-commercial and the refusal to deal. Other common
grounds that may be relevant for pharmaceutical patents include the public
interest in the patent invention, an insufficient supply of the patented pro-
duct, new diseases, or the refusal of the patentee to either work or license the
patent.65 The direct implication of such broad permissibility for the access to
medicine is that a public health reason may be undertaken to address a num-
ber of situations including high prices of medicines, anti-competitive prac-
tices by pharmaceutical companies, failure by pharmaceutical patent holders
to sufficiently supply the market with needed medicines. This has often led to
the view that TRIPS is highly a supportive instrument for CLs, and thereby
access to medicine.

62Paas 2009.
63WIPO 1997, 173ff.
64cf Annex 1
65Hestermeyer 2007, p. 244.
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Conditions The conditions for the issuance of a CL in the TRIPS Agree-
ment include: authorization for the grant of the CL on individual merits,
prior negotiations of a voluntary license with the patent holder, and the
requirement for compensation of the patentee.

(a) Authorization on Individual Merits The grant of CLs is not an
automation act. The authorization to issue a CL must be assessed on a
case-to-case basis beforehand. Such requirement remains irreversible even in
cases of national emergency or extreme urgency.

(b) Unsuccessful Prior Negotiations for a Voluntary License Com-
pulsory licences can only be granted if there is proof that the patent holder
has failed to respond to prior efforts to obtain a voluntary licence on ‘rea-
sonable commercial terms and conditions’ and ‘within a reasonable period
of time’ initiated by the proposed beneficiary. This requirement is waived in
three specific circumstances: where there is a national emergency or other
circumstance of extreme urgency, in cases of public non-commercial use, and
in cases of anti-competitive practices. Of all those waivers on prior negotia-
tions, some commentators have argued that the public non-commercial use
waiver is much more attractive. This is true since the labeling of a country
as being in a situation of national emergency or extreme urgency may in-
evitably have an effect on potential investors and tourists. In contrast the
public non-commercial use option has the potential of revealing straightfor-
ward the intended purpose of the CL.66 It shall be noted that even where the
requirement of prior negotiation is waived, the intended beneficiary is still
required to notify the patent holder on its intention to issue CL (but only
sometimes for public non-commercial use) ‘as soon as reasonably practicable’.
The reasonable practicability will depend on the circumstances of the case
and does not necessarily precede the grant of the licence.

(c) Adequate remuneration Following the grant of a compulsory li-
cence, the granting authority must ensure that the patentee receives an ade-
quate remuneration depending on the economic value of the authorization.
However, the determination of the royalty rate payable shall not necessarily
depend on this value.67

66Hestermeyer, p. 246.
67For a discussion on the factors to be taken into consideration when assessing the

adequacy of remuneration, see ICTSD and UNCTAD 2002.
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A judicial review or other independent review by a distinct higher authority
of the country is entitled to monitor these compensation matters including
any decision relating to the authorization of such licences.

Scope of the Rights under Compulsory Licences Once granted,
the compulsory licence shall be limited to the purpose that has led to its
grant. Moreover the rights granted to the beneficiary are non-exclusive, non-
transferable, and meant to be exploited only in the territory in which it has
been authorized for use.

(a) Limitation to the Purpose Compulsory licence shall be limited
to the purpose for which it was granted. Therefore, the rights under the
authorization are due as soon as the circumstances that led to the grant
terminate.

(b) Non-exclusivity and Non-assignability Compulsory licence is a
non-exclusive act. This means that the patent holder still owns traditional
patent rights on the invention. Furthermore, the right conferred under CLs
is non-assignable as the beneficiary can not transfer the rights for local pro-
duction or importion under the CL to a third party or government.

(c) Territoriality and the Problem of Compulsory licences being
limited “to supply the Domestic Market” As per the TRIPS Agree-
ment, compulsory licensing should only be authorized ‘predominantly for the
supply of the domestic market of the member authorizing such use’.68 Tech-
nically, countries without domestic production capacity of medicines cannot
fully use CLs under Article 31 (f) nor can those countries having such capaci-
ty easily export. This limitation to domestic market may deeply affect any
efforts to increase supply of affordable medicines since the non-predominant
portion may not be sufficient to meet all the needs of countries importing.69

It is worth remembering that paragraph f was already a particular point of
contention during enactment of TRIPS especially for DCs concerned with
providing ARVs as it was felt that the inclusion of the predominant supply
of domestic market clause would penalize the poorest countries that were
already struggling to roll out HIV treatment.

68TRIPS Agreement Article 31 (f).
69Avafia 2009a.
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By the beginning of the new millennium, the problem posed by Article 31 (f)
would be the subject of an international discussion with regard to the possibi-
lity of a facilitation at various forums including the fourth WTO Ministerial
Conference at Doha (20 November 2001), the Ministerial Conference to the
Council for TRIPS on paragraph 6 (30 August 2003), and ongoing negotia-
tions on the amendment of Article 31bis. The next chapter will explore the
content of the international discussions and the resulting norms on the matter
and their relevance to attempts to overcome prohibitive pricing.



Chapter 3

COMPULSORY LICENSING
FOR MEDICINES

This chapter describes the framework for issuing compulsory licensing for
access to medicines in contemporary international law. Since debates on
access to medicines has spilled over from the WHO to the WTO, the analysis
in the chapter will both include the WTO legal framework (3.1) and WHO
perspectives on the question (3.2).

3.1 The WTO Framework

This section discusses how the WTO has managed the question of produc-
tion of pharmaceutical products for export as of 2005. The legal and political
remedy can be found in three important decisions: the 2001 Doha Declara-
tion on TRIPS and Public Health, the 2003 Decision on the Implementation
of Paragraph 6 of the Doha Declaration, and the Protocol Amending the
TRIPS Agreement. The section will analyze the legal statuses and mecha-
nisms brought by each decision on the matter.

3.1.1 The Doha Declaration

The Declaration on the TRIPS Agreement and Public Health of 14 November
2001 (hereinafter ‘Doha Declaration’) was adopted in a consensus decision.

25
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It originated from the need to accommodate the right to access to medicine
in the WTO order. Three main factors worked in favour of the adoption
of the Declaration: the ongoing trade disputes between developed countries
and DCs that tried to bring the price of medicines down, the international
awareness to the devastating effects of the AIDS crisis in the developing
world and the consequences of aggressive patent enforcement of AIDS drugs
on local generic manufacturers.1

3.1.1.1 Content of the Declaration

The Doha declaration is composed of seven paragraphs. The first four para-
graphs deal with the scope, background and principles of the Declaration.
Paragraph One recognizes the gravity of public health pandemics such as the
HIV/AIDS, tuberculosis and malaria affecting DCs and LDCs. The need to
address these problems is reaffirmed in Paragraph Two. Emphasizing that IP
is necessary for developing new medicines, Paragraph Three also recognizes
the link between patents and high medicines prices and the difficulties this
creates for DCs. The wording of Paragraph Four which is of particular inter-
est as it defines the relationship between the TRIPS Agreement and public
health (access to medicines) runs as follows:

‘We agree that the TRIPS Agreement does not and should not prevent Mem-
bers from taking measures to protect public health. Accordingly, while reite-
rating our commitment to the TRIPS Agreement, we affirm that the Agree-
ment can and should be interpreted and implemented in a manner supportive
of WTO Members’ right to protect public health and, in particular, to pro-
mote access to medicines for all. In this connection, we reaffirm the right of
WTO Members to use, to the full, the provisions in the TRIPS Agreement,
which provide flexibility for this purpose’.2

Some commentators have argued that the provision of Paragraph Four shall
be regarded as setting a compromise between DCs’ hope for a statement gi-
ving preference to health concerns over IPRs and developed country members
position that the TRIPS Agreement rather advances than impedes public
health.3

1‘t Hoen 2009, 19ff.
2Paragraph 4 of the Doha Declaration.
3See e.g. ‘t Hoen 2002, p.40.
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The three last paragraphs deal with substantive issues touching on the scope
and the interpretation of flexibilities. In this regard, Paragraph 5(b) both
recognizes compulsory licensing as a key tool for DCs to limit the exclu-
sive rights of patent holders and as alternate sources of medicines through
local production or importation.4 Paragraph Six deserves a special atten-
tion as it approaches the important issue of production for export under a
CL. It is therefore separately examined in the subsection below. Paragraph
Seven deals with the question of transitional period for LDCs with regard to
the implementation of pharmaceutical patent products and the protection of
undisclosed test data. This period was extended in 2002 until 2016, at least
as a result from the Doha Declaration.5

3.1.1.2 The Special Paragraph 6 Provision on Production for Ex-
port under a Compulsory License

As seen previously, TRIPS requires that the production under a CL must
be ‘predominantly for the supply of the domestic market’ (Article 31f). The
main problem raised by Article 31f is whether sources of supply from generic
producers, especially in poorer countries would be available in cases where
the needed drug was patent-protected in those countries. The provision may
seriously limit the quantity of products that can be produced for export and
render local production of a drug uneconomical for a WTO member, even
if the production was legally permissible under the CL.6 Though, no solu-
tion was addressed during the ministerial conference, the Contracting Parties
recognized the problem of countries with insufficient or no manufacturing ca-
pacities in the pharmaceutical sector in making effective use of CL under the
provision of the TRIPS Agreement. They called for an ‘expeditious’ solution
by stating:

‘We recognize that WTO Members with insufficient or no manufacturing ca-
pacities in the pharmaceutical sector could face difficulties in making effective
use of compulsory licensing under the TRIPS Agreement. We instruct the
Council for TRIPS to find an expeditious solution to this problem and to
report to the General Council before the end of 2002’.7

4‘t Hoen 2002, p. 34.
5Council for TRIPS, Extension of the Transition Period under Article 66.1 of the TRIPS

Agreement for Least- Developed Country Members for Certain Obligations with Respect
to Pharmaceutical Products, IP/C/25 (1 July 2002).

6‘t Hoen 2002, p. 35.
7Paragraph 6 of the Doha Declaration.
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Almost two years later, a solution was reached in the form of the Decision
on the implementation of Paragraph 6.

3.1.2 The Decision on the Implementation of Para-
graph 6

The Decision on the Implementation of Paragraph 6 of the Doha Declaration
on the TRIPS Agreement and Public Health was adopted on the 30 August
2003 (hereinafter the "30th August Decision" or "2003 Decision").8 It takes
the form of the final solution to the way WTO Members lacking manufac-
turing capacity for pharmaceuticals would make use of compulsory licensing.
Subsequent work in the TRIPS council prepared the ground for the adoption
of what is known as the "Paragraph 6 System" (hence the reference to the
paragraph 6 problem) which basically introduces a set of derogations, subject
to certain conditions. For better comprehension of the system, the following
issues will be described respectively: the waivers contained in the Decision,
the conditions applying to the use of the system, the additional provisions
against trade diversion and the Chairman’s statement.9

3.1.2.1 Waivers under the Paragraph 6 system

The Paragraph 6 System establishes three distinct derogations from the obli-
gations set out in Article 31 with respect to pharmaceutical products, subject
to certain conditions. They concern paragraphs (f) and (h) of Article 31.

Waiver of Article 31(f) Two modifications of Article 31(f) are intro-
duced under the system.

8General Council, Implementation of Paragraph 6 of the Doha Declaration on the
TRIPS Agreement and Public Health. Decision of 30 August 2003, WT/L/540 (2 Septem-
ber 2003).

9With regard to the complexity of the paragraph 6 system, I owe a special thanks to the
counselor of the WTO intellectual property division, Ms. Jayashree Watal, for providing a
better comprehension of the Decision and supportive materials that have made it possible
to set up the framework provided in this section.
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They are meant to address a public health problem in the importing country,
and a legal problem in the exporting country.10 The first waiver enables the
grant of a CL for the supply of the non-predominant market. The second
one facilitates the export and re-export of pharmaceuticals under CLs within
regional trade agreements (RTAs).

(a) Permissibility for Production and Export under CLs Regard-
less the fulfillment of the non-predominant market supply requirement, the
Decision waives the obligation of exporting country to grant a CL ‘predomi-
nantly for the supply of the domestic market’.11 It means that the obligation
does not apply anymore to the extent necessary as to enable a Member State
that does not have sufficient capacity to manufacture pharmaceutical pro-
ducts or to export them from abroad. The derogation is however subject to
certain conditions to ensure transparency in the operation of the system and
that only countries with domestic capacity import under the Decision. It
also provides for safeguards against the diversion of products to markets for
which they are not intended.12

(b) Permissibility to Export and Re-export using CLs within RTA
The second waiver applicable to Article 31 (f) is meant to facilitate export

and re-export of products manufactured under a CL between member states
of a RTA, at least half of whom are LDCs.13 A DC or LDC is not bound
by the obligation under Article 31 (f) to the extent that it belongs to a RTA
that meets three specific conditions. The first condition is that, the RTA
shall comply with GATT Article XXIV and the Decision of 28 November
1979 on Differential and More Favourable Treatment Reciprocity and Fuller
Participation of Developing Countries. The second condition is that, at least
half of its members, shall be LDCs listed as such by the United Nations.
Finally, both exporting and importing countries willing to supply under CL
in the RTA context must share the same public health problem. The purpose
of the RTA derogation was to respond to concerns expressed by some DCs
including African countries about not being individually viable markets for
attracting generic industries.

10Watal 2007.
11See Paragraph 2 of the Decision of the General Council 2003.
12See subsection 3.1.2.2 below.
13Paragraph 6 of the 2003 Decision.
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It was thus established as a solution to the problem of economies of scale
in those countries with the purposes of enhancing purchasing power and
facilitating the local production of pharmaceutical products.14 While the
derogation facilitates export from one RTA member to another, it does not
exclude the need to grant a CL for importation of medicines into an RTA
member if the medicine in question is patent-protected in the territory of
that member. This is the logical consequence of the territorial application of
national patents in the absence of regional patents. This aspect is also reco-
gnized by the Paragraph 6 System which explicitly calls for the promotion
of regional patents systems.

Waiver of Article 31(h) Where the needed medicines are under patent in
both importing and exporting countries, two CLs need to be granted. From
the wording of Article 31 (h), it is deemed that adequate remuneration of
the right holder would normally be paid by both countries.15 The Decision
waives this basic rule by determining the payment of the remuneration to the
sole responsability of the exporting member. The main purpose is to avoid
double remuneration of the right holder. In such case, the relevant economic
value to be paid is however calculated on the basis of the economic value of
the use of CL in the importing Member.

3.1.2.2 Specific Scenarios for the New Rules to Apply

The waiver of Article 31 is meant to be used under specific circumstances. In
this regard, four scenarios may be considered depending on the patent situa-
tion of the pharmaceutical product in the importing and exporting countries.
First, if the product is under patent in both exporting and importing coun-
tries, the new rules apply and both countries grant CLs. Second, if the
product is only patented in the exporting member, the new rules are used
only in the exporting country which has to grant a CL. Third, in a situation
where product is only patented in the importing country, the new rules can
not be used and the only option left to the importing country is the grant
of a “regular” compulsory licence (Article 31f) for import. Finally, if the
product is not patented in both countries, paragraph 6 system is not useful
and the regular import from any manufacturer is thus possible.

14See e.g Vandoren and Van Eeckhaute 2003, p. 790; Watal 2007.
15Paragraph 3 of the Decision.
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Conditions Applying to the Use of Article 31(f) Waiver To bene-
fit from the waiver, there are certain specific conditions that both importing
and exporting members need to respect relative to the product scope, the
eligibility for using the system and notifications on the intention to use it.

(a) Product Scope The system covers ‘any patented product or pro-
duct manufactured through a patented process, of the pharmaceutical sector
needed to address the public health problems as recognized in paragraph 1 of
the Doha Declaration. It is understood that active ingredients necessary for
its manufacture and diagnostic kits needed for its use would be included’.16

(b) Country Scope Another condition concerns the eligibility for using
the Decision either as importer or exporter.

- Eligible importing Members Under the Decision, two categories of
members qualify as eligible importing countries. The first category is LDCs
which are automatically recognized as eligible to import under the waiver.
The second category includes any other Member that notifies the Council
for TRIPS of its intention to use the system. This is a one-time notification
that can be made at any time, including together with the first detailed
notification regarding specific needs. It is worth mentioning that a group
of members has already agreed to a full opt-out of the system and can not
therefore import under it.17 Others, in contrast, have made a partial opt-out
from using the system as importers and can therefore only import in cases
of national emergency or other circumstances of extreme urgency.18 Finally,
non-WTO countries can not benefit from the derogations established under
the Paragraph 6 System.

- Exporting Members No restriction applies to the eligibility of members
as exporting countries.19

16Paragraph 1(a) of the 2003 Decision.
17Non-eligible importers include Australia, Austria, Belgium, Canada, the Czech Re-

public, Cyprus, Denmark, Estonia, Finland, France, Germany, Hungary, Iceland, Ireland,
Italy, Japan, Latvia, Lithuania, Luxembourg, Malta, The Netherlands, New Zealand,
Norway, Poland, Portugal, the Slovak Republic, Slovenia, Spain, Sweden, Switzerland, the
United Kingdom and the United States.

18 Hong Kong, China, Israel, Korea, Kuwait, Macao, Mexico, Qatar, Singapore, Chinese
Taipei, Turkey, and the United Arab Emirates.

19Paragraph 1(b) of the Decision.
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(c) Notifications Notifications by both importing and exporting mem-
bers are required as a premise for the use of the Paragraph 6 System.

- Notification by Importing Member The eligible importing Member
intending to use the system shall make ‘a notification to the Council for
TRIPS, that:

(i) specifies the names and expected quantities of the product(s) needed;

(ii) confirms that the eligible importing Member in question, other than a
least developed country Member, has established that it has insufficient or
no manufacturing capacities in the pharmaceutical sector for the product(s)
in question in one of the ways set out in the Annex to this Decision; and

(iii) confirms that, where a pharmaceutical product is patented in its terri-
tory, it has granted or intends to grant a compulsory licence in accordance
with Article 31 of the TRIPS Agreement and the provisions of this Deci-
sion’.20

- Notification by Exporting Member A member intending to use the
system as exporter ‘shall notify the Council for TRIPS of:

- the grant of the licence, including the conditions attached to it;

- the information provided shall include the name and address of the licensee,
the product(s) for which the licence has been granted, the quantity(ies) for
which it has been granted, the country(ies) to which the product(s) is (are)
to be supplied and the duration of the licence;

- the notification shall also indicate the address of the website referred to in
subparagraph (b)(iii)’.21

Under subparagraph (b)(iii), the licensee shall post on a website22 the quan-
tities being supplied to each destination and the distinguishing features of
the product(s) before shipment.

20Paragraph 2 (a) of the 30 August Decision 2003.
21Paragraph 2 (c) of the 30 August Decision 2003.
22The website in question is available online at.

<http://www.wto.org/english/tratop_e/trips_e/public_health_notif_import_e.htm>,
last visited July 21 2010.
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Safeguards against Diversion During the preparatory work leading to
the establishment of the Paragraph 6 System, concerns arose with regard to
potential risk of diversion of pharmaceutical products to be manufactured
under the system.23 With a view to ensuring that such products are used for
public health purposes underlying their importation into the eligible member,
specific safeguards against diversion were included in addition to the provi-
sions ensuring the transparency for the operation of the system and those
establishing the notification requirements discussed previously.24 Hence, ex-
porting Members are required to attach a set of conditions to their CL. First,
only the amount necessary to meet the needs of the eligible importing Mem-
ber can be manufactured under the licence. Second, the entirety of the pro-
duction must be exported to the Member which has notified its needs to the
TRIPS Council. Finally, ‘products produced under the licence shall be clearly
identified as being produced under the system...through specific labelling or
marking. Suppliers should distinguish such products through special pack-
aging and/or special colouring/shaping of the products themselves, provided
that such distinction is feasible and does not have a significant impact on
price’.25 In their turn, importing Members shall take measures to prevent
the re-exportation of the products concerned. Several qualifiers apply to this
requirement. Firstly, measures must be reasonable within the means of the
member concerned and proportionate to its administrative capacities and to
the risk of trade diversion. Secondly, members are required to implement
enforcement measures to avoid importation and sale of products produced
under the system.26 The right holder must be aware of the those procedures.

Chairman’s Statement The 2003 Decision, and the 2005 Protocol were
both adopted in the light of the General Council Chairman’s statement.
The statement was meant ‘to respond to the concerns of those who feared
that the Decision was too open-ended and might be abused in a way that
would undermine the benefits of the patent system’.27 To achieve this, ‘the
statement firstly recognizes that the system should be used in good faith to
protect public health28 and expect in regard to the RTA provision, should
not be an instrument to pursue industrial or commercial policy objectives.

23Watal, personal communication, 16 March 2010.
24Supra note 23.
25Paragraph 2 (b)(iii) 2003 Decision.
26See 2003 Decision, Para. 4.
27Supra note 23.
28This requirement is of crucial importance since the non-application of non-violation

complaints can constitute a prejudice for the overall applicability of the system. See the
General Council Decision WT/L/641 of 6 December 2005.
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Secondly, it addresses the concerns expressed relating to the risk of diversion
by establishing that all reasonable measures should be taken to avoid diver-
sion of the medicines from the markets for which they were produced. Finally,
it sets out ways in which any differences arising from the implementation of
the system can be settled expeditiously and adequately’.29 The statement
also indicates that thirty-three (33) developed countries have agreed to opt-
out of the system as importers and that eleven (11) other members have
agreed to use the system, as importers, only in situations of national emer-
gency urgency.30

3.1.3 The Protocol Amending the TRIPS Agreement

As far as the waivers contained in the 30 August Decision are of a transitional
nature, paragraph 11 highlights that ‘the TRIPS Council shall initiate by the
end of 2003 work on the preparation of an amendment to the TRIPS Agree-
ment with a view to its adoption within six months, on the understanding
that the amendment will be based, where appropriate, on this decision . . . ’.31

On 6 December 2005, an agreement on the amendment was reached when
the General Council adopted a Protocol Amending the TRIPS Agreement.32

It was submitted to Members for acceptance and requires acceptance by two
thirds of the Members to enter into force.33

3.1.3.1 Content of the Protocol

The 2005 Protocol closely tracks the text of the 2003 Decision. No substan-
tive changes were made to the original Paragraph 6 System implemented
by the waiver Decision of 2003. The amendment inserts the three following
elements into the TRIPS Agreement: a new Article 31bis, an annex set-
ting out the terms and the conditions for the use of additional flexibilities

29Ibid.
30Watal 2007.
31Paragraph 11 of the 30 August Decision 2003.
32Decision of the General Council in document WT/L/641, adopted pur-

suant to paragraph 1 of Article X of the Marrakesh Agreement Establish-
ing the World Trade Organization (“the WTO Agreement”). Available at:
<http://www.wto.org/english/tratop_e/trips_e/wtl641_e.htm>.

33The list of countries that have already notified their acceptance to the WTO is availa-
ble online at: <http://www.wto.org/english/tratop_e/trips_e/amendment_e.htm>.
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and an appendix to the annex dealing with the assessment of manufacturing
capacities.

The new Article 31bis (after Article 31 of the TRIPS Agreement) reiterates
the non-application of non-violation complaints against measures taken in
the conformity of the system and the need for the existing TRIPS flexibili-
ties to be preserved. It introduces two additional flexibilities in subsections
1 and 2. Article 31bis.1 exempts exporting members from complying with
Article 31(f) TRIPS when granting a CL to the extent necessary for the
purposes of production of a pharmaceutical product(s) and its export to
an eligible importing member. These undertakings shall be in accordance
with the conditions set out in paragraph 2 of the Annex to this Agreement.
Article 31bis.2 restates Article 31(h) waiver rule contained in the Decision
under which the patent holder receives only compensation from the exporting
Member where both exporters and importers have to grant CLs for the export
of a product. Article 31bis.3 transposes the waiver of Article 31(f) within
the RTA.

3.1.3.2 Implication of a future Amendment

The waivers provisions under the 2003 Decision remain applicable until en-
try into force of amendment upon acceptance by two thirds of membership.34

Given that the content of the August 2003 Decision and the proposed amend-
ment of the TRIPS Agreement is the same, the substance of the legal regime
applying to members will remain the same, whether they have accepted the
protocol or not.

3.2 WHO Perspectives

The input of the World Health Organization (WHO) on pharmaceuticals and
trade moves in a relatively straight line with WTO legal remedies. However,
it mainly consists of policy guidance and information on IP and health to
countries for monitoring and analyzing the effects of the TRIPS Agreement
on access to medicines.35 These policies are clearly stated in WHO commis-
sion report on IPRs, Innovation Health and IP, its global strategy and action
plan on the issue and its perspectives on access to drugs.

34Watal 2007.
35WHO 2001.
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3.2.1 WHO Recommendations on Public Health, In-
novation and IP

The Commission on Intellectual Property Rights, Innovation and Public
Health (CIPIH) was created in 2003 by the World Health Assembly (WHA)
as a time-limited body in order to:

‘. . . collect data and proposals from the different actors involved and produce
an analysis of intellectual property rights, innovation, and public health, in-
cluding the question of appropriate funding and incentive mechanisms for
the creation of new medicines and other products against diseases that dis-
proportionately affect developing countries. . . ’.36

In 2006, CIPIH launched a report that sets up recommendations on how
WHO member states shall approach the interfaces between IPR, innovation
and public health in the light of current evidence. The report also examines
in depth how to stimulate the creation of new medicines and other products
for di-seases that mainly affect DCs.37 IPRs are important for innovation rel-
evant to public health and are one factor for access to medicines. But neither
innovation nor access depends on just IPRs. The work of the Commission
focuses on the intersections between IPRs, innovation and public health.
However, the report emphasizes that countries should provide in their legis-
lation powers to use compulsory licensing, in accordance with the TRIPS
Agreement, where this power might be useful as one of the means available
to promote, inter alia, research that is directly relevant to the specific health
problems of DCs.

3.2.2 Global Strategy and Plan of Action on Public
Health, Innovation, and IP

The current WHO Global Strategy and Plan of Action on Public Health, In-
novation, and IP (GSPOA) is the result of a long process that began in 1996.
By then, concerns about the consequences of globalization and international
trade agreements with respect to drug access had become predominant in
the WHA.38

36CIPIH 2006.
37Ibid.
38‘t Hoen 2003, p. 48.
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Since 1999, four WHA resolutions have given WHO the mandate to assist
member states to develop medicines and health policies related to interna-
tional trade agreements. They also empower WHO to monitor, analyze,
study and report on health implications of international trade agreements.
Finally, the resolutions entitle WHO to produce an analysis of IPRs, innova-
tion and public health, including appropriate funding and incentive mecha-
nisms for the creation of new medicines and to encourage that bilateral trade
agreements (BITs) take into account the flexibilities in the TRIPS Agree-
ment.39

In 2001, the WHA also adopted two resolutions that focus on the debate over
TRIPS. The resolutions emphasize the need to strengthen policies to increase
the availability of generic drugs and the need to evaluate the impact of TRIPS
on access to drugs, local manufacturing capacity and the development of new
drugs. In 2003, an Intergovernmental Working Group (IGWG) was created to
elaborate the WHO strategy and an action plan on public health, innovation
and IP strategy. In 2008, the Sixty-first World Health Assembly adopted the
Resolution WHA 61.21 that sets up the GSPOA.40 The GSPOA is comprised
of eight elements designed to promote innovation, build capacity, improve
access and mobilize resources. The strategy recommends WHO to play a
strategic role in the relationship between public health and innovation and
IP within its mandate. To achieve this principle, member states endorsed by
consensus a strategy that promotes new thinking in innovation and access
to medicines. The strategy also aims at encouraging needs-driven research
to target diseases that disproportionately affect people in DCs rather than
purely market-driven research.41

3.2.3 WHO Perspectives on Access to Drugs

The WHO Access Framework sets out the key actions required by DC govern-
ments and others to address access to medicines. This Access framework is
summarized by the following points:42

• use available and impartial information on prices;

39WIPO 2010, p. 104-105
40World Health Assembly, Global Strategy and Plan of Action on Public Health, Inno-

vation and Intellectual Property, Resolution WHA 61.21 (May 24, 2008).
41<http://www.who.int/phi/implementation/phi_globstat_action/en/index.html>,

accessed September 20, 2010.
42WHO 2000a.
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• allow price competition in the local market;

• promote bulk procurement;

• implement generics policies;

• negotiate equitable pricing for newer essential medicines for priority
diseases;

• undertake price negotiation for newly registered essential medicines;

• eliminate duties, tariffs and taxes on essential medicines;

• reduce mark-ups through more efficient distribution and dispensing sys-
tems;

• encourage local production of essential medicines of assured quality
when appropriate and feasible;

• include WTO/TRIPS compatible safeguards in national legislation and
apply them as appropriate.

As of access to drugs using the WTO/TRIPS safeguards, WHO policies aim
to:

• addres the legal and political framework suitable for developing coun-
tries;

• address the gaps relative to funding, tools, and implementation; and

• train and enhance capacity in those countries.

WHO has so far been involved in the following key areas:

• the introduction of a public health perspective into the IP protection
regime;

• the use of the flexibilities permitted by the TRIPS Agreement in the
revision of national laws and regulations;

• the implementation of the WTO Doha Declaration, the caution with
“TRIPS-plus” provisions; and

• the monitoring of the public health impact of new trade agreements.



Chapter 4

IMPLEMENTATION IN
SUB-SAHARA AFRICA

This chapter takes onto the task of examining closely how SSA countries
have dealt with the flexibility at legislative (4.1) and empirical (4.2) levels.

4.1 General Features of the African Model

Legislation on Compulsory Licences

The domestic legislation of most countries in the SSA has provided patent
protection for pharmaceutical products and CLs on public health grounds ei-
ther through the African Regional Intellectual Property Organization (ARIPO)
or the Organisation Africaine pour la Propriété Intellectuelle (OAPI) and of-
ten by individual states.

4.1.1 ARIPO

The 1982 Harare Protocol is the regional patent law in force in ARIPO. For
a need of clarity, a brief background on the ARIPO system and the Lusaka
Agreement will be first presented. The examination of how the Agreement
deals with CLs will be considered afterwards.

39
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4.1.1.1 Background

The African English-speaking regional IP system, also known as ARIPO, was
the result of countries’ request for pooling resources towards the creation
of a regional body responsible for industrial property by 1970. In 1973,
the United Nations Economic Commission for Africa and WIPO res-ponded
to the request after several meetings held at the UNECA headquarters in
Addis Ababa. A draft agreement on the creation of the Industrial Property
Organization for English-speaking Africa Countries (ESARIPO) was then
prepared in Geneva. On December 9th, 1976, this agreement also known
to date as the Lusaka Agreement was adopted by a Diplomatic Conference
in Lusaka, Zambia.1 On the same occasion, ESARIPO took the name of
ARIPO. The establishment of ARIPO was meant to address the need of IP
expertise and resources of its member countries and to avoid duplicate work.
To date, ARIPO has 17 member states2 with its headquarters in Harare,
Zimbabwe. Two main instruments are in force in the region: the Banjul
Protocol of 1993 on marks and the Harare Protocol on patents, utility and
designs of 1982.3 The Swakopmund Protocol on the protection of traditional
knowledge and expressions of folklore was adopted by member states on
August 9, 2010 although it is not yet in force.

4.1.1.2 The Harare Protocol and National Compulsory Licenses

A particularity of ARIPO is that it provides for independent (or national)
patents.4 Applications for patents can be lodged either at the industrial pro-
perty office of any member state or directly at ARIPO. In the latter case,
applicants must designate the state(s) where protection is sought. Thus,
ARIPO granting procedure operates at national phase and enforcement re-
mains on the burden of each individual member state. Thus, ARIPO provides
for a national CL system.

1Lusaka Agreement on the Creation of the African Regional Intellectual Property Or-
ganization adopted on December 9, 1976 and last amended August 13, 2004.

2Botswana, Gambia, Ghana, Kenya, Lesotho, Liberia, Malawi, Mozambique, Namibia,
Sierra Leone, Somalia, Sudan, Swaziland, Tanzania, Uganda, Zambia and Zimbabwe.

3Harare Protocol on Patents and Industrial Designs within the Framework of the
African Regional Intellectual Property Organization, adopted on December 10, 1982 and
last amended on 24 November 2006.

4Except Swaziland that does not allow any independent application.
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Under the Protocol, as last revised:

‘a patent granted by ARIPO shall in each designated State be subject to
provisions of the applicable national law on compulsory licenses, forfeiture
or the use of patented inventions in the public interest’.5

It follows that each ARIPO member determines on its own the conditions
and purposes applicable to patents in force at national level. This has often
led to the view that ARIPO offers a liberal regime of CLs.6 It may perhaps
also explain the recent proliferation of provisions permitting the issuance of
CLs on national or health emergency grounds in this region and justifies why
ARIPO has been recently better at issuing CLs than OAPI.

4.1.2 OAPI

4.1.2.1 Background

On September 13th, 1962, the "Office Africain et Malgache de la Propriété
Intellectuelle" (OAMPI)7 was created by an agreement known as the Libre-
ville Agreement as the result of twelve (12) French-speaking African countries
ambition to create a single body to act as the national patent rights author-
ity for each of them. With the withdrawal of the Malagasy Republic and
the need to expand coverage to other categories of IP, the founding states
of the OAMPI revised the Libreville Agreement and decided to create the
French-speaking regional IP system also known as the OAPI.8 During the
same opportunity, they adopted a new convention signed in Bangui called
the Bangui Agreement of 2nd March 1977. The Bangui Agreement covers
the following areas of IPRs in OAPI member states: patents, utility models,
trademarks, industrial designs and models, trade names, geographical indica-
tions, and literary and artistic works. To date, the organization is composed
of sixteen (16) countries9 with headquarters located in Yaoundé, Cameroon.

5Section 3(12) of the Protocol.
6Osewe, Nkrumah and Sackey 2008, p. 16.
7The African and Malagasy Patent Rights Authority.
8The African Intellectual Property Organization.
9Benin, Burkina Faso, Chad, Cameroon, the Central African Republic, the Republic

of Congo, Côte d’Ivoire, Equatorial Guinea, Gabon, Guinea, Guinea-Bissau, Mali, Mauri-
tania, Niger, Senegal, and Togo.
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4.1.2.2 The Bangui Agreement and Regional Compulsory Licen-
sing System

The revising Bangui Agreement of February 16th, 1999 legislates in each
of the 16 member states of OAPI. A special feature of OAPI contrary to
ARIPO, is that a patent is filed through a single application at the regional
office that extends to each member state. There is no national phase or
national patent in OAPI. As a result, member states are bound to enforce
patents granted by regional office. This implies that, OAPI countries can
only use provisions available in Title IV of Annex I of the revised Bangui
Agrement to issue non-voluntary licences for addressing their public health
needs.10 In this regard, Article 56 stipulates that:

‘Where certain patents are of vital interest to the economy of the country,
public health or national defense, or where non-working or insufficient wor-
king of such patents seriously compromises the satisfaction of the country’s
needs, they may be made subject, by an administrative enactment of the
competent Minister of the member State concerned, to the non-voluntary
license regime.’

Thus, under the 1999 Bangui Agreement, CLs can only be issued through
government use11 in two specific circumstances:

• ‘where a patent is not locally worked or the needs of the domestic
market have not been met or on account of the refusal of the owner
of the patent to grant licenses on reasonable commercial terms and
procedures; and

• where the establishment or development of industrial or commercial ac-
tivities on such territory is unfairly and substantially prejudiced (within
three years from grant, or four years from filling of the dependant
patents)’.12

In substance, non-voluntary licenses can only be granted for non-working and
dependent patents; but not for importing purposes. Parallel imports are not
allowed between OAPI countries and countries outside the regional patent
system. Article 49(4)(a) clearly states that:

10See Articles 46 to 56.
11Only by a competent minister of the member State; not by a third party.
12Article 49 (4) (a) of the revised Bangui Agreement 1999.
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‘The scope of the license, specifying in particular the acts referred to in
Article 1(2) of this Annex to which it extends and the period for which it
is granted, it being understood that a non-voluntary license granted under
Article 46 or 47 above cannot extend to the act of importation’.

Nevertheless, CLs may be granted ex officio for the purposes of responding
to problems of public health. But, again, the problem is that even though ex
officio licenses are subject to the same conditions as non-voluntary licenses,
they are not meant to serve the same purposes. In this regard, some scholars
have argued that the real idea behind allowing ex officio licenses is to sanction
the patentees’ failure to exploit the patented invention in the territory of one
of the OAPI members and not to encourage importation.13 Others have
gone further by defending that the revised Bangui Agreement of 1999 fails to
preserve the interests of its member states, including those of their ill citizens
who are supposed to be the first beneficiaries of flexibilities contained in the
WTO-TRIPS framework.14 Another group of commentators, in contrast, go
for the assumption that there is no prevalent risk of conflict between the
Bangui Agreement and any possible laws ensuing from the Doha Declaration
in the light of the flexibility contained in Article 17 of the Agreement which
stipulates that: ‘In the case of discrepancies between the provisions of this
Agreement or its Annexes and those of the international conventions to which
the member States are parties, the latter shall prevail’.15

4.1.3 Selected Countries outside ARIPO and OAPI

Other countries, not actually belonging to any of the two regional IP bodies,
offer unique legislations on CL which could serve as examples. This is notably
the case of Nigeria and South Africa.

4.1.3.1 The Nigerian Patents and Designs Act

The Patents and Designs Act of 1970 has authority on patent matters in
Nigeria.16 The Act recognizes the patentability and protection of pharma-
ceuticals under the conditions stipulated in section 1.

13See e.g. de Carvalho 2005, p. 359.
14See Act-Up Paris 2002.
15Pierina 2007, p. 80. See also Maurice Batanga, personal communication, 02 March

2010.
16Nigerian Patents and Designs Act No. 60 of 1970.
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Provisions on CLs are contained in part I of section 11 of the Act. With the
Amendment of TRIPS, a Reform Commission was carried out in Nigeria with
the mission to implement TRIPS requirements at national level. It resulted
to a draft Bill.17

Under section 11 of the Act, compulsory licenses can be issued for:

• non or insufficient working and failure to supply the domestic market;

• refusal of the patentee to grant licences on reasonable terms;

• where the establishment or development of industrial or commercial
activities in Nigeria is unfairly and substantially prejudiced; and

• in case of dependant patents.

The scope of products covered under section 11 extends from patented pro-
duct or process related to food and medicine to any drugs or pharmaceutical
preparations, substances, materials and any plant, machinery or apparatus
whether fixed to the land or not after importation.

The draft Bill allows the grant of CLs on defense, economic and public health
grounds by order of the Commissioner but also by any individuals. Other
grounds include:

• refusal of the patentee to grant licences;

• refusal to remedy the abuse or anti-competitive practices;

• national emergency or situation of extreme urgency, including public
health crises;

• unfair and substantial prejudiced to the development of sectors of vital
importance to socio-economic and technological development and in
cases of dependant patents.

The bill finally permits CLs for exportation or importation of pharmaceuti-
cals.18 It apparently seems to be in total compliance with the Doha Decla-
ration.

17Bill for the Establishment of the Intellectual Property Commission of Nigeria, repeal
of trademarks act CAP 436, LFN 1990 and patents and designs act, CAP 344, LFN.

18The incorporation of the importation clause as a basis for CLs in Article 13 of section
11 of the Act was one of the outcomes of the reform (Kongolo 2002).
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4.1.3.2 The South African Patents Act

South Africa has the most advanced legislation for dealing with anticompeti-
tive practices in the continent, combined with relatively weak provisions on
CL.19 South African legislation gathers three fundamental pieces of instru-
ment for dealing with abuse of patent holders exclusive rights: the Patents
Act,20 the Medicines Control and Related Substances Control Amendment
Act,21 and the Competition Act.22

Patents are governed by the 1978 Patents Act. Under the Act, CLs are
granted in order to remedy situations of abuse, non working and a demand
not being met on reasonable terms. In 1997, the Patent Act of 1978 was
revised by the Intellectual Property Laws Amendment Act No. 38 of 1997
(IP Act 1997) in order to comply with the TRIPS Agreement and to facilitate
South Africa’s joining of the PCT.23 Pharmaceutical products and processes
are protected under the new IP Act. Compulsory licences can also be granted
in respect of dependant patents and in case of abuse of patent rights. On the
same occasion, the 1965 Medicines and Related Act 101 was also revised and
took the form of the 1997 Medicines Act. The Medicines Act introduces a
legal framework to increase the availability of affordable medicines in South
Africa. The provisions in the Act embrace generic substitution of off-patent
medicines, transparent pricing for all medicines and the parallel importation
of patented medicines. It is the enforcement of one those provisions, notably
Section 15 C,24 that would lead to the well-known trade dispute opposing
South Africa with Big Pharma which ended in April 2001. The dispute had
a significant impact in the running up of the Doha Declaration seven months
later.

At the end of this first section, it appears that, at legislative level, countries
seem universally aware that CLs and government-use orders are important
tools for addressing patent-related concerns to public health. In the next
section, the extent at which they have been able to use the flexibility for
increasing access to affordable ARVs will be examined.

19Osewe, Nkrumah and Sackey 2008, p. 16.
20South African Patents Act No. 57 of 1978 as amended by Patents Amendment Act

No. 58 of 2002.
21South African Medicines and Related Substances Control Amendment Act 90 of 1997.
22South African Competition Act No.89 of 1998.
23Kongolo 2002, p. 192.
24Section 15 C of Medicines and Related Act 101 allows the Minister of Health to take

necessary measures to import affordable medicines to satisfy national needs.
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4.2 Use of the Flexibility on ARVs

The extent at which SSA countries have been able to use CLs is relatively
low. Nevertheless, it shall be pointed out that use of the mechanism is
being fairly common, though not widely publicized most of times.25 This
section discusses "selected"26 cases of compulsory licensing and government
use authorizations for the production or import of generic medicines for AIDS
treatment. As a matter of fact, it seems that even though the mechanism
has never been an efficient price containment solution in OAPI countries, it
is progressively being used in ARIPO. Recent successful experiences in some
other countries outside ARIPO and OAPI also call for deeper attention.

4.2.1 OAPI or a Meaningless Solution

An examination of the OAPI Special Patent Register shows that since 1962,
year of creation of the Office, no CL or ex officio licence has been granted
so far though legal provisions have always recognized the right for member
states to issue such licenses.27

One reason justifying the absence of CLs in OAPI member states may be the
restrictions present in the Bangui Agreement itself. Another important factor
to take into account is the patent status of existing ARVs in the region. Up
to 70.63 per cent of patents issued by OAPI have lapsed.28 In addition, out
of the large number of patents granted annually in the world, only very few
applications are filled in OAPI.29 It may be then concluded that regardless the
difficulties of the Bangui Agreement to take into account all flexibilities and
solutions available after 2005, the current WTO pro-access rules marginally
suit with OAPI countries reality. Even if the new rules were immediately
incorporated in the Bangui Agreement 1999, they will not change much with
respect to the typologies of ARVs in force in this geographic area.

25Love 2007, p. 17; Pascale Boulet, personal communication, 15 March 2010.
26Due to the information scarcity in the area of technology licensing (voluntarily or not),

the cases in the study were chosen because they are either the most commonly known,
publicized or documented. For other recent uses, see e.g the results of ‘t Hoen study at
’t Hoen 2009, p. 61. Though not directly connected to CLs, the South African case was
included in the study for assessing the effectiveness of other policies such as competition
practices in attempts to bypass right holders’ rights for access purposes.

27Maurice Batanga, personal communication, 02 March 2010.
28Ibid.
29Ibid.
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It shall be noted however that the only request made so far in OAPI took
place in Cameroon. On January 2005, the nonprofit corporation "Essential
Inventions" asked the Minister of public health to approve CLs for any and all
patented ARVs in the country. The licences were required for import, manu-
facture and sale of generic versions of Nevirapine, Lamivudine and fixed-dose
combinations (FDC) of Lamivudine and Zidovudine.30 As of the time being,
the request is still pending.

4.2.2 ARIPO: Towards a Progressive but Insignificant
Appropriation

From 2001 to 2005, four main countries from ARIPO have issued post-Doha
CLs: Ghana, Mozambique, Zambia, and Zimbabwe.

4.2.2.1 Ghana

In October 2005, the Ghanaian Minister of Health issued a government use
order for import of generic versions of selected ARVs patented by Glaxo-
SmithKline (GSK) in Ghana.31 The suppliers were selected generic pharma-
ceutical companies from India.

The order stipulated that the imported HIV/AIDS drugs would be used to
treat infected people without commercial purpose and would be for govern-
ment use. According to an unofficial source, the cost of the ARVs was reduced
in Ghana as a result at approximately 50%; from USD 495 per year to USD
235 for one year treatment.32

In collaboration with two Canadian non-govermental organizations (NGOs),
Ghana also expressed an interest to use the Canadian law to import generics,
both for itself and as a regional importer to the benefit of the countries from
Economic Community Organization of Western African States (ECOWAS).33

However, the initiative has stalled. Ghana did not reach to the process of
sending notification.

30The request is available at <http://www.essentialinventions.org/docs/cameroon/pr-
en-cameroon.pdf>.

31Ministry of Public Heath of Republic of Ghana, Notification of Emergency and
Issuance of Government Use Compulsory License, 26 October 2005, available at
<http://www.cptech.org/ip/health/cl/Ghana.png>.

32Love 2007.
33The AIDS in Africa Working Group and the Access to Drugs Initiative 2007, p. 10.
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4.2.2.2 Mozambique

Mozambique ranks among the ten most affected countries by the HIV/AIDS
in the world. Since 2000, its national strategic plan to combat the disease
has partly consisted of setting line ministries. These initiatives are designed
to implement programmes and activities to address HIV/AIDS. On April 5
2004, the Mozambican Deputy Minister of Industry and Commerce issued a
CL to Pharco Mozambique Lda on national emergency and extreme urgency
grounds.34 Pharco Mozambique Ldt intended to manufacture a FDC of the
main first-line antiretroviral drug regimen (stavudine + lamivudine + nevi-
rapine) under patent rights in the country. The license decree clearly stated
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 the three different international owners of such sin-
gle drugs failed to reach an agreement to produce this combination. There-
fore, the Ministry of Industry and Commerce of the Republic of Mozambique,
making use of the provision of article 70 no.1 point b), of Decree no. 18/99
of 4 May, has decided to grant the CL no. 1/MIC/04 to the company Pharco
Mozambique Ldt, which has already presented a project for local manufac-
ture of the mentioned triple compound under the names of PHARCOVIR 30
and PHARCOVIR 40.’

The fixed remuneration did not exceed 2% of the total sales.35

4.2.2.3 Zambia

Zambia is a LDC with approximately 1.1 million people infected by the
HIV/AIDS as of the end of 2007.36 In late September 2004, an applica-
tion was made by Pharco Ltd in the country like in the case of Mozambique.
Pharco intended to produce a generic version of the triple fixed-dose combi-
nation (FDC)37 to therapy with a maximum royalty rate of 2.5% of the total
turnover of the mentioned product.

34Ministry of Industry and Commerce of of the Republic of Mozambique, Decree no.
18/99, 5 April 2004.

35Khor 2009.
36UNAIDS and WHO 2009.
37The FDC in question was composed of stavudine+ lamivudine+nevirapine.
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The Zambian government issued the CL on September 21, 2004.38 The
manufacture of the generic combination was supposed to expire as soon as
the conditions of national emergency and extreme urgency created by the
HIV/AIDS would come to an end, or upon expiry of the 6 month period of
emergency, as declared in statutory instrument known as ‘Patents (Manufac-
ture of Patented Anti-retroviral drugs)(Authorization) Regulations of 2004’.
The license also restricted the exportation of generics produced under the
CL.39 An important mention that should be made to the Zambian case is
that the three products for which the CL was issued were not patented in
Zambia. In actual fact, there was no need to grant a CL to initiate the
manufacture activities. However, the recourse to CL was linked to the re-
ality that none of the two patent-holding companies, Boehringer Ingelheim
(BI) and Bristol-Myers Squibb (BMS) were able to come to an agreement to
manufacture an FDC which was important to the governmental AIDS treat-
ment plan. The concession of the offer was a strategic way to go around this
obstacle.

4.2.2.4 Zimbabwe

On May 24th, 2002, the Zimbabwean Minister of Justice, Legal and Parlia-
mentary Affairs wrote a general notice known as the “Declaration of Period
of Emergency (HIV/AIDS)” for a period of 6 months. The notice was to
allow the production and the importation of generic drugs of any patented
drug including any antiretroviral drug used in the treatment of those suffer-
ing from HIV/AIDS or HIV/AIDS related conditions.40 In 2003, the period
of emergency was extended until 31 December 2008. During this period, the
state or any person authorized by the Minister of Justice could manufacture,
use patented medicines and import any generic medicines used for the treat-
ment of persons suffering from HIV/AIDS or HIV/AIDS related conditions.
With the assistance of India, the use of the notice by Varichem Pharmaceu-
ticals, a local generic company, enabled the production of generic versions of
combivir (AZT/3TC). As a result, the prices of combivir dropped from USD
30 per month to USD 15 a month.41

38Ministry of Commerce, Trade and Industry of the Republic of Zambia,
Compulsory License No. CL 01/2004, 21 September 2004, available at
<http://www.cptech.org/ip/health/c/zambia/zcl.html>.

39Avafia 2009b.
40Minister of Justice, Legal and Parliamentary Affairs of the Republic of Zimbabwe,

Declaration of Period of Emergency (HIV/AIDS), General Notice 240 of 24 May 2002,
available at <http://www.cptech.org/ip/health/c/zimbabwe/zim05242002.html>.

41Avafia 2009b.
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4.2.3 Lessons learnt from Other Countries outside OAPI
and ARIPO

Two specific cases from countries not belonging to the two African regional
IP organizations have drawn attention: Rwanda and South Africa.

4.2.3.1 Rwanda and the First Notification on the Use Paragraph
6 System

The case of Rwanda has been subject to international attention for two main
reasons. First, Rwanda was the first country to try to import generics from a
country where the needed drug was under patent protection. Thus, Rwanda
was attempting to use for the first time of their amendment, the rules under
the Paragraph 6 procedure often criticized as too complex to be effective.
Second, the status of Rwanda as a LDC WTO member was worth telling for
looking closely at the rationale behind its notification, the negotiation strate-
gies and mechanisms undertaken by Rwanda and Canada and the tender offer
envisaged under their deal.

In 2006, the government of Rwanda passed a law requiring generic medicines
to be used for all treatment programs, when available.42 On 19 July, 2007,
Rwanda notified the WTO Council for TRIPS that, based on its public health
needs, it expected to import 260,000 packs of TriAvir over two years from
the Canadian company, Apotex, Inc.43 As required by the Canadian Patent
Act, Apotex initially sought a voluntary license from the patentees44. Unfor-
tunately, the patent-holding companies were not willing to licence. Apotex
then made an application under the Canadian Access to Medicines Regime
(CAMR) for an export licence in order to supply Rwanda. The request was
later accepted and a notification was send to the TRIPS council.45

42Kerry and Lee 2007.
43Notification under Paragraph 2(A) of the Decision of 30 August 2003 on the Imple-

mentation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public
Health – Rwanda, July 19, 2007 (IP/N/RWA/1).

44GSK, Shire and BI.
45Notification under Paragraph 2(A) of the Decision of 30 August 2003 on the Imple-

mentation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public
Health - Canada, Oct. 5, 2007 (IP/N/10/CAN/1).
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At the beginning of the process, Apotex was critical to the ‘unnecessarily
complex’ system and claimed that it did not ‘adequately represent the in-
terests of those who require treatment’.46 In addition to that, there was a
significant delay in the granting of the compulsory licence. The first part
of the Apo-TriAvir shipment left only in September 2008 and the second
shipment, one year later. While the process is not yet completed, the cli-
mate had seemed very open to the case so far and many commentators have
argued that the Rwandan attempt to make use of the system was likely to
influence other equally poor countries to view the Decision as a politically
viable option. However, from a technical point of view some elements of the
case may lead to the conclusion that the export was more politicized than it
successfully comply with the new rules.

First, the Rwandan government has always sought to buy from cheaper source
than Apotex for medicines of same quality during the deal.47 It may also
mean that the choice of Canada by the time of the notification was motivated
not by the fact that it could be the lowest-cost supplier but perhaps for the
status of the CAMR and the development of the Canadian generic industry.
It shall be mentioned that the price of a company, that already produced
the medicine in question in India, was lower than the one offered by Apotex.
Second, even if the process was to downsize prices to up to 0.19 USD per
dose, there is still no precision on the ‘adequate’ remuneration that patentees
received. As of what follows questions may be raised with regard to the real
nature of this CL. This is partly why some scholars have argued that news
of this compulsory licence is unlikely to open the floodgates for use of the
Article 31bis procedures.48

4.2.3.2 South Africa: Voluntary/Compulsory Licences and Com-
petition Law

The South African case is quite unique from the previous ones as it was not
ipso facto a compulsory licence case. It shall be noted that, until now, South
Africa has never granted a CL. The case was merely about a voluntary licence
that ended up in non-voluntary measures.49 It is nevertheless included in the
study as the strategy used by South Africa may inspire other countries.

46Royle and Wessing 2008.
47Gahigana 2007
48See MSF 2006.
49‘t hoen 2009, p. 51.
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After the case some commentators observed that South Africa is a clear
example that CLs can serve competition law purposes with the main objec-
tive of facilitating the market entry of generic medicines, resulting in lower
medicine prices.50

The case started on March 7th, 2001, when the Indian pharmaceutical ma-
nufacturer, CIPLA, requested the South African Department of Trade and
Industry to issue CLs on eight medicines under patent in South Africa, inclu-
ding: nevirapine, lamivudine, zidovudine, stavudine, didanosine, efavirenz,
indinavir and abacavir.51 The applicant wanted to increase competition in
the South African market and thereby drive prices down.

In September 2002, a group of eleven individuals living with AIDS, health
care workers, AIDS treatment organizations and a trade union (Treatment
Action Campaign) launched a complaint against GSK and BI at the South
African Competition Commission alleging that both companies engaged in
excessive pricing of ritonavir, lamivudine, ritonavir+lamivudine and nevirapi-
ne to the detriment of consumers. Such acts were prohibited by section 8(a)
of the Competitition Act of 1988.52

On 16 October 2003, GSK and BI were found guilty of abusing their domi-
nant positions in the South African market. The accusation claims also
comprise denial of competitor access to an essential facility, excessive pricing
and engagement in an extraordinary act. The Commission thus requested
the tribunal to allow CLs on the medicines at stake. Generic indutries could
then exploit the technology of GSK and BI upon payment of a reasonable
royalty. A penalty of 10% of the annual turnover of GSK’s and BI’s ARVs in
South Africa for each year that they are found to have violated the Act was
also part of the sanction.53 By December 2003, an agreement was reached
between the parties and the terms of the final settlement were summarized
as follows:

• licenses to four companies in order produce, import, sell and distribute
zidovudine and lamivudine;

• licences to three generic companies to produce, import, sell and dis-
tribute nevirapine;

50Avafia, Berger and Hartzenberg 2006.
51Cipla’s Compulsory Licensing Request to the Department of

Trade and Industry of South Africa (Mar. 7, 2001), available via:
<http://www.cptech.org/ip/health/sa/ciplanetsh03072001.html>.

52Tau 2002.
53‘t hoen 2009, p. 53.
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• royalties not to exceed 5%; licences for both public and private sector
markets; and

• licences for export but limited to the export to sub-Saharan African
countries.54

The important mention to make at this stage is that, although the Commis-
sion decision allowing for CLs was still in force by the end of the case, the
South African government has never attempted to use this alternative. It
instead kept relying on competition law to enable availability of a co-blister
package of stavudine+lamivudine+nevirapine in the public sector for USD
180 per patient/year.55

As a summary to this chapter, it appears that compulsory licences granted
so far in sub-Saharan Africa have mostly been for domestic manufacture
and have heavily relied on a supply from homegrown manufacturers or non-
patented countries. With developing countries being obliged to provide phar-
maceutical patent protection since 2005, it is likely that sources of generic
production cease to exist. Likewise African countries may find it harder
to come across international suppliers useful for negotiation reasonable ten-
ders. In such a context, the identification of the constraints that have so far
impeded the full use of the mechanism, and more importantly the determina-
tion of the options to deal with the constraints are prerequisites for avoiding
disastrous consequences for access to medicines in the future.

54Ibid.
55Avafia, Berger and Hartzenberg 2006.



Chapter 5

CONSTRAINTS AND
POLICY OPTIONS

Having shown that the use of compulsory licenses remains limited so far
in SSA, this chapter analyzes the current constraints justifying the inabili-
ty of region countries to make effective use of the flexibility (5.1). More
importantly, it also discusses some of the pro-access measures to overcome
the barriers (5.2). The viability of each possible solution will be analyzed as
well its weakness and its relevance to region countries’ reality.

5.1 Constraints on African Countries’ Efforts

to Utilize Compulsory Licences for Pub-

lic Health Purposes

A combination of legal, economic and political factors has been inhibiting
the functioning of the mechanism so far.

5.1.1 Legal Constraints

The legal and technical constrainsts are illustrated by the lack of legal ex-
pertise in amending and implementing all the health-sensitive grounds and
options facilitating the easy working of the procedure.

54



CHAPTER 5. CONSTRAINTS AND POLICY OPTIONS 55

5.1.1.1 Lack of Appropriate Health-Sensitive Grounds for CLs in
Legislation

Most SSA countries have not moved fast enough to put in place all the rele-
vant legal provisions to ensure their increased access to affordable medicines
through the procedure. A common gap in the legislation of countries is the
extensive provisions on failure to work applicable patents than any other
ground. The mere focus on this sole ground could hinder timely application
for a compulsory licence and pose problem in addressing timely responses as
applicants are requested to wait until a reasonable period of time before they
can apply for the licenses. In the OAPI system for instance, this period is
extended up to three years.1 However, this requirement is waived in some
government-declared emergency cases.

Other grounds such as public interest, national health or health emergency
are rarely available in provisions and even where they exist, they mostly
concern government use orders. This is partly the result of ‘the widespread
misunderstanding that TRIPS allows for compulsory licensing only when
there is an emergency’.2 From the understanding of most countries, a national
emergency must first be declared before CL is issued.3 As shown in a recent
study relating to the patent laws in seventy (70) DCs, few African countries
have laws that allow them to grant CLs in all the circumstances explicitly
contained in the TRIPS Agreement.4

5.1.1.2 The lack of Awareness or Understanding about the Op-
tions Available

Another major problem is that, instead of incorporating pro-access measures
available5, patents acts across the region have contrarily provided at times
for limitations to the issuance of CLs.

1See Article 44(1) of the 1999 Bangui Agreement.
2WHO 2008, p. 1.
3Cecilia Oh, in Wise 2006.
4Thorpe 2001.
5See the exhaustive grounds for CLs set in Article 30 and 31, the administrative process

relevant for government-use orders in Article 41 to 44, the enforcement of the transitional
period exemption for LDC or the implementation of the waivers under the Paragraph 6
system.
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This ambiguity is translated for example in the lack of clear provisions for
determining the level of ‘‘adequate remuneration’’ to be paid to patentees
upon the issuance of licences and a waiver of the payment of royalties by the
importing country, as envisaged by the August 30th Decision 2003.6 From
a different angle, some countries such as Kenya have even gone further by
permitting the patent holders to oppose an application for CL if they can
prove that there are justifiable reasons why the patented product is not being
supplied to market on reasonable terms.7

5.1.2 Economic Constraints

Issuing and managing compulsory licences may be costly and require well-
developed infrastructures and sustained capacities for paving the way to low
cost and quality pharmaceuticals. In the face of the reality of the vast major-
ity of SSA countries, indicators for predicting the economic viabiliy of local
production and importation initiatives are quasi inexistant.

5.1.2.1 Local Production and the Competitive Price Offer and
Market Share Dilemma

As part of the TRIPS flexibilities, a number of advocates have recently ar-
gued for the local production of ARVs as the ultimate means for enhancing
access to affordable HIV/AIDS medicines in developing world.8 However,
this desired objective should not shroud the fact that there are certain con-
siderations to be taken into account beforehand. The determination of the
domestic manufacturing capacity depends on available technological produc-
tion and human resource capacities, the economic viability of such local pro-
duction, particularly where it is undertaken by private entrepreneurs as a
commercial venture.9

Furthermore, ‘whether the production will be sustainable would depend on

6Osewe, Nkrumah and Sackey 2008, p. 27.
7See Section 72(2) of the Kenyan Industrial Property Act of 2001.
8Osewe, Nkrumah and Sackey 2008, p. 27.
9The AU Conference of Ministers of Health 2009.
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factors such as the size of the market and the demand for the produced
medicine, as well as the ability to export such medicines’.10 Unfortunately,
many DCs lack the technical capacity and regulatory structures to efficiently
and consistently produce high quality pharmaceutical drugs.11

In general, the production of pharmaceutical products involves three res-
pective stages:12

• the manufacture of active pharmaceutical ingredients (APIs) and inter-
mediates from basic chemical and biological substances (primary level
of production also known as chemical synthesis);

• the production of finished dosage forms from raw materials and ingre-
dients (secondary level commonly known as formulation); and

• the packaging and labeling of finished products or repackaging of bulk
finished products (tertiary level of production also referred as packa-
ging).

Due to their limited pharmaceutical industrial base, most SSA countries can-
not manufacture themselves APIs useful for homegrown production of low
cost quality medicines for AIDS treatment. Local-based generic industries
mainly confined to the formulation of drugs in final dosage forms from im-
ported APIs. In many African countries, ‘the purchase of raw materials
and medicines is done in a decentralized manner, thus reducing the buyer’s
bargaining capacity. For a local manufacture, the price of purchase of raw
materials, especially of the APIs is essential since in most of HIV/AIDS,
Malaria and TB medicines the API price represents 50%, if not more, of
the manufacturing cost’.13 Only South Africa has limited primary produc-
tion with generic manufacturers such as Aspen that still have to import the
active ingredients of ARV drugs.14

This situation takes its origin from the limitation of pharmaceutical research
and manufacturing capacities, the insufficient technical and infrastructure ca-
pacities for medicines regulation, the inappropriate pharmaceutical manage-
ment and the ineffectiveness of procurement schemes in the region. Its main

10Ibid.
11Bate and Boateng 2007.
12Kaplan and Laing 2005, p.3ff.
13Supra note 9.
14WHO Regional Office for Africa (WHO/AFRO) 2005.
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repercussion for local manufacturers is that they would generally be unable
to offer a large quantity of generics and at the most competitive price than
the originators.15 This situation is exacerbated by the fact that production
cost, purchase and import of APIs from external sources would necessarily
have a negative impact on final pricing of generics.16 Thus, for homegrown
generic industries, it is not just about granting CLs and start producing. It
is instead about ensuring that their generics meet international quality stan-
dards while remaining the best tender offer in the international market so
that there is no need to engage in any importation negotiations with multi-
national companies located abroad and producing the same products at a
relatively cheaper prices.17 To put it another way, the price offer of the local
tendering process shall be quite attractive or sufficiently competitive to an
extent that the government or donors would not tend to opt instead for the
purchase of the needed products from cheaper external sources. Obviously,
the question at stake then becomes to find out whether individual generic
producers in the African continent may be able to offer much competitive
bids on ARV medicines than foreign generic industries in countries such as
India, China or Brazil?

To date, some countries in the SSA region like Kenya, Ghana, South Africa
or Zimbabwe have the industrial capacity useful to produce some drugs for
export or for domestic consumption.18 Over the last recent years, the ex-
periences of generic manufacturers in those countries have been significative
in promoting the viability of local initiatives within the contexts of Cos-
mos Pharmaceuticals Limited (Kenya), Danadams Pharmaceuticals Limited
(Ghana), Aspen Pharmacare Holdings Limited (South Africa), and Varichem
Pharmaceuticals (Private) Limited (Zimbabwe).19 However, if there is any-
thing that the local production initiatives in those territories can prove to
other African countries and public interest groups, it is first of all that it may
be quite difficult to meet WHO prequalification requirements (international
quality standards) that are relevant for the drug’s intended use as required
by the marketing authorization.20

15Kaplan and Laing 2005, p. 1. See also Swedish National Board of Trade 2008, p. 36.
16de Carvalho, personal communication, 16 March 2010.
17Ibid.
18Avafia, Berger and Hartzenberg 2006.
19Osewe, Nkrumah and Sackey 2008.
20See Report WHO 2005b.
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Although many countries in Africa are producing medicines locally, including
ARV, most of the pharmaceutical plants do not comply with GMP rules.
Until March 2006 only Aspen Farmacare pharmaceutical plant, in South
Africa, had been accredited by WHO.21

The second lesson is that the more local manufacturers would rely on APIs,
bioequivalence testing and other operating expenditures deriving from foreign
sources (factors leading to higher production cost) the more they would offer
less competitive bids as regard international market. As observed by Kaplan
and Laing, ‘if the economic cost of creating a local production capacity is
excessive or the quality of the products is doubtful, this “local production
solution” will be no solution at all’.22 On the contrary, the third lesson is
appearently that the adoption of good business and manufacturing capacities
including product identification and formulation technology along with the
lowering of production costs would be useful for filling the cheapest price
offer gap.

As stemming from the reality, the first and second lessons clearly outline the
difficulties faced by Cosmos, Danadams and Varichem during their first local
production undertakings. The third lesson summarizes the sucess of the ARV
production strategy adopted by Aspen by 2003. It is thereafter inferred that
the economic predictability for local production of generics under CLs to be a
viable source of ARV supply rests upon a country generic industry’s ability to
become globally competitive as a producer of pharmaceuticals. This ability
requires a combination of five parameters:23

• Gross Domestic Product greater than about USD 100 billion;

• population greater than about 100 million;

• sufficient numbers of the population enrolled in secondary and tertiary
education;

• competitiveness index (UNIDO) greater than about 0.1; and

• net positive pharmaceutical balance of trade.

For the time being, if there is an SSA country to become a viable producer
of branded and generic ARVs, it is probably the middle income country
South Africa.24 It seems that ability of South African ability to offer more

21The AU Conference of Ministers of Health 2009.
22Kaplan and Laing 2005, p.2.
23Kaplan et al 2003, p. 42.
24Ibid, p. 19.
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conveniently a lower price and quality generics than foreign manufacturers
would probably depend its capacity to meet with the criteria highlighted
above. The same rule would certainly apply to other individual or joint
generic industries in the region.

5.1.2.2 Importation and the Problem of Achieving Economies of
Scale

As local production seems economically less appealing for securing a lower
and sustainable procurement channel of patented drugs, it appears that the
only option left to most African countries is the importation of those drugs
under (or without) the 30 August Decision.

Before 2005, large generic manufacturers could regularly produce generic
drugs and sell them to other countries lacking the manufacturing capaci-
ties because their IP legislations did not provide for patent protection to
medicines. As of 2005, DCs had to comply with their pharmaceutical patent
protection obligations as stipulated under the TRIPS Agreement.25 Follow-
ing the TRIPS-compliance period for DCs,26 most of the traditional generic
manufacturers such as India had reformed their patent legislations to imple-
ment this obligation and can no more produce generics of medicines patented
after 2005 (unless they use the flexibilities).27 With such change, there is a
likelihood that sources of supply of generic versions of patented pharmaceu-
ticals in the future would become scarce along with potential multinational
willing to negotiate for CLs. Countries with limited or no manufacturing
capacity would then have recourse to the 2003 WTO Decision to import low-
priced drugs. In attempts to increase access using the Decision, an importer
will only conclude a deal if the potential exporter of generics can offer a price
below the patent holder’s price.28

Conjointly, the willingness to manufacture under CL for export will only

25See Kaplan and Laing 2005, p. 2; Swedish National Board of Trade 2008, p. 42.
26TRIPS Agreement, Article 65.4. The general transition period for DCs expired in

2000.
27Swedish National Board of Trade 2008, p. 43. India notably implemented the TRIPS

rule of 20 year product patents for pharmaceuticals in January 2005.
28Swedish National Board of Trade 2008, p. 10.
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attract a regular for-profit company if it can expect reasonable returns on
the investment.29 The incentives for entering in exportation negotiations
for delivery under the Decision would then be strengthened if there is an
evidence that the market size of the importing country(ies) is economical
viable enough for safeguarding production and additional investment costs.
But since the Decision requires an exporter to manufacture only a limited
(the ‘expected’) quantity of drugs in each compulsory licence, it may be also
that only large-scale production can guarantee that the delivery of generics
at a significantly lower price rate would not be curbed. With reference to
the AIDS treatment challenge in SSA, the question as to whether domes-
tic markets from the region (including their demand for generics and their
purchasing power) could (economically) generate incentives for foreign multi-
national companies to use the 2003 Decision pertinently becomes attractive
for assessing the effectiveness of the access regime under the 30 August rules.

It is widely being argued that only large or more advanced DCs would prob-
ably constitute viable markets.30 Likewise, smaller DCs markets might also
be interesting markets for export under the new WTO rules if many peo-
ple need one particular medicine and the government can get funding from
donors.31 Using CLs for importation would be a viable option for some SSA
countries (especially those with large markets) and for some important prod-
ucts.32 An estimation of a World Bank economist indicates that the group
of DCs that may benefit from the Decision accounts for less than one or two
percent of global pharmaceutical sales.33 Whether most SSA countries are
included in this percentage remains unknown at the moment. Therefore it is
recommended that further empirical research shall be carried out on the price
effects of use of the Decision in efforts to increase affordability of patented
HIV/AIDS medicines in SSA.

Overall, it may be concluded from this section that there are very limited
possibilities for the flexibility to be economically viable. Even with new
rules, African countries that do not have the capacity to produce their own
medicines would still be under trouble. Only a few SSA DCs with large do-
mestic markets could effectively use compulsory licensing for domestic pro-
duction and importation.

29Ibid.
30Swedish National Board of Trade 2008, pp. 50-52..
31Ibid.
32Swedish National Board of Trade 2008, pp. 50-52.
33Fink 2003, p. 5.
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5.1.3 Political Constraints

Aside from the legal and economic constraints, the political barriers severely
lesse the recourse to CLs and government-use orders for access efforts. Polit-
ical constraints are illustrated through the lack of interest and political will
of SSA countries to rely on CLs for increasing their access to needed drugs
and bilateral pressures of governments of patent-holding companies when
attempts to do so occur.

5.1.3.1 Lack of Political Will and Interest

Generally, compulsory licensing is badly viewed. The road to the 30 August
Decision is an illustration of this.34 Until now there is still no clear picture
as to whether the negative political ‘‘climate’’ surrounding CLs is likely to
change in international trade. In most cases, a notification to grant CLs
may indicate that a particular government is against enforcement of stronger
IP protection. Thus, a government that decides to grant a CL sends wrong
signals to future investors on the level of IP protection in its territory and
indirectly jeopardizes inward investments and the attainment of its develop-
ment priorities. It is therefore easy to understand why poorer governments
like those of SSA which heavily rely on foreign investment would deliberately
refrain from ordering government-uses or issuing CLs, even for the purpose
of safeguarding affordable life-saving medicines to their citizens.

It seems also that the lack of interest in taking advantage of the mechanism
is mainstreamed by the pursuit of certain deliberate policies. For instance,
in the case of OAPI, there is a deliberate policy orientation at the regional
level to discourage the use of compulsory licensing as a means of attracting
foreign investment.35 In some other cases, the lack of political will may be
linked to the fact that governments would prefer to rely on donations rather
than having to face the challenges that the exploitation of TRIPS flexibilities
imposes.36

34Swedish National Board of Trade 2008.
35Osewe, Nkrumah and Sackey 2008, p. 48.
36Avafia 2009b.
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5.1.3.2 Bilateral Pressures

Another important barrier inhibiting the frequent recourse to CLs is the fear
of bilateral pressures. As James Love observed: ‘The problem for develop-
ing countries is not whether compulsory licensing of pharmaceutical is legal,
because it is clearly legal. It is the political problem whether they will face
sanctions from the United States government, for doing things that they have
a legal right to do, but which the United States government does not like’.37

In addition, Professor Abbott found out that in most cases, it is not the rules
under paragraph 6 of the Doha Declaration that are the problem but instead,
the risk of poor countries being pressured. In most cases, governments are
reluctant to issue CLs with fear that the sky will fall as a consequence of
their "illegal" behavior even where technically they might be allowed to use
the flexibility. In the recent years bilateral pressures have become a common
reaction to DC attempt to make use of the flexibility.38 A typical example was
the pressure exercised by the United States of America (USA) on Thailand
in early 2000, when the Thai government attempted to issue a CL for the
formulation patent of the AIDS drug didanosine. The USA responded by
threatening Thailand with trade sanctions.39 In SSA, the South African
trade dispute case of 1997 is worth mentioning.

On 23 November 1997, the Medicines and Related Act 101 of 1965 was
revised in South Africa by the Medicines and Related Substances Control
Amendment Act, No. 90 of 1997. The Medicines Act 1997 introduced a
legal framework to increase the availability of affordable medicines in South
Africa.40 Provisions in the Act included generic substitution of off-patent
medicines, transparent pricing for all medicines, and parallel importation of
patented medicines. One of the most controversial provisions was Section 15
C which relates to measures to ensure supply of more affordable medicines
and through which the Minister of Health could limit the rights of the patent
holders by granting a CL to a third party and other required measure to im-
port medicines.

In February 1998, the Pharmaceutical Manufacturers Association of South
Africa and 40 (later 39, as a result of a merger) multinational pharmaceu-
tical manufacturers brought suit against the government of South Africa,

37Love 1999.
38See e.g. actions undertaken by the United States in trade disputes with Thailand in

2000, Brazil and South Africa in 2001.
39Sulander 2002.
40Kongolo 2008, p. 9.
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alleging that the Medicines Act violated TRIPS and the South African cons-
titution.41 The immediate reaction of home governments of these multina-
tional and notably the USA was to put pressure on the South African gov-
ernment for a repeal of the Act by withholding trade benefits and through
threats of trade sanctions.42 One year later the European Commission joined
the USA in efforts to repeal the legislation.43 The further increase in public
pressure of AIDS activists led to change in policies. With the increased de-
mand for the withdrawal of the case by several governments and parliaments
around the world, including the Al Gore and the European Parliament, the
drug companies could no longer count on the support of their governments
by the time the case finally reached the courtroom in May 2000.44 During
the trial it was established that the contentious section of the Medicines Act
was based on a draft legal text produced by the WIPO Committee of Ex-
perts.45 This evidence, added to the ongoing international outrage against
the suit, led to an unconditionally withdrawal of the case by the plaintiffs by
April 2001. An important outcome of the South African case is eventually
the impact it has partially played in the running up of the Doha Ministerial
Conference seven months later. Even if the case did not directly involve the
grant of CLs, it was a clear sign that efforts to facilitate market entry of
generic medicines could result in serious political and trade disputes.

Nowaydays, conflicting webs where bilateral pressures take place include free
trade agreements (FTA) and bilateral investment treaties (BITs). Over the
last past years, the USA has particularly strived to include IPRs in its
FTAs.46 The US government is well-known for keeping exerting economic
pressure in the interest of US pharmaceutical producers the same manner its
representatives to the TRIPS Council are against constructive interpretation
of the TRIPS Agreement.47 The USA has also been pursuing a number of re-
gional or bilateral trade agreements that have resulted in weakening the spirit
of the Doha Declaration and preventing utilization of the Decision through
TRIPS-plus provisions.48

41Pharmaceutical Manufacturers’ Association of South Africa v President of the Re-
public of South Africa (1998), Case No. 4183/98, filed Feb 18, 1998, in ‘t Hoen 2009, p.
21.

42Barber 1998.
43Brittan 1998.
44‘t Hoen 2009, pp. 21-22.
45Sidley 2001.
46See e.g. US-Jordan FTA, Art. 4.20.
47Morin 2009. See the Special US 301 instrument.
48Ibid.
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TRIPS-plus refers to the adoption of multilateral, plurilateral or regional IP
rules and standards that have the effect of reducing the ability of countries,
particularly DCs and countries in transition, to protect the public inter-
est such as the ability of a country to take measures to promote access to
medicines.

US TRIPS-plus provisions have included negotiations to strengthen patent
protection in areas already shown to be vastly affected by the HIV/AIDS pan-
demic like the South African Customs Union and Central America. Moreover,
developed countries such as the USA49 and Germany50 have recently been
good at ‘including IP in their BITs as a form of protected investment..so that
their patents can be protected by the standards set up in BITs, with effects
such as that the grant of a compulsory licence could be subject to the BIT
as an expropriation’.51 Though no sub-Saharan African country is presently
listed in the category of DCs and LDCs affected by FTAs, many international
observers have urged African countries and other DCs to carefully consider
the effects on access to medicines in negotiating RTAs.52 It is undeniable
that this access challenge also needs to be addressed in the future, especially
for DCs intending to gain access to the American market.

5.2 Policy Options to Overcome Constraints

It is being understood that the options for dealing with the current barriers
are associated with the attainment of the legal, economic and political pre-
requisites rendering compulsory licensing a viable and reliable tool for access.
In most cases, it is likely that a combination of patent law reform, pooled
compulsory licensing strategy and the adoption of new models for approach-
ing bilateral pressures would certainly pave the way to new scenarios.

49See Treaty Between the United States of America and the People´s Republic of
Bangladesh Concerning Reciprocal Encouragement and Protection of Investment; Treaty
between the Government of the United States of America and the Government of the
Republic of Honduras Concerning the Encouragement and Reciprocal Protection of In-
vestment.

50See Treaty Between the Federal Republic of Germany and the Democratic Socialist
Republic of Sri Lanka concerning the Promotion and Reciprocal Protection of Invest-
ments; Agreement between the Federal Republic of Germany and the People´s Republic
of Bangladesh concerning the Promotion and Reciprocal Protection of Investments.

51Hestermeyer 291.
52The Swedish National Board 2008, p. 55.



CHAPTER 5. CONSTRAINTS AND POLICY OPTIONS 66

5.2.1 Patent laws Reform and the Legal Prerequisites

To solve the problem of high drug prices as a result of patent monopolies
using compulsory licensing, SSA countries ought to first ensure that legisla-
tive changes have taken place locally before CLs or government-use orders
are issued. It would then be important (but not compulsory) to incorporate
in national/regional laws all the pro-access measures and facilitating mea-
sures available in the WTO TRIPs framework and to exclude provisions and
procedures suspending the working of flexibility.

5.2.1.1 Incorporation of WTO TRIPS Pro-access Measures in
Legislations

Since CL is a bargaining tool, it is commonly argued that the inclusion of
WTO TRIPS inbuilt safeguards53 in national patent laws might facilitate
negotiations of voluntary licenses at reasonable prices with patent-holding
companies or secure the legality of the issuance of non-voluntary licenses
when they are not willing to licence.

The consideration of all the relevant public health grounds available in Article
31 of the TRIPS Agreement and reiterated in the Doha Declaration would
be a crucial step of the legal reform. In this regard, countries will take
advantage from clearly specifying in their statuses that pandemics such as
the HIV/AIDS represent an emergency or an extremely urgency situation in
their respective territories. This is another manner of making their needs
public. The legal security in doing this is that if any other WTO Member
complains about such qualification, the language of paragraph 5 (c) of the
Doha Declaration places the burden on the complaining Member to prove
that the circumstance does not amount an emergency or urgency.54 It seems
that ‘guidelines for the determination and payment of royalties will be very
helpful in facilitating their administration, as well as increasing predictability
and transparency’.55 As most countries in the region lack production capacity
and rely on imports to meet their requirements for HIV/AIDS, ‘it would
be useful to clarify in national laws the various circumstances under which
an importing country would be required to waive payment of royalties’.56

53From relevant health sensitive grounds for CLs, guidelines for determination and pay-
ment of royalties, to applicability of transitional period and the amendment of the Decision
etc..

54Correa 2000a.
55Osewe, Nkrumah and Sackey 2008, p. 18. See also Abbott and Van Puymbroeck 2005.
56Supra note 55, p. 47.
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Furthermore, ‘regularly updated, easily accessible, and reliable database on
patents, information flow and guidance on technical matters relating to the
use of the flexibilities’ may easily give room for further voluntary licences with
patent holders or negotiations for CLs for export with potential exporting
countries.57

Another strategic tool is the enforcement of the transitional period exemption
that extends LDCs’ deadline to patent medicines until, at least, 201658 and
that most SSA countries have failed to take advantage of.59 It may still
be possible to negotiate another deadline with the WTO so that potential
generic manufacturers located in the LDCs of the region would not have to
grant patent on the most important ARVs at all or use CLs when they need
to use a particular technology.60

Finally, eligible importing African countries need to be vigilant on the amend-
ment of the 30 August Decision. Though they are not obliged to implement
it, it appears that the willingness for exporting countries to grant CLs for
export under the paragraph 6 system is intimately linked to the status of
the new rules in national legislation of importing countries. This rule is not
stated in the Decision but it seems that the chance for the system to work
obviously depends on the implementation of the Decision in both exporting
and importing countries.

5.2.1.2 Exclusion of TRIPS-plus Provisions and Procedures Sus-
pending the Working of the Flexibility

From another angle, there are some existing provisions in national/regional
laws with negative consequences on access since they can suspend the func-
tioning of the procedure. Such provisions need to be avoided.

57Ibid.
58Council for TRIPS, Least-Developed Country Members: Obligations under Article

70.9 of the TRIPS Agreement with Respect to Pharmaceutical Products, WT/L/478 (Jul.
8, 2002).

5933 SSA countries out of 47 are LDCs. Of the 24 LDCs that are WTO Members, only
Rwanda, in the context of the paragraph 6 Decision, has declared that it will not enforce
pharmaceutical patents (Musungu 2007, p. 9).

60Boulet, personal communication, 15 March 2010.
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Examples of those include section 49 (4)(a) of the Bangui Agreement, article
77 of the Kenyan Industrial Property Act, article 37 (4) of the Zambian
Patents Act or sections 4 and 78 of the South African Patents Act.

Article 49 (4)(a) of the Bangui Agreement prohibits compulsory licensing
for importation in OAPI.61 Both sections 77 of the 2001 Kenyan Industrial
Property Act and 37 (4) of the Zambian Patents Act extent the number of
instances where legal challenges could delay the issuance of a CL.62 Finally,
the South African section 4 requires the Commissioner to hear the patent
holder before acquisition by the state or the hearing when such agreement is
lacking. Section 78 requires some form of negotiations between the state and
the patent holder.63 These provisions may partly justify why South Africa
has never issued a CL as of now.64

61Section 49 (4)(a) states that: "The scope of the license, specifying in particular the
acts referred to in Article 1(2) of this Annex to which it extends and the period for which
it is granted, it being understood that a non-voluntary license granted under Article 46 or
47 above cannot extend to the act of importation."

62Section 77 (1) provides that: ”On the application of any interested party, the Tribunal
may cancel a compulsory licence if : (a) the licensee fails to comply with the terms of
the licence; or (b) the conditions which justified the grant of the licence have ceased to
exist and are unlikely to recur, provided that the legitimate interests of the licensee are
adequately protected." Subsection (2) adds that: "On the application of the Minister, or
on the application of the owner of the patent, the Tribunal may, cancel the compulsory
licence if, within two years from the grant of the licence, the licensee has not taken the
necessary steps to work the relevant invention sufficiently so as to remedy the deficiencies
or to satisfy the requirements which gave rise to his application for the said licence". The
last subsection (3) of the art. finally enumerates that: "On the application of the owner
of the patent or the licensee, the Tribunal may vary the terms of a compulsory licence if
new facts justify the variation and in particular if the patentee has granted contractual
licences on more favourable terms".
Section 37 (4) provides that: "If the patentee or any other person wishes to oppose the

grant of a licence under this section, he may, within the prescribed period or within such
further period, deliver to the Registrar a counter-statement, verified by affidavit setting
out fully the ground on which the application is opposed..."

63Section 4 states that: "A patent shall in all respects have the like effect against the
State as it has against a person: provided that a Minister of State may use an invention for
public purposes on such conditions as may be agreed upon with the patentee, or in default
of agreement on such conditions as are determined by the commissioner on application
by or on behalf of such Minister and after hearing the patentee..." Section 78 entitled
"Acquisition of invention or patent by State" mentions that: "The Minister may, on behalf
of the State, acquire, on such terms and conditions as may be agreed upon, any invention
or patent."

64Osewe, Nkrumah and Sackey 2008, p. 188.



CHAPTER 5. CONSTRAINTS AND POLICY OPTIONS 69

Though the legislative reform is important, it solely will not be sufficient
because even if the legal prerequisites were to be adopted immediately, the
economic barriers would still have to be handled.

5.2.2 Pooled Procurement Strategies and the Economic
Prerequisites

If countries are not independently able to constitute viable markets, they
may do so by joining together to create economies of scale through pooled
procurement strategies which in return would require a high level of coopera-
tion.

5.2.2.1 Enhancing the Market Viability through Pooled Compul-
sory Licences

There is no doubt that the economic prerequisites are going to be the most
difficult challenge to achieve by SSA countries. As seen, they need to be large
enough to off-set costs and risks of importation or local production initiatives
under CLs.65 A more promising strategy today is to think in regional or
sub-regional terms with a view that standardizing procedures, economies of
scale and market share to lowering the transaction costs will be stabilized
through pooled CLs for the availability of needed ARV generics in all the
participating countries.66 This model, also known as pooled procurement
strategy, operates under the facilitations of amendment of article 31bis and
has widely been purported to solve the problem of ARV generics provision
in countries lacking manufacturing capacities.67 Altogether, pooling demand
has the potentials of:68

• reducing licensing transaction costs through ‘one stop’ licensing rather
than multiple agreements;

• eliminating blocking patents;

65The Swedish National Board 2008, p. 58.
66Internationally, there are many examples of best practices in pooled procurement

resulting in significant savings. See e.g. the Eastern Caribbean Drug Service (ECDS) set
up in 1996 which is now called ‘‘Pharmaceutical Procurement Service’’.

67Abbott and Reichman 2007, p. 973.
68Clark et al. 2000, pp. 8-11.
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• managing multiple owners and stacking of royalties;

• encompassing non-patent technology and know-how;

• facilitating downstream innovation and development; and

• facilitating technology transfer and a sustainable scaling-up of capacity
and access in the developing world.

Within or outside the regional trade agreement (RTA), this approach par-
ticularly suits to conditions in Africa that regroups six RTAs.69 They can
arrange to join either through a large regional model with many LDCs or a
smaller Model with or without LDCs.

A Large Regional Model With Many LDCs: Study case SADC
In order to achieve the economies of scale, DCs and LDCs that are parties
to RTAs within the meaning of Article XXIV of the GATT 1994 and the
Enabling Clause can re-export pharmaceuticals imported under the Decision
within the RTA pursuant that they all share the same heath problem and
that at least half of the RTA members are LDCs.70 However, it shall be bore
in mind that the requirement of 50 % LDC does apply for all RTAs in Latin
America, the Caribbean, the Pacific or in Asia; except those in Africa.71 This
rule is the result of the request of the African Group that wished thereby
to construe economically viable markets able to off-set costs and risks for
the suppliers, particularly in small and poor markets. A typical scenario
under which a pooled procurement strategy may effectively safeguard access
to ARVs as a block will be now examined in the light of Southern African
Development Community (SADC) RTA.

69Six African RTAs have been notified to the WTO including: the Economic and Mone-
tary Community of Central Africa (CEMAC), the Common Market for Eastern and South-
ern Africa (COMESA), the Economic Community of West African States (ECOWAS), the
East African Community (EAC), the Southern African Development Community (SADC)
and the West African Economic and Monetary Union (WAEMU).

70Paragraph 6 (i) of the 30 August Decision.
71The specific rules for RTAs were a request from the African group. See Communication

from Kenya on Behalf of the African Group of the WTO, Proposal on Paragraph 6 of the
Doha Declaration on the TRIPS agreement and Public Health, WTO DOC.IP/C/W/351
(Jun. 24, 2002).
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Since 1994, SADC is composed of fifteen (15) member states with the mission
to promote sustainable and equitable economic growth and socio-economic
development in their respective territories.72 Today, SADC altogether ac-
counts for 257.7 million inhabitants with a GDP of USD 471.1 billion.73 The
regional grouping also benefits from the membership of South Africa which
has the most advanced pharmaceutical manufacturing capacity of the conti-
nent with growing production of generics that could provide supply sources
for countries in the region. Unfortunately, SADC subregion still gathers the
highest HIV prevalence in the world.

There is much more convincing evidence that possibilities that might arise if
the 15 SADC countries decide to establish a Regional Pharmaceutical Sup-
ply Center (RPSC) are higher than acting indivudually.74 In the pooled CL
context, the RSPC could organize the procurement of ARV generics needed
to fulfill the demand created by the emission of as many as fifteen pooled
compulsory licenses by all the participating states. In executing its mandate,
the regional authority, acting on behalf of its buyer governments, would then
proceed to tender offers seeking to fulfill these needs as agents of the govern-
ments emitting CLs. It would then firstly have to ensure that those needs are
met through voluntary purchases of genuine goods from authorized distribu-
tors operating within the region, on the condition that such providers made
their products available at acceptable, negotiated prices, notwithstanding
any patents they possess.75 As a result of this strategy, the regional author-
ity could thus be able to conduct price negotiations, with a view to inducing
patent holders to become low bidders on the project with or without their
agreement to deal.76

In the case where the patent holders agree either to sell at low prices or to
produce locally, they would have no choice than supplying the entire market
themselves but under the auspices of the RPSC at the agreed prices since any
refusal to do so would lead to the recourse to potential low-cost suppliers.

72The member states of SADC are: Angola, Botswana, Democratic Republic of Congo,
Lesotho, Madagascar, Malawi, Mauritius, Mozambique, Namibia, Seychelles, South Africa,
Swaziland, Tanzania, Zambia, Zimbabwe (6 out of 15 are LDCs).

73<http://www.europarl.europa.eu/meetdocs/2009_2014/documents/acp/dv/
sadc_/sadc_en.pdf> (last visited 27 September).
74The creation of such regional authority is expected to be one of the outcomes of the

current SADC Pharmaceutical Task Force forum primarily initiated to explore possibilities
for joint procurement and production of essential medicines in the SADC region.

75Abbott and Reichman 2007, p. 974.
76Ibid.
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Appropriate incentives that would also act in favour of the acceptance of the
agreement by the right holders are the enhancement of their trademark, the
preservation of their market share in the entire region and the sale of their
patented ARVs at better than rock bottom prices but unless they establish
local production facilities in the region.77 If the patent holding company
notably opts for an establishment in the region, either directly, or through
a local partner like Aspen, the RPSC would obtain a reliable, quality local
producer, with the possibility of transfers of technology and know-how over
time and of long-term collaboration with the patent holding company, which
should be of reciprocal interest to all parties concerned.

If on the contrary, right holders decline the invitation to deal, the RPSC
would still have the option to either purchase the needed ARVs abroad under
the compulsory licensing system of Article 31bis or attempt to entice foreign
generic producers in India, China, Brazil and elsewhere in order to establish
local production facilities in the regional territory under Article 31 bis(3). In
this regard, the local producer base shall preferably be a SADC LDC territory
that does not need to protect pharmaceuticals until 2016 (or even more), if
technical and logistic barriers can be overcome. This generic production
strategy was the one adopted by India prior to the TRIPS Agreement of
1994.78

As a result, it appears that in both cases, there would probably be a local
producer working closely with the RSPCs and that can become a formidable
supplier of bargained-priced ARVs to a large area even without opting for
compulsory licenses once it had established certified quality controls of WHO
and sufficient manufacturing capacity. Given these features, among other
considerations, big pharma might be more likely to decide that the preser-
vation of future market shares is a strong argument to cooperate with the
RPSC and opt not to default a substantial continental market to generic
competitors.79

A Smaller Model With or Without LDCs Although a pooled procure-
ment strategy operating under a large regional model like that just described
yields the maximum bargaining clout, it has also been argued that much
smaller variations on this theme will still give economies of scale and scope
that should prove attractive to foreign suppliers and investors.80

77Ibid.
78Abbott and Reichman 2007, p. 974.
79Abbott and Reichman 2007, p. 976.
80Id.; Swedish National board of Trade 2008, p. 61.
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It means that other options are still at the disposal of countries to facilitate
the use of the Decision or viable local production initiatives. DCs having the
industrial capacity such as Kenya, Ghana, Nigeria, South Africa or Zimbabwe
could expressly form a regional grouping to deal with their specific ARV needs
using pooled CLs. For compulsory license for export, the system could apply
to OAPI (though it prohibits imports as of now) and even be applied to non-
African RTA. Under this smaller model, the system would work in the same
way as in the larger model. A single entity will be playing a considerable
bargaining power through pooled compulsory licenses for other participants.
The drugs shipped into or produced in any one of the participant territories
could be re-exported to all the other participants without additional external
compulsory licenses, given the facilitations afforded by pending Article 31bis
to certain RTA.

In conclusion, there are theoretically several options to enlarge small SSA
markets through pooled demand and the benefits of doing so can no longer
be emphasized at this stage. However, this should not shroud the fact that
market developments through these opportunities can be currently lessened
by two potential dangers. The first one relates to the ‘spaghetti bowl’ of mul-
tiple memberships of regional trading organizations in the region which would
surely make it difficult for particular states to come together for achieving
this specific common objective in a specific regional trading context.

The second problem, at least for pooled CLs for export, is that exporting
countries legislations would have to be favourable in allowing multiple buyers
which is not the case at the moment. Only the EU regulation consistently
refers to “country or countries” as recipient(s) of the proceeds of the CL.81

The Indian amendment refers to “any country”, which is rather ambiguous
and could be taken to mean either one or several countries. On the contrary,
the Canadian, Chinese, Korean and Norwegian legislations refer to “a” or
“one” country.82

The two subsidiary obstacles highlighted above illustrate the importance of
cooperation at national, regional and international levels for pooled demand
strategy to work properly.

81See article 6 of the Regulation (EC) No 816/2006 of the European Parliament and of
the Council of 17 May 2006 on compulsory licensing of patents relating to the manufacture
of pharmaceutical products for export to countries with public health problems.

82See subsection 21.04(1) of the 2004 Canada’s Bill C-9; article 9 of the 2006 Chinese
State Intellectual Property Office Order 37; Article 106.7 of the Amendment to Korean
Patent Act of 2009; and section 107 of the Norwegian Regulations amending the Patent
Regulations of 20 December 1996 No. 1162.
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5.2.2.2 Overriding the Importance of Cooperation for Institu-
tional Development

Pooled or bulk procurement could only serve as an effective cost-containment
strategy if effectively managed. The emphasis on cooperation should yield the
improvement of administrative capacity and the constellation of the required
technical and financial assistance (TFA) for stimulating domestic/regional
production and importation of affordable ARVs.

Improving Administrative Capacity The interaction and commitment
between different stakeholders would be a prerequisite to fulfil the adminis-
trative requirements with regard to the determination of the patent status of
ARV in the region as well as the enhancement of administrative structures
and procedures for timely implementation of CLs. While there is a large,
unfulfilled need for ARVs, it is clear that only the medicines under patent
matter. In this regard the determination of ARVs under patent in the SSA
will be vital in accessing needs and identifying where problems lie. However,
it is quite unfortunate that at the moment, neither ARIPO nor OAPI has
a regularly updated, easily accessible, and reliable database on patents. In
this respect, it is suggested that under the auspices of the African Union
and other development partners, both OAPI and ARIPO (and their national
patent offices) should establish a reliable database on ARV patent status in
order to strengthen information flow and facilitate the utilization of CL and
other TRIPS flexibilities.83 In this regard, many hopes are also put to the
future contribution of the newly established WHO-WIPO-WTO pilot project
on the matter.84

In a context where competing interests among national authorities are ac-
crued, it would be important to clarify which authority is responsible for
issuing notification for CLs in order to avoid conflicts of interest and delay in
the process. This remains a prerequisite particularly relevant for pooled CLs
within regional economic groupings. Despite the creation of simple, indepen-
dent structures and straightforward procedures to facilitate the management
of CLs under the auspices of a central authority, it is recommended that
coordination with other participants would be required to make sure that
different views are taken into consideration.85

83Osewe, Nkrumah and Sackey 2008, p. 49.
84Numo Pires de Carvalho, interview, 16 March 2010.
85UNDP 2001, p. 107-108; CIPR 2002; Swedish National Board of Trade 2008, p. 63.
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As of CLs for export, the ability of SSA countries to prevent the re-export of
ARV generics would constitute a safeguard for the legitimacy of the Decision
and the working of paragraph 6 system. However, the implementation of
measures to prevent diversion in the region would probably be difficult given
the weakness of legal systems and border enforcement as well as issues with
trade-related corruption.86 This challenge highlights the need for a close sup-
ply chain management and the obligation for region’s governments intending
to use the system to do so in good faith and take necessary measures to
ensure that the legacy of supply through the system is preserved.

In implementing jointly the adequate administrative capacities for facilitat-
ing the working of compulsory licensing, SSA countries are still able to re-
quest technical and financial assistance in multilateral fora. Article 67 of
the TRIPS Agreement notably obliges developed countries to provide ‘on
request and mutually agreed terms and conditions, technical and financial
cooperation in favour of developing and least-developed country Members.
Such cooperation shall include assistance in the preparation of laws and regu-
lations on the protection and enforcement of intellectual property as well as
on the prevention of their abuse’.

Technical and Financial Assistance Given the lack of resources, insti-
tutional capacity, and technical expertise of SSA countries, it is undeniable
that not much will move further unless TFA is provided for implementing,
managing the TRIPS Agreement flexibility and facilitating use of the Deci-
sion.

As of IP-related technical assistance for implementing the flexibility and the
Decision, it is being recognized that the role of the African Union (AU)
Commission shall be strengthened in leading the Local Production Project on
the continent. As pledged in the 2009 AU Conference of Ministers of Health,
‘The AU leadership role consists in obtaining the political commitment from
all countries on the subject, to coordinate all the activities, to facilitate
communication between the different areas (economic, financial, technical,
legal, political, etc.) and regions, manage conflicts, receive instructions from
the governments, collect and publish the results obtained, realign actions
with the final objectives’.87

86Swedish National Board of Trade 2008, p. 63.
87The AU Conference of Ministers of Health 2009.
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The AU should be assisted by OAPI and ARIPO as well as communities
in commissioning special studies to examine the socio-economic impact of
amendment in member countries. Meanwhile, the role of WIPO as a tra-
ditional technical assistance provider in the field needs to be emphasized.
In advising African countries on TRIPS and their patent legislation, WIPO
should point out the flexibility. Therefore, advice would perhaps have a much
significant impact if it could primarily focus on the development of incorpo-
ration strategies that can rightfully enable the effective use of the flexibility
(and other TRIPS flexibilities as well) rather than on the mere revision of
IPRs systems (generally in favour of stronger IP protection) in those coun-
tries. Other subsidiary international providers such WHO, UNCTAD and
WTO should be acting onto the achievement of such incentives.

As of financial assistance, the will of using the procedure will not suffixe
in the absence of adequate financing of health care infrastructure and the
specific prerequisites outlined by the WHO. Commitment of OAPI, ARIPO
and other local governments to provide fund for the development of admin-
istrative structures necessary for the issuance and management of the whole
process shall also be supported by endeavour of other various stakeholders,
including the World Bank, the Global Fund, the Clinton foundation and UNI-
TAID. It is suggested that all these donors should rethink their IP-related
assistance focus on access to HIV/AIDS medicines and, in particular in ef-
forts to facilitate the use of the new rules under the 30 August Decision.88

They also need to be able to adopt explicit policies on how the recipients can
use the Decision without compromising quality and safety of medicines or
the security of the funding. As recommended by the Commission for Africa,
donors should support efforts by SSA countries to operate through regional
groupings in order to enhance capacity for drug regulation, manufacturing
and management of IP.89

5.2.3 Models for Approaching Political Barriers

Lastly, it would also be important to adopt some strategic policies to deal
with pharmaceutical companies and their governments’ pressures threatening
the use of CLs. The willingness of SSA countries to use the policy options for
facilitating the use of CL also depends on the realism of those opportunities
and the awareness of their impact to the access to ARV in the future.

88Commission for Africa 2005, p. 48.
89Commission for Africa 2005, p. 193.
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5.2.3.1 Countervailing Pressures of Big Pharma and Governments

In the light of the contentious trade disputes that have often emerged from
the use of TRIPS flexibilities by DCs, it is nowadays important to urge coun-
tries vigilance when approaching IP matters with countries well-regarding to
enforcement of pharmaceutical patents, and particularly, in the context of
FTAs and BITs. In efforts to bolste the legitimacy of CLs, it would be nec-
essary to establish a new equilibrium more conducive to cooperation rather
than confrontation. Similarly, strategies to avoid TRIPS-plus commitments
in FTAs and BITs need to be developed.

As of FTAs, it is noticeable that, if provisions of international trade agree-
ments are enacted into domestic law, they may make regulatory approval of
generic drugs in certain countries harder by limiting access to needed test
data, which could limit access.90 SSA countries will gain in including in
potential FTAs a clause that goes beyond the non-derogation clauses that
have been used so far in the WTO TRIPS arena. This option will enable the
TRIPS Agreement, the 2003 WTO Decision and further WTO jurisprudence
on the matter override the FTA provisions.

As of BITs, it would be benefical to appropriately interpret the term ‘Intel-
lectual Property’ in such agreements. States shall make sure that the term
is read as a reference to the IPRs defined in the TRIPS Agreement, so that
any grant of TRIPS-compliant CLs, or under the Decision is inherent in the
right itself and not an expropriation.91 It shall be however noted that for
these policies to work properly they also need to be adopted by developed
countries as well.

5.2.3.2 The Political Will and Interest: Why the Use of TRIPS
Flexibilities remains Important

With a hope that governments are aware enough of the magnitude of the
HIV/AIDS and their sovereign duties, much political interest and commit-
ment to adopt and implement the various policies to deal with the patent-
related constraints to access to ARVs are still absent. It is often argued that
CLs are rather cumbersome and disincentive mechanism that can hardly have
a serious impact on the access to ART and other essential medicines in the

90Westerhaus and Castro 2006.
91Hestermeyer 2008, p. 291.
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SSA region due to the lack of required capacities. Though this argument
cannot be neglected, caution shall be however pointed out to any attempt to
use the argument as a mere excuse for statu quo. For many reasons which
can be formulated into open questions, there is no doubt that the use of
the TRIPS Agreement along with its flexibilities and WTO-related decisions
still remain important. Given the magnitude of the pandemic in the SSA and
economic indicators, for how long will donors like GFATM and PEPFAR con-
tinue to pay for treatment? With the introduction of second-line treatment
and different medicine combinations, cost of treatment will increase in long
run as the newer combinations defeat more consistently the disease. With
the increase of patenting activities on those therapies, the access question
may remain stagnant or even become more problematic.



Chapter 6

CONCLUSION AND
RECOMMENDATIONS

Based on the key findings throughout this study, it appears that three main
policy options are determinant for compulsory licensing to work effectively
as a solution to high prices of HIV/AIDS medicines under patent in the SSA
territories: amendment of pro-access measures available in the WTO TRIPS
framework, pooled procurement strategies, and countries commitment and
global community will to walk towards the achievement of the same objective.
If compulsory licenses have a real production cost advantage over originator
firms for a given ARV or other essential medicine, African countries planning
to embark on prices reduction using them need to pay a particular attention
to the following points:

• The amendment of pro-access measures will be necessary to fulfill the
legal prerequisite for the system to work. However, amendment pro-
cess must be shaped by developmental objectives, industrial policy and
strategic economic interest.

• Pooled compulsory licensing strategies will be required to fulfill the
economic prerequisite for the system to work through enhancement of
regional integration in order to achieve economies of scale in production
and distribution of ARV generics. This is probably going to be the most
difficult policy option to implement.

• Local governments commitment and the global community will be re-
quired to fulfill the political prerequisite for the system to work.

79
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• Though the above options will be difficult to be implemented, and in
particular the economic prerequisites, skillful lawyering, political de-
termination and coordinated planning will make this possible in long
term.

While compulsory licences and government-use orders continue to be impor-
tant in addressing the HIV/AIDS access problem and precisely in the era
where many hopes are placed on the patent pooling arrangements potentials
in facilitating the working of the mechanism, it is finally recommended that
that further research, in particular empirical and field research, be under-
taken to:

1. Test assumptions about local production of ARV generics through
pooled compulsory licences in the SSA (in order to determine whether
or not the minimum requirements for a viable competitive regional in-
dustry can be met);

2. Test assumptions about the importation of ARV generics through pooled
procurement strategies with and without the newly established Para-
graph 6 System in the SSA (in order to determine whether or not
solution is also to be sought in the 30 August Decision); and

3. Document situations where both assumptions can be successful or not
(in order to evaluate the relevance and incentives of adopting the poli-
cies with regard to the risk).

These challenges are a clear testimony that it was not just enough to make the
flexibilities available to WTOmembers states. In the aftermath of the TRIPS
amendment, the legitimacy of the solutions lies much more on developing
and developed countries capacity building commitment useful for concretely
implementing the flexibilities. Whether this commitment will be present to
promote the use of compulsory licences to deal with patent-related obstacles
to access to HIV/AIDS medicines in the sub-Saharan Africa region remains,
at least for now, an open debate.
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Annex 1. Agreement on Trade-Related Aspects of Intellectual Property Rights, Article 31 

Other Use Without Authorization of the Right Holder 

Where the law of a Member allows for other use of the subject matter of a patent without the authorization of the right holder, 

including use by the government or third parties authorized by the government, the following provisions shall be respected: 

    (a) authorization of such use shall be considered on its individual merits;  

    (b) such use may only be permitted if, prior to such use, the proposed user has made efforts to obtain authorization from 

the right holder on reasonable commercial terms and conditions and that such efforts have not been successful within a 

reasonable period of time. This requirement may be waived by a Member in the case of a national emergency or other 

circumstances of extreme urgency or in cases of public non-commercial use. In situations of national emergency or other 

circumstances of extreme urgency, the right holder shall, nevertheless, be notified as soon as reasonably practicable. In the 

case of public non-commercial use, where the government or contractor, without making a patent search, knows or has 

demonstrable grounds to know that a valid patent is or will be used by or for the government, the right holder shall be 

informed promptly;  

    (c) the scope and duration of such use shall be limited to the purpose for which it was authorized, and in the case of semi-

conductor technology shall only be for public non-commercial use or to remedy a practice determined after judicial or 

administrative process to be anti-competitive;  

    (d) such use shall be non-exclusive;  

    (e) such use shall be non-assignable, except with that part of the enterprise or goodwill which enjoys such use;  

    (f) any such use shall be authorized predominantly for the supply of the domestic market of the Member authorizing such 

use;  

    (g) authorization for such use shall be liable, subject to adequate protection of the legitimate interests of the persons so 

authorized, to be terminated if and when the circumstances which led to it cease to exist and are unlikely to recur. The 

competent authority shall have the authority to review, upon motivated request, the continued existence of these 

circumstances;  

    (h) the right holder shall be paid adequate remuneration in the circumstances of each case, taking into account the 

economic value of the authorization;  

    (i) the legal validity of any decision relating to the authorization of such use shall be subject to judicial review or other 

independent review by a distinct higher authority in that Member;  

    (j) any decision relating to the remuneration provided in respect of such use shall be subject to judicial review or other 

independent review by a distinct higher authority in that Member;  

    (k) Members are not obliged to apply the conditions set forth in subparagraphs (b) and (f) where such use is permitted to 

remedy a practice determined after judicial or administrative process to be anti-competitive. The need to correct anti-

competitive practices may be taken into account in determining the amount of remuneration in such cases. Competent 

authorities shall have the authority to refuse termination of authorization if and when the conditions which led to such 

authorization are likely to recur;  

    (l) where such use is authorized to permit the exploitation of a patent (“the second patent”) which cannot be exploited 

without infringing another patent (“the first patent”), the following additional conditions shall apply:  

        (i) the invention claimed in the second patent shall involve an important technical advance of considerable economic 

significance in relation to the invention claimed in the first patent;  

        (ii) the owner of the first patent shall be entitled to a cross-licence on reasonable terms to use the invention claimed in 

the second patent; and  

        (iii) the use authorized in respect of the first patent shall be non-assignable except with the assignment of the second 

patent.  



 

Annex 2. Declaration on the TRIPS Agreement and Public Health (Doha Declaration) 

 
Adopted on 14 November 2001 

1. We recognize the gravity of the public health problems afflicting many developing and least-developed 

countries, especially those resulting from HIV/AIDS, tuberculosis, malaria and other epidemics. 

2. We stress the need for the WTO Agreement on Trade-Related Aspects of Intellectual Property Rights 

(TRIPS Agreement) to be part of the wider national and international action to address these problems. 

3. We recognize that intellectual property protection is important for the development of new medicines.  We 

also recognize the concerns about its effects on prices. 

4. We agree that the TRIPS Agreement does not and should not prevent Members from taking measures to 

protect public health.  Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm that the 

Agreement 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. 

 In this connection, we reaffirm the right of WTO Members to use, to the full, the provisions in the TRIPS 

Agreement, which provide flexibility for this purpose. 

5. Accordingly and in the light of paragraph 4 above, while maintaining our commitments in the TRIPS 

Agreement, we recognize that these flexibilities include: 

(a) In applying the customary rules of interpretation of public international law, each provision of the 

TRIPS Agreement shall be read in the light of the object and purpose of the Agreement as 

expressed, in particular, in its objectives and principles. 

(b) Each Member has the right to grant compulsory licences and the freedom to determine the grounds 

upon which such licences are granted. 

(c) Each Member has the right to determine what constitutes a national emergency or other 

circumstances of extreme urgency, it being understood that public health crises, including those 

relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a national 

emergency or other circumstances of extreme urgency. 

(d) The effect of the provisions in the TRIPS Agreement that are relevant to the exhaustion of 

intellectual property rights is to leave each Member free to establish its own regime for such 

exhaustion without challenge, subject to the MFN and national treatment provisions of Articles 3 

and 4. 

6. We recognize that WTO Members with insufficient or no manufacturing capacities in the pharmaceutical 

sector could face difficulties in making effective use of compulsory licensing under the TRIPS Agreement.  We 

instruct the Council for TRIPS to find an expeditious solution to this problem and to report to the General Council 

before the end of 2002. 

7. We reaffirm the commitment of developed-country Members to provide incentives to their enterprises and 

institutions to promote and encourage technology transfer to least-developed country Members pursuant to Article 

66.2.  We also agree that the least-developed country Members will not be obliged, with respect to pharmaceutical 

products, to implement or apply Sections 5 and 7 of Part II of the TRIPS Agreement or to enforce rights provided for 

under these Sections until 1 January 2016, without prejudice to the right of least-developed country Members to seek 

other extensions of the transition periods as provided for in Article 66.1 of the TRIPS Agreement.  We instruct the 

Council for TRIPS to take the necessary action to give effect to this pursuant to Article 66.1 of the TRIPS 

Agreement. 



 

Annex 3. The WTO General Council Decision on Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public 

Health, 30 August 2003 

 

The General Council, 

 

Having regard to paragraphs 1, 3 and 4 of Article IX of the Marrakesh Agreement Establishing the World Trade Organization 

(“the WTO Agreement”); 

 

Conducting the functions of the Ministerial Conference in the interval between meetings pursuant to paragraph 2 of Article IV of 

the WTO Agreement; 

 

Noting the Declaration on the TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2) (the “Declaration”) and, in particular, 

the instruction of the Ministerial Conference to the Council for TRIPS contained in paragraph 6 of the Declaration to find an 

expeditious solution to the problem of the difficulties that WTO Members with insufficient or no manufacturing capacities in the 

pharmaceutical sector could face in making effective use of compulsory licensing under the TRIPS Agreement and to report to the 

General Council before the end of 2002; 

 

Recognizing, where eligible importing Members seek to obtain supplies under the system set out in this Decision, the importance 

of a rapid response to those needs consistent with the provisions of this Decision; 

 

Noting that, in the light of the foregoing, exceptional circumstances exist justifying waivers from the obligations set out in 

paragraphs (f) and (h) of Article 31 of the TRIPS Agreement with respect to pharmaceutical products; 

Decides as follows: 

 

1.   For the purposes of this Decision: 

(a) “pharmaceutical product” means any patented product, or product manufactured through a patented process, of the 

pharmaceutical sector needed to address the public health problems as recognized in paragraph 1 of the Declaration. It is 

understood that active ingredients necessary for its manufacture and diagnostic kits needed for its use would be included;  

  

(b) “eligible importing Member” means any least-developed country Member, and any other Member that has made a 

notification  to the Council for TRIPS of its intention to use the system as an importer, it being understood that a Member 

may notify at any time that it will use the system in whole or in a limited way, for example only in the case of a national 

emergency or other circumstances of extreme urgency or in cases of public non-commercial use. It is noted that some 

Members will not use the system set out in this Decision as importing Members  and that some other Members have 

stated that, if they use the system, it would be in no more than situations of national emergency or other circumstances of 

extreme urgency; 

  

(c) “exporting Member” means a Member using the system set out in this Decision to produce pharmaceutical products 

for, and export them to, an eligible importing Member. 

  

2.   The obligations of an exporting Member under Article 31(f) of the TRIPS Agreement shall be waived with respect to the grant 

by it of a compulsory licence to the extent necessary for the purposes of production of a pharmaceutical product(s) and its export to 

an eligible importing Member(s) in accordance with the terms set out below in this paragraph: 

  

(a) the eligible importing Member(s) has made a notification to the Council for TRIPS, that: 

  

(i)   specifies the names and expected quantities of the product(s) needed; 



 

(ii)  confirms that the eligible importing Member in question, other than a least developed country Member, has 

established that it has insufficient or no manufacturing capacities in the pharmaceutical sector for the product(s) in 

question in one of the ways set out in the Annex to this Decision; and 

(iii) confirms that, where a pharmaceutical product is patented in its territory, it has granted or intends to grant a 

compulsory licence in accordance with Article 31 of the TRIPS Agreement and the provisions of this Decision; 

  

(b) the compulsory licence issued by the exporting Member under this Decision shall contain the following conditions: 

  

(i)   only the amount necessary to meet the needs of the eligible importing Member(s) may be manufactured under the 

licence and the entirety of this production shall be exported to the Member(s) which has notified its needs to the 

Council for TRIPS; 

(ii)  products produced under the licence shall be clearly identified as being produced under the system set out in this 

Decision through specific labelling or marking. Suppliers should distinguish such products through special packaging 

and/or special colouring/shaping of the products themselves, provided that such distinction is feasible and does not 

have a significant impact on price; and 

(iii) before shipment begins, the licensee shall post on a website the following information: 

- the quantities being supplied to each destination as referred to in indent (i) above; and 

- the distinguishing features of the product(s) referred to in indent (ii) above; 

  

(c) the exporting Member shall notify the Council for TRIPS of the grant of the licence, including the conditions 

attached to it. The information provided shall include the name and address of the licensee, the product(s) for which 

the licence has been granted, the quantity(ies) for which it has been granted, the country(ies) to which the product(s) is 

(are) to be supplied and the duration of the licence. The notification shall also indicate the address of the website 

referred to in subparagraph (b) (iii) above. 

  

3.   Where a compulsory licence is granted by an exporting Member under the system set out in this Decision, adequate 

remuneration pursuant to Article 31(h) of the TRIPS Agreement shall be paid in that Member taking into account the economic 

value to the importing Member of the use that has been authorized in the exporting Member. Where a compulsory licence is 

granted for the same products in the eligible importing Member, the obligation of that Member under Article 31(h) shall be 

waived in respect of those products for which remuneration in accordance with the first sentence of this paragraph is paid in the 

exporting Member. 

  

4.   In order to ensure that the products imported under the system set out in this Decision are used for the public health purposes 

underlying their importation, eligible importing Members shall take reasonable measures within their means, proportionate to 

their administrative capacities and to the risk of trade diversion to prevent re-exportation of the products that have actually been 

imported into their territories under the system. In the event that an eligible importing Member that is a developing country 

Member or a least-developed country Member experiences difficulty in implementing this provision, developed country 

Members shall provide, on request and on mutually agreed terms and conditions, technical and financial cooperation in order to 

facilitate its implementation. 

  

5.   Members shall ensure the availability of effective legal means to prevent the importation into, and sale in, their territories of 

products produced under the system set out in this Decision and diverted to their markets inconsistently with its provisions, 

using the means already required to be available under the TRIPS Agreement. If any Member considers that such measures are 

proving insufficient for this purpose, the matter may be reviewed in the Council for TRIPS at the request of that Member. 

  

6.   With a view to harnessing economies of scale for the purposes of enhancing purchasing power for, and facilitating the local 

production of, pharmaceutical products: 

(i) where a developing or least-developed country WTO Member is a party to a regional trade agreement within the 

meaning of Article XXIV of the GATT 1994 and the Decision of 28 November 1979 on Differential and More 

Favourable Treatment Reciprocity and Fuller Participation of Developing Countries (L/4903), at least half of the current 

membership of which is made up of countries presently on the United Nations list of least developed countries, the 

obligation of that Member under Article 31(f) of the TRIPS Agreement shall be waived to the extent necessary to enable 

a pharmaceutical product produced or imported under a compulsory licence in that Member to be exported to the markets 

of those other developing or least developed country parties to the regional trade agreement that share the health problem 

in question. It is understood that this will not prejudice the territorial nature of the patent rights in question; 

 



  

(ii) it is recognized that the development of systems providing for the grant of regional patents to be applicable in the 

above Members should be promoted. To this end, developed country Members undertake to provide technical 

cooperation in accordance with Article 67 of the TRIPS Agreement, including in conjunction with other relevant 

intergovernmental organizations. 

  

7.   Members recognize the desirability of promoting the transfer of technology and capacity building in the pharmaceutical sector 

in order to overcome the problem identified in paragraph 6 of the Declaration. To this end, eligible importing Members and 

exporting Members are encouraged to use the system set out in this Decision in a way which would promote this objective. 

Members undertake to cooperate in paying special attention to the transfer of technology and capacity building in the 

pharmaceutical sector in the work to be undertaken pursuant to Article 66.2 of the TRIPS Agreement, paragraph 7 of the 

Declaration and any other relevant work of the Council for TRIPS. 

  

8.   The Council for TRIPS shall review annually the functioning of the system set out in this Decision with a view to ensuring its 

effective operation and shall annually report on its operation to the General Council. This review shall be deemed to fulfill the 

review requirements of Article IX:4 of the WTO Agreement. 

  

9.   This Decision is without prejudice to the rights, obligations and flexibilities that Members have under the provisions of the 

TRIPS Agreement other than paragraphs (f) and (h) of Article 31, including those reaffirmed by the Declaration, and to their 

interpretation. It is also without prejudice to the extent to which pharmaceutical products produced under a compulsory licence can 

be exported under the present provisions of Article 31(f) of the TRIPS Agreement. 

  

10.   Members shall not challenge any measures taken in conformity with the provisions of the waivers contained in this Decision 

under subparagraphs 1(b) and 1(c) of Article XXIII of GATT 1994. 

  

11.  This Decision, including the waivers granted in it, shall terminate for each Member on the date on which an amendment to the 

TRIPS Agreement replacing its provisions takes effect for that Member. The TRIPS Council shall initiate by the end of 2003 work 

on the preparation of such an amendment with a view to its adoption within six months, on the understanding that the amendment 

will be based, where appropriate, on this Decision and on the further understanding that it will not be part of the negotiations 

referred to in paragraph 45 of the Doha Ministerial Declaration (WT/MIN(01)/DEC/1). 

  

  

 

 

 

ANNEX 

 

Assessment of Manufacturing Capacities in the Pharmaceutical Sector 

 

Least-developed country Members are deemed to have insufficient or no manufacturing capacities in the pharmaceutical sector. 

  

For other eligible importing Members insufficient or no manufacturing capacities for the product(s) in question may be established 

in either of the following ways: 

  

(i) the Member in question has established that it has no manufacturing capacity in the pharmaceutical sector; 

  

OR 

  

(ii) where the Member has some manufacturing capacity in this sector, it has examined this capacity and found that, excluding any 

capacity owned or controlled by the patent owner, it is currently insufficient for the purposes of meeting its needs. When it is 

established that such capacity has become sufficient to meet the Member's needs, the system shall no longer apply. 



 

 

 

Annex 4. Relevant Patent Laws and Legislative Provisions on Compulsory Licences in Sub-Saharan 

Africa 

 

 
 Country Domestic Legislations Compulsory Licenses 

 

1 Angola Industrial Property Law No  

3/92 of February 28, 1992. 

Compulsory licenses can be issued where a patent 

is not  locally exploited within three years from 

grant, without legitimate excuse for non-working; 

the needs of the  domestic market have not been 

met; and where the government believes that 

exploitation of the patent is of vital importance for 

the  public interest, national  security, public health 

or the economy 

2 Botswana   Industrial Property, Act, 1996,  

No. 14 as amended (1997, No.  

19). 

Compulsory licenses can be  issued for failure to 

supply  the domestic market on reasonable terms. 

3 Burundi The Patents Act of 1964, as  

amended 1968.   

There are no provisions for  compulsory licenses, 

but any  interested party may bring a  court action 

for cancellation of a patent if the invention is  not 

exploited in Burundi  within two years from the  

date of first commercial working abroad. 

4 DRC Law No. 82-01 of 1982 Compulsory licenses can be  issued on the ground 

of non- working failure to supply the  domestic 

market after five years from filing or three years 

from the grant.   

5 Ethiopia Inventions, Minor Inventions  

and Industrial Designs,  

proclamation, No. 123/1995. 

Compulsory licenses can  issue where the public 

interest in particular, national security, nutrition, 

health or  the development of other  vital sectors or 

the national  economy so requires and for  

non/insufficient working. 

6 Ghana   Patents Act, 2003 Licenses can be issued on the grounds of 

non/insufficient local working after three  

years of grant or four years  of filling, for refusal to  

license, in case of dependant patents, to remedy 

anti- competitive practices, and in cases of national 

emergency or other circumstances of extreme 

urgency. 

7 Kenya   Industrial Property, Act,  

27/07/2001, No. 3 

Compulsory licenses can be  

issued on the grounds that the  market for the 

patented invention is not being supplied on 

reasonable terms after three years of grant or four 

years of filling and in case of dependant patents.  

8 Lesotho The Industrial Property Order 

(IPO), as amended in 1997 
Compulsory licenses can issue on the grounds of 

non/insufficient Working four years from filing 

date o 3 years from patent grant. 
9 Liberia An Act Adopting a New  

Patent, Copyright and  

Trademark Law, Title 24,  

approved  

May 1972: Chapter 1. Patents  

(F) IP/PI, November 1977. 

There is no specific provision on compulsory 

licenses but  the law provides that foreigners who 

do not put a patented invention into active 

operation within three years from the grant date are 

deemed to have abandoned  the patent to the 

Public-(abandonment of patent) 

 



 Country Domestic Legislations Compulsory Licenses 

10 Madagascar Ordonnance No 89-019 

instituant un régime pour la 

protection de la propriété 

industrielle en République  

démocratique de Madagascar, 

de juillet 1989 (Titre I) (Art 3 à 

54) (JO D’août 1989). 

Compulsory licenses can be issued for 

non/insufficient working and failure to supply 

the domestic market after three years from grant 

or four years from filing or for refusal to 

license. 

11 Malawi Patents Act, 1992  

 
Licenses can issue to remedy anti competitive 

practice, for non/insufficient use and under 

Section 38 provides that where a patent is in 

force in respect of –(a) a substance capable of 

being used as food or medicine, or in the 

production of food or medicine; (b) a process 

for producing such a substance as aforesaid; or 

(c) any invention capable of being used as or as 

part of a surgical or curative device, the Patents 

Tribunal shall, on application made to it by any 

person interested, order the grant to the 

applicant of a licence under the patent on such 

terms as it thinks fit unless it appears to such 

Tribunal that there are good reasons for refusing 

the application. 

12 Mauritius   The Patents, Industrial  

Designs, and Trademark  

Act No. 25 of 2002 

Licenses can be issued in  case of dependant 

patents, for non/insufficient exploitation or 

where the public interest including, national 

security, nutrition, health or the development of 

other vital  

sectors of the national economy so requires, to 

remedy anti-competitive practice and in case of  

national emergency or other circumstances of 

extreme urgency as well as for public 

 non-commercial use. 

13 Mozambique Industrial Property Code:  

Decree No. 4/2006. 
Licenses can be issued in the case of failure to 

exploit, demand not being met on reasonable 

terms, refusal to license and to remedy anti-

competitive practice. Other grounds include 

dependant patent, in case of emergency or in 

any other circumstances of extreme urgency, 

either of an economic or a social nature, or for 

the development of other sectors that are vital to 

the national economy. 

14 Namibia Patents, Designs, Trade Marks 

and Copyright Act 9 of 1916, 

as amended in South Africa, 

April 1978.  (Only the portions 

of this Act relating to patents 

and designs remain in force in 

Namibia). 

Compulsory licenses can be issued in case of 

non-working/insufficient supply  

to domestic market after three years from grant 

or four years from filing, refusal to icense, and 

dependent patents. 

15 Nigeria Patent and Design Act, 1971  

A Draft Bill for an Act to  

provide for the Establishment  

of the Intellectual Property  

Commission of Nigeria, repeal  

of trademarks act CAP 436,  

LFN 1990 and patents and  

designs act, CAP 344, LFN  

Licenses can be  issued for  non/insufficient 

working and  failure to supply the domestic  

market, refusal of the  patentee to grant licences 

on reasonable terms, where the establishment or 

development of industrial or commercial 

activities in Nigeria is unfairly and substantially 

prejudiced, and in case of dependant patents. 

For food & Medicine, if the patented product or 

process is declared to be of 



  Country Domestic Legislations Compulsory Licenses 

   

1990 and make comprehensive  

provisions for the trademarks, 

registration and protection of  

trademarks, patents and  

designs, plant varieties, annual  

breeders and farmers rights  

and for matters connected  

therewith 

 

 

 

vital importance to the defence or economy of 

Nigeria, or for public health.  

This could include: any drugs or pharmaceutical 

preparations, substances and materials; and any 

plant, machinery or apparatus, whether fixed to  

the land or not after importation.  

The draft Bill provides detailed provision on 

grounds for compulsory license  that includes:  

 Non/insufficient working and failure to supply 

of domestic market- with specific provision on 

the cases that the interest of public health and 

nutrition, including that of ensuring access to 

medicines for all, insufficient quantity or quality 

or unaffordable prices, where working is being 

prejudiced by the importation of the patented 

article and that public interest demands that the 

patented invention be exploited. Other grounds 

include refusal of the patentee to grant licences, 

to remedy the abuse or anti-competitive 

practices, national emergency or situation of 

extreme urgency, including public health crises, 

unfair and substantial prejudiced to the 

development of sectors of vital importance to 

socio-economic and technological development 

and in cases of dependant patents.   

  

The draft bill also provided for Compulsory 

licences for the exportation or Importation of 

Pharmaceutical Products. 

16 Rwanda Patents Act of 1963 There are no provisions on  compulsory license. 

However any interested party may bring court 

action for the cancellation of a patent if the 

invention is not exploited in Rwanda within two 

years from the date of first commercial working 

abroad. 

17 South Africa Patents Act 1978,  amended 

1997, 2005,  Medicines Act 

1997 

Grounds for compulsory licensees to issue 

include dependant patent, abuse of  

patent (non/insufficient working and failure to 

supply the domestic market, refusal to license 

that prejudice the trade, industry or agriculture 

and  excessive pricing) 

18 Soudan Patent Act 1971, Patent,   

A new draft bill is under 

Consideration. 

Grounds include failure to work domestically 

after three years from grant or four years from 

filing (Importation does not fulfill the working 

requirement), refusal to license that unreasonably 

prejudices the establishment or development of 

industrial or commercial activities in Sudan , 

where the patent is declared vital importance for 

the defence of the economy, and public health.  

In the Draft bill it is proposed to redefine 

conditions considered under national emergency 

to include: public health crises,“lack of 

pharmaceutical products at affordable prices”, 

and insufficient  manufacturing capacity for 

medicines. 



 

 Country Domestic Legislations Compulsory Licenses 

19 Swaziland Patents, Utility Models and  

Industrial Designs Act No. 6  

of 1997 

Compulsory licenses can issue in the public 

interest, including to address national security, 

nutrition, health. 

20 Tanzania Patent Act 1987 as amended  

by Acts Nos. 13 and 18 of  

1991.  

The 1987 Act is currently  

under review with the intention  

of its revision. 

Licenses can be issued in case of non/insufficient 

working and failure to supply the domestic market 

after three years from grant or four years from 

filing, refusal to license that prejudice the industry 

and trade and with respect to dependant patents. 

21 Uganda The Patents Statute No. 10,  

December 1991.  

A new draft law; an Industrial  

Property Bill  

Is to be introduced in  

Parliament soon. 

Grounds for compulsory licensing include 

non/insufficient working and  failure to supply the 

domestic market after three years from grant or 

four years from filing, refusal to license that  

prejudices the industry and trade and to remedy 

anti-competitive practices 

22 Zambia The Patent Act, as last  

amended in 1987. 

Licenses can issue in case of non/insufficient 

working and failure to supply the domestic market 

after three years from grant or four years from 

filing (Immediately after grant for food- and 

medicine- related inventions, substance  

capable of being used as a food or medicine or in 

the production of food; a process for producing 

the substance and any invention capable of being 

used as or as part of a surgical of curative device 

as well as Food- and medicine- related 

commodities.), refusal to license that  

prejudice the industry and trade and to remedy 

anti-competitive practices. 

23 Zimbabwe Patents Amendment Act, 1978,  

as amended 2002 and 2005. 

Licenses can be issued in  case of non/insufficient  

working and failure to supply the domestic market 

after three years from grant or four years from 

filing (Immediately after grant for food- and 

medicine- related inventions, substance capable of 

being used as a food or medicine or in the 

production of food; a process for  producing the 

substance and any invention capable of being used 

as or as part of a surgical of curative device),  

refusal to license that prejudice the industry and  

trade, to remedy anti-competitive practices and in  

case of dependent patents. 

24 OAPI  

Countries 

((Benin, 

Burkina 

Faso, 

Cameroon,  

Bangui Agreement Compulsory licenses can  issue where a patent is 

not  locally worked or the needs of the domestic 

market have  not been met or on account  of the 

refusal of the owner of  the patent to grant licenses 

on reasonable commercial terms  and procedures; 

where the  establishment or development of 

industrial or commercial activities on such  

territory is unfairly and  substantially prejudiced.  

(within three years from  grant, or four years from   



Source: Musungu (2007): Access to ART and other Essential Medicines in sub-Saharan Africa: Intellectual 

Property and relevant legislations, pp. 16-33. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 Country Domestic Legislations Compulsory Licenses 

 Chad, 

Congo, Cote 

d'Ivoire, 

Equatorial 

Guinea, 

Gabon, 

Guinea, 

Guinea 

Bissau, 

Mali, 

Mauritania, 

Niger, 

Senegal and 

Togo). 

 filing) and in case of  dependant patents. 



 

Annex 5. Typologies of HIV/AIDS Medicines under Patent in Sub-Saharan Africa 

 

 

Drug  

Patent  

Owner  

Priority  

 Date 

20 years  

 expiry  

SSA Countries 

 Covered 

Abacavir  

(racemic mixture) 

Wellcome (GSK) June 27, 1988 June 26, 2009 ARIPO, South 

   Africa 

Abacavir 

(enantiomer) 

Wellcome (GSK) December 22, 

   1989 

December 21, 

   2010 

ARIPO, South 

   Africa 

Didanosine-ddl Bristol-Myers 

Squibb 

July 22, 1991 July 20, 2012 South Africa 

Efavirenz 

Stocrin/ 

Sustiva 

Merck (MSD) August 7, 1992 August 6, 2013 South Africa 

Indinavir Merck (MSD) November 8, 

   1991 

November 7, 

   2012 

 

South Africa 

Lamivudine – 

3TC (Epivir) 

Merck 

 

IAF Biochem 

  (GSK) 

 

IAF Biochem 

 

Glaxo 

 

May 7, 1993 

 

February 8, 

   1989 

 

May 2, 1990 

 

June 3, 1991 

May 6, 2014 

 

February 8, 

   2010 

 

May 1, 2011 

 

June 2, 2012 

 

 

ARIPO, OAPI 

South Africa 

Nelfinavir Agouron 

 (Roche) 

October 7, 

   1993 

October 7,  

   2014 

ARIPO, South  

  Africa 

Nevirapine – 

Viramune 

BI November 17, 

   1989 

November 17, 

   2010 

ARIPO, OAPI, 

South Africa 

Ritonavir + 

 Lopinavir-Keletra 

Abbott 

 

Abbott 

December 29, 

   1992 

December 13, 

   1995 

December 28, 

   2013 

December 12, 

   2016 

South Africa 

Saquinavir Hoffmann-La 

  Roche 

December 11, 

   1989 

December 11, 

   2010 

Malawi, OAPI 

  South Africa 

  Zimbabwe 

 

Stavudine-D4T Yale University 

  (BMS) 

December 17, 

   1986 

December 17, 

   2007 

South Africa 

Zidovudine-AZT Glaxo Wellcome March 16, 1985 March 16, 2006 ARIPO, South 

  Africa 

 

AZT+3TC 

  (Combivir) 

Glaxo Wellcome October 31, 

   1996 

October 29, 

   2007 

ARIPO, OAPI, 

  South Africa 

 

AZT+3TC+ 

 Abacavir (Trizivir) 

Glaxo Wellcome April 29, 1998 March 23, 2016 ARIPO, OAPI, 

  South Africa 

 

Source: WHO/EDM/PAR/2004.6 Determining the Patent Status of Essential Medicines in Developing Countries/Osewe, 

Nkrumah and Sackey 2008, p.51. 

 

 



 

Annex 6. Interview Sample Questions 

 

1. What is the role of patents in promoting innovation in the medical sector? 

2. How does patent protection influence the access to existing pharmaceutical products? 

3. How do high drug prices as a result of patent monopolies affect the distribution of medicines in poor and    

developing countries? 

4. Where to obtain information on access to medicines, their prices and their availability? 

5. What is the legacy of TRIPS flexibilities in attempt to reach a balance between meeting the high costs of drug 

research and development and creating incentives to stimulate access to drugs in those countries? 

6. How is compulsory licensing defined under international law? 

7. What is the legal status on using compulsory licences for allowing access to patented medicines in poor 

countries? 

8. What are the disputes associated to the recourse to compulsory licensing for improving the accessibility of 

HIV/AIDS medicines in sub-Sahara Africa? 

9.  What are the current constraints to the implementation of the flexibility in the region? 

10.  How can the existing obstacles be overcome? 

      a) What are the prospects for legal reform (for addressing the legal constraints)? 

      b) How to gather sufficient economies of scale and competitive generic markets (to deal with the economic 

constraints? 

       c) How to withstand the political constraints against the use of CLs in the region? 

11. How does HIV/AIDS clinical care in sub-Sahara Africa fit in with a need to adopt the implementation 

strategies discussed above? 

12. In the fear of avoiding the proliferation of CLs and the associated public relations problems that arise from IP 

conflicts, how to create incentives for R&D that do not create access barriers? 

 

 

 



 

 

Annex 7. List of Persons Interviewed 

 

 

1. Mr. Anthony Mbewu, Executive Director, Global Forum for Health Research, Geneva, Switzerland 

 

2. Mr. Carmen Pérez Casas, Senior Technical Officer, Global Health Supply, Pharmaceutical Management Unit, 

The Global Fund to Fight AIDS, Tuberculosis and Malaria 

 

3. Mr Germán Velásquez, Coordinator, Drug Action Programme Essential Drugs and Medicines Policy, World 

Health Organization Geneva, Switzerland 

 

4. Ms. Jayashree Watal, Counsellor, Intellectual Property Division, WTO, Geneva, Switzerland 

 

5.  Mr. Maurice Batanga, Director, Division of legal matters and litigation, OAPI, Yaoundé, Cameroon [phone 

interview]. 

 

6. Mr. Numo Pires de Carvalho, Director Advisor Legislation for Public Policy and Economic Development 

Sector, WIPO, Geneva, Switzerland 

 

7. Ms. Pascale Boulet, IP & Policy Advisor, Drugs for Neglected Diseases initiative (DNDi), Former Advocate 

MSF Campaign for Access to Essential Medicines, Geneva, Switzerland 

 

 

 

 

 


